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BBepeHune

HacToswmnn TexHUYecKkUn KOoAEeKC YCTaHOBMBLUENCS NpaKTUKM cooTBeTcTByeT [lpaBunam Hagnexawien
NPOM3BOACTBEHHOW MpPaKTUKM EBpasniicKoro 3KOHOMWYECKOrO CO3a, YTBEPXAEHHbIM peweHnem CoseTa
EBpasuiickon akoHomuuveckon komuccum ot 03 Hosbpss 2016 rogma Ne 77, paspaboTtaHHbiM Ha ocHoBe «EU
Guidelines to Good Manufacturing Practice Medicinal Products for Human and Veterinary Use» («[lMpasuna EC no
Hagnexallem npoM3BOACTBEHHOMW MNpPaKTUKE IEeKapCTBEHHbIX CPEACTB ANd YenoBeka U MNPUMEHeHWs B
BeTepuHapuny»), kotopbln BxoamT B ToM 4 «Rules Governing Medicinal Products in European Union» («[MpaBuna,
perynupyloline nekapcTBeHHble cpeactBa B EBponenckom Coto3e»), € U3MEHEHUsIMK, OOYCroBNEHHbIMU
OEeNCTBYOLWMM 3akoHogaTenbcTtBoM Pecnybnuku benapycb, TpeboBaHuMsIMW K cogepXaHuio 1 0dOpMIEHMUIO
TEXHUYECKNX HOPMATUBHbLIX MPAaBOBbIX aKTOB, @ Takke MPUHATOM B ccepe obpalleHnss NekapCTBEHHbLIX CPeacTB
Pecnybnuku benapycb TepMUHONOIMEN.

B uenom HacTosILMI TEXHUYECKUA KOOEKC YCTaHOBMBLUEWCHA NpakTuku (aanee — TKI) nmeeT cneaywowme
OTNMYUSA OT BbllLeyKa3aHHbIX PYKOBOACTB:

[OMNONHNTENBHO BBEOEHbl CTPYKTYpPHble anemeHTbl «[Mpeancnosue», «BeegeHne», «O6nacTb NpUMEHEHUs»,
«HopmatuBHble ccbinkny, «TepMuHbl K onpegeneHusay «OB03Ha4YeHMs U COKpalleHusi». OTU CTPYKTYPHbIE
anemMeHTbl He 00603Ha4YeHbl HoMepamu, YTOObl COXPaHUTb HyMepauuio CTPYKTYPHbIX 3NIEMEHTOB BbiLUEyKa3aHHbIX
PYKOBOACTB;

TepMUHbl 1 onpefeneHus, oTHocawmeca k Yactm | n k TKIM B uenom, AgaHel no andasuTy B pasgene
«TepMuHbl 1 onpegeneHusa». HekoTopble TEepMMWHbI, OTHOCALLMECS K OTAEfbHbIM 4YacTaAM M MPUITOXEHUAM
HacTodawero TKI1, npuBeaeHsbl B COOTBETCTBYHOLLMX YACTAX U MPUMOXEHMUSX;

Nno BCEMY TEKCTY 3aMeHeHbl HEKOTOPbIE CroBa W BbIpaXeHusl, HanpuMep, «rocyaapcTBa-yneHbl» 3aMeHuUnu Ha
«Pecnybnuka Benapycb» 1 T.M.;

CCbINIKM Ha NnaHupyemble K pa3paboTke pykoBoAcTBa EBpasMiickoro 3KOHOMMYECKOrO COH3a, eBpOrenickme
OOKyMeHTbl, AokymeHTbl ICH n ctangapTel EN/ISO 3aMeHeHbl ccbiflkaMy Ha rapMoHU3MpoBaHHble ¢ HUMK THIA,
aencteytowime B Pecnybnnke benapycbh, npy HanM4um TakoBbIX;

CCbinkn Ha Papmakoneto EBpasninckoro sSkOHOMMYECKOro Colo3a, Ha HauuoHarnbHble dhapMakonen rocygapcrs-
UYnNeHoB WMNM Ha Apyrme dapmMakonen 3amMeHeHbl ccbifikamu Ha [ocymapctBeHHyto Papmakoneto Pecnybnukm
Benapycs.

dapmMaueBTUyeckass npombiwrieHHoCcTb Pecnybnukn Benapycb, nogaepxvmBaeT BbICOKME CTaHAapThl
yrpaBneHnsa KayecTBOM nNpu paspaboTke, NPOU3BOACTBE M KOHTPONE IeKapcTBEHHbIX cpeacts. Cucrtema
rocy4apCTBEHHOW perucTpaumMm rapaHTupyeTt, Y4TO BCE JIeKapCTBEHHble CpeAcTBa OLEHEHbl YMNONMHOMOYEHHbIM
opraHom, 4TobObl 06ecneuYnTtb WX COOTBETCTBME COBPEMEHHbIM TpeboBaHWsIM 0Ge3onacHOCTK, KadecTBa W
acpdekTnBHoCcTU. CUCTEMA NULEH3MPOBAHNS MPOM3BOACTBA rapaHTUPYET, YTO BCS MPOAYKUWS, paspelleHHas K
NpMMEHeHWI0 Ha Tepputopumn Pecnybnukn Benapycb, npousBefeHa TOMbKO MPOU3BOAUTENSMMU, KOTOPbIE UMEHT
COOTBETCTBYHLUNE paspeLlleHnss (NTMUEH3MN) U PEerynspHO WMHCMEKTUPYHTCHA YMONHOMOYEHHLIMU OpraHaMu c
NCMNonb30BaHWEM MPUHLUMMOB YMNpaBlieHUs pyUckamu Ans kadecTBa. PaspelueHue (nNuueH3us) Ha Npov3BOACTBO
apnsieTcs obs3aTenbHbIM AN NPOM3BOAUTENS NekapCTBEHHbIX cpeactB Pecnybnukn Benapycb HesaBucumo ot
TOro, peanusyeTtcs 3Ta NpoAayKkumsi Ha Tepputopum Pecnybnukn Benapycbk nnm 3a nx npegenamu.

TpeboBaHMa K MPOM3BOACTBY BETEPUHAPHLIX NPenapaToB SABNATCA TaKMMWU Xe, Kak U Npu npous3BOACTBE
NEKapCTBEHHbIX CPEACTB [ANs MEeOMLMHCKOrOo npumeHeHus. CreuumanbHble TpeboBaHUA Ans BeTEpUHAapPHbIX
npenapaToB U MMMYHOOMOIOTMYECKMX BETEPMHAPHBIX NPenapaToB M3MOXeHbl B MPUMOXEHMAX 4 U 5 HacTosLero
TKIM.

HacTtoawun TKI npeactasneH 3 yactamu n pagoM npunoxeHnin. Yactb | cogepXuT nNpuHUmUnGI, NPUMEeHNMbIE
npyv Npou3BOACTBE NEKapCTBEHHbIX cpeAacTB. YacTb |l oxBaTbiBaeT MPUHLUMMNbI, NPUMEHNMbIE MPU MPOU3BOACTBE
aKTMBHBIX (hbapMaLeBTUHECKMX CYOCTaHLMIA, UCNOSMb3YEMbIX B Ka4eCcTBe NCXOOHbLIX MaTepuanos. YacTb Il cogepxut
pasgenbl, B KOTOPbIX pPasbsCHAOTCS TpeboBaHMS YMONMHOMOYEHHbLIX OpraHoB, CBsi3aHHble C NpaBunamu
Hagnexallero NnponM3BoOACTBa NIEKAPCTBEHHbLIX CPEACTB.

B pasgpene 1 Yactu | Hactosiwero TKIM B obwux yeptax wusnaraetca yHaameHTanbHasi KOHLUENUMs
yrpaBneHnsa Ka4ecTBOM Mpu NPOU3BOACTBE NIEKAaPCTBEHHbIX CpeacTB. Kaxabln n3 cneayrowmx pasaernoB COAEPXUT
MPVHLMMN, ONMUCHLIBAKOLWMIA B OOLLMX YepTax Lenu ynpaBrieHUs KayeCTBOM B paMKax 3TOro pasgena, U NosiCHEeHUs,
KoTopble obecneyMBaloT [OCTATOUHY AeTanu3aumio, 4Tobbl MPOM3BOAUTENN MOHMMANM OCHOBHbIE BOMPOCHI,
KOTOpble HEODXOAUMO y4YUTbIBATE NPU peanusalmm 3Toro NpuHUmuna.

B HacTtoawem TKIT wanaraetca getanbHas WHGOpMauua O MpuvHUUMNAaX Haanexawero npousBoacTBa B
OTHOLLIEHMM aKTMBHbIX (hapMaLeBTUYECKMX CYyOCTaHUUIN, NCMONb3YEMbIX B Ka4eCTBE MCXOOHbIX MaTepuanoB. YacTb
Il 6bina paspabotaHa Ha ocHoBe pykoBoacTtBa ICH, usgaHHoro kak pgokymeHT ICH Q7A gna akTMBHbIX
dapmaLeBTUYECKUX CYOCTaHUMA. 3Ta 4acTb pacnpoCTpaHseTcs Kak Ha fekapcTBeHHble cpeacTBa And
MEeMLIMHCKOro NPUMEHEHMS, TaK U Ha BETEpPUHapHbIEe npenaparhbl.
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B nononHeHne kK OCHOBHOMY cogepKaHuto, nsnoxeHHomy B Yactsx | u 1, Hactoawmi TKI BknoyaeT B cebs
psa NpuroXeHun, obecrneuMBalWMX AeTanun3aumilo B OTHOLIEHUM OTAENbHbIX BUAOB OeATenbHocTU. [ns
HEKOTOPbIX MPOU3BOACTBEHHbLIX MPOLECCOB pasfnnyHble MNPUIOXEHUa OyayT MpPUMEHATbCS OOHOBPEMEHHO
(Hanpumep, NPUNOXeHUs, pernameHTUpylolmMe MNpoM3BOACTBO CTEPUNbHbIX NEKapCTBEHHbIX CpeacTtB U
Npov3BOACTBO paanocbapMaLeBTUHECKUX MEKapCTBEHHbIX CcpeactB M (unu) Buonornyecknx nekapCTBEHHbIX

cpeacTs).
YacTtb Il copgepxuT pasgensl, CBA3aHHble C NpaBuiiamMyM Haanexawlero NnpousBoACTBa, KOTOpble He SIBNSAKOTCS
noapobHeiMu pykoBoadawMMN NpuHuunamu. Llens Yactn Il — pasbacHUTb TpeboBaHUS perynsitTopHbIX OpraHoB, ee

cnegyeT paccMaTpuBaTbh Kak MCTOYHWMK MHPOPMaLMM B OTHOLLEHUM HaUNy4LLMX COBPEMEHHbIX MeToaoB. OTaensHO
B Ka)kOOM pasgene onucaHbl eTanu, KacaloLmnecsi ero npUMeHMMOCTH.

TpeboBaHusa Hactosiwero TKIT He pacnpocTpaHsloTCA Ha BOMPOCHI OXpaHbl Tpyda MepcoHana, 3aHAToro B
npou3BoAcTBe. 3TM BOMPOCHI MOTMYT ObiTb BaXHbIMM MpPU MPOW3BOACTBE TaKMX IEKAPCTBEHHbIX CPEACTB, Kak
BbICOKOAKTMBHbIE, Bronornyeckne n pagmoaktuBHble. OHW PErynmpyroTca MHbIM 3aKkoHogaTenbcTBoM Pecnybnuku
Benapych.

Hactoawum TKI1 npegycmaTpvBaeTcsi, 4TO AepXaTenb CheuuanbHOro paspelieHns (nuueHsun) Ha
hapmaLeBTUYECKYID AeATeNbHOCTb B YacTu paboT v ycnyr no NpOMbILMIEHHOMY MPOM3BOACTBY J€KapCTBEHHbIX
cpeactB M MX ONTOBOWM peanu3auum cucTemaTMyeckn BKMYaeT TpeboBaHuS pPerncrpauuMoHHOro  Aoche
NEKapCTBEHHOr0 CpeAcTBa B OTHoOWweHMM 6e3onacHOCTM, KayvectBa M 9PEEKTMBHOCTM NPOOYKLMU BO BCe
MEepOoNpUsITUS MO NPOU3BOACTBY, KOHTPOSIIO U BbIMYCKY NPOAYKLMU B pean3aumio.

B TeuyeHne MHOMMX neT NpoM3BOACTBO NeKapCTBEHHbIX cpeacTs B Pecnybnuke Benapycb ocyliecTBnseTcs B
COOTBETCTBMU C MNPVHUUMNAMW Haanexallen npOoM3BOLACTBEHHOW MNPaKTUKA W He PerynupyeTcs craHgaptamu
CEN/ISO. B Hactosiwiem TKI1 ctaHgapTel CEN/ISO Obinn yyTeHbl, HO TEPMUHONOIMMS 3TUX CTaHOAPTOB He
npMMeHsanachb.

MoryT cyliecTBoBaTb MHbIE NPUEMIEMbIE METOAbI, OTNMYHbIE OT OMMCaHHbIX B HacToswem TKI1, ¢ noMoLlbo
KOTOPbIX MOXHO CODBMIOCTU NMPUHUMMLI yripaBneHusa kadectBom. Hactoawwmn TKIT He HanpaBneH Ha orpaHudeHune
pa3BUTUSA KakMX-NMOO HOBBLIX KOHLIENUMA UMM HOBbLIX TEXHONOMMIA, KOTOPbIE MPOLLNM Banugauuio n obecneynsaoT
YPOBEHb YNPaBrieHUs Ka4yeCTBOM, MO MEHbLLEW Mepe, IKBUBANEHTHbIN YCTaHOBNEHHOMY HacToswmm TKIT.

Hactoswun TKI  6ygetr perynspHo nepecMatpuBatbCs C  LENbl0  OTPaXEHWa  HenpepbiBHOMO
COBEepLUEHCTBOBaHMWS NpaKkTMKn B obnactu kayecTsa.
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TEXHUWYECKUN KOOEKC YCTAHOBUBLLENCS NMPAKTUKU

HAONEXALLAA NMPOU3BOACTBEHHASA NMPAKTUKA
HAJIEXXHAA BbITBOPYASA MPAKTbIKA

Good manufacturing practice

OaTta BBegeHuns 2017-09-01

O6nactb npuMmeHeHus

Hactoswun TKI ycTtaHaBnmBaeT npuHUMNbI U npaBuna (TpeboBaHusa) Haanexailen npov3BOACTBEHHOMN
NMpakTUKN NneKkapCTBEHHbIX cpeacTB (ganee —npasuna GMP), Bknovas dapmaueBTudeckne cybcrtaHumum,
ncrnonb3yemble B COCTaBe NeKapCTBEHHbIX CPEACTB.

HacTtoswun TKIT pacnpocTpaHseTca Ha NpoM3BOACTBO BCEX BUOOB NEKapCTBEHHbIX CPeacTB U onpeaenseT
obwme TpeboBaHWs K MX MPOU3BOACTBY M KOHTPOJIHO KayecTBa, OCYLLECTBSEMbIM IOPUANYECKUMU NULAMU Ha
OCHOBaHUM cneumanbHoro paspelleHnst (IMUEeH3Mn) Ha hapMaueBTUYECKYD OeSATEeNbHOCTb B YacTu paboT u
yCIyr No NPOMBbILLIIEHHOMY MPOU3BOACTBY NEKAapCTBEHHbIX CPeaCTB U UX ONTOBOKW peanusauumn.

TKIT He pacnpocTpaHsieTcst Ha obecrnedeHne nNpy NPOM3BOACTBE NIEKAaPCTBEHHbBIX CPEACTB NPOMbILLIIEHHON
6Ge3onacHocTK, NoxapHow O6e3onacHOCTH, B3pbiIBOGE30MAacHOCTU, XMMUYecKkon GesonacHocTn M Ge3onacHoCTH
ApyrMx Buaos, TpeboBaHMA K KOTOPbIM NpvBeAeHbl B APYrMX TEXHWYECKMX HOPMATMBHbLIX NPaBOBbIX aKTax W
HOPMAaTMBHbIX NPABOBbIX aKTax.

Hactoawwun TKI npumeHnM K nekapcTBeHHbIM CpeacTBam, npoussogumeiM B Pecnybnuke benapyck ans
NpOAaXun Ha BHYTPEHHEM PbIHKE M C LieNblo 9KCNopTa, a Takke K NeKapCTBEeHHbIM cpeacTBaM, MMMOPTUPYEMbIM
B Pecny6nuky benapycs.

Yactb | HacToswero TKI pacnpocTpaHseTcs Ha BCe CepuiHble MPOWM3BOACTBA MNEKapCTBEHHbIX CPEeAcCTB,
BKIOYasa oTAernbHble ero ctagun, Takne Kak pacoBaHue, ynakoBka UM MapkmpoBKa, a Takke Ha Npou3BOACTBO
nekapcTBEHHbIX CPeACTB ANA KMMHUYECKNX UCTIbITaHUN.

Yactb Il Hactoswero TKI1 pacnpocTpaHsieTcs Ha MpouM3BOACTBO (hapMaLeBTUYECKUX CyOCTaHLUM
(akTMBHbLIX hbapMaLEeBTUYECKUX WHIPeOUEeHTOB), UCMONb3yeMblX B COCTaBe NeKapCTBEHHbIX cpeAacTB. Ha
NPOU3BOACTBO HEKOTOPLIX dapMaLeBTUYECKUX CyOCTaHUUM MOXET pacnpocTpaHsaTees YacTb | HacTosAwero TKI
N COOTBETCTBYIOLUME NPUNOXeHUs. [lononHNTenbHbIE NOSACHEHMS KacaTenbHO 06racT NPMMEHEHUs NPUHLMUMIOB
W npaBun Hagnexaiwienh npou3BOACTBEHHOW MPAKTUKM ONS aKTUBHbIX apMaueBTUYEeCKUX WHIPeaneHToB
npueegeHsl B 1.2 Yactu Il

Yactb | Hactosiwero TKIT v npunoxeHns He pacnpocTpaHsTCs Ha Npou3BOACTBO, (hacoBaHue,
nepeynakoBka UNv nepemMapkupoBKa, €Crnv 3TW NpoLecChbl OCYLECTBASIOTCH WCKIIOYUTENBHO B anTekax Ans
PO3HUYHOW peanusaumn NN MeauLMHCKOro NpUMeHeHns.

YacTtb Il HacTosawero TKI He pacnpocTpaHsieTcs Ha LenbHY OOHOPCKYK KPOBb M Mriasmy, a Takke Ha
neKapCTBEHHbIE CPEACTBA B YNAKOBKE «aHIPO» U BCOMOraTenbHble BELLECTBA.

Hactoawun TKIT npumeHsoT [Ns MNOCTPOEHMSI cucTeM obecrneyeHnst KayecTBa WM OpraHusaumm
Haanexallero npou3BoACTBa FOTOBbLIX JIEKAPCTBEHHLIX CpPeacTB U dapmaueBTUYecKux cybctaHuun; ans
NPOEKTUPOBaHUSA, CTPOUTENLCTBA, PEKOHCTPYKUMW W TEXHUYECKOro nepeocHalleHns dapmaueBTUYecKnx
npeanpuaTuin; ona ayamta U WHCNEKTUPOBaHUS NpeanpusiTUA-NpovM3BoaUTENEN TFOTOBbIX FEeKapCTBEHHbIX
CPeACTB M hapMaLeBTUYECKUX CYOCTaHLNNA.

HacTtoawwun TKI npurogeH ansa opraHusauuu npou3BoacTBa flekapCTBEHHbIX CPeacTB B COOTBETCTBUM C
npasunamm GMP, a Takke Ans ucnonb3oBaHWs B LUENdX ayaurta, MHCNEKTUpOBaHuMs W cepTudukaumnm
NMPOU3BOACTBEHHbBIX y4aCTKOB Ha cooTBeTCTBME npasunam GMP.

Hactoawwun TKIT moxeT 6biTb MCNONb30BaH B NPOM3BOACTBE BETEPMHAPHbIX NpenapaTos.

HopmaTuBHbIe CCbISIKU

B HacTtosiwem TKIN ucnonb3oBaHbl CChINKM Ha criegylowme TEXHUYECKME HOPMaTUBHLIE MPaBOBbLIE aKTbl B
06racTn TEXHUYECKOrO HOPMMPOBAHUS U cTaHAapTu3aumm (aanee — THIA):

TKIM 431-2012 (02041) MNMpon3BoacTBO NekapCTBeHHbIX cpeacTs. McnbiTaHnsa ctabuneHoOCTU

TKIM 432-2012 (02041) MponsBoacTBoO NekapCTBEHHbIX cpeacTs. Banuaauma meTtoauk ncnbliTaHni

TKIM 450-2012 (02041) MNpoun3BOACTBO NekapCTBEHHbIX CPeAcTB. Hagnexalias npakTuka BblpallMBaHus,
cbopa, XxpaHeHUs NEKapCTBEHHOrO PacTUTENbHOIO Chipbs

TKIM 451-2012 (02041) Npoun3BOACTBO NEKAPCTBEHHbIX CPeACcTB. TpeboBaHMs K Ka4eCTBY JIEKAPCTBEHHbIX
CPEACTB PacTUTENbHOIrO NPOUCXOXAEHMS

TKIM 454-2012 (02041) MNMpoun3BOACTBO NEKAPCTBEHHbIX CpeacTB. Crneundukaumm: MeTogbl UCMbITaHUA U
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KpUTEPUN NPUEMIIEMOCTU ANA JIEKapCTBEHHOINo pPacTUTENbHOMO CbipbsA, MPOOYKTOB W3 JeKapCTBEHHOro
pacTUTEeNbHOro ChIpbs N NEeKapCTBEHHbLIX CPEACTB PACTUTESILHOIO MPOUCXOXOEHUS

TKM 596-2016 (33050) [llpon3BoacTBO nekapcTBEHHbIX CpeAacTB. PykoBOACTBO MO  yCTaAHOBMEHMIO
OOMNyCTUMbIX NpeaenoB BO3OEMCTBUSA Ha 300pPOBbe C LENbi uaeHTUdMKauum pucKOB MNpu MpoM3BOACTBE
pasnuyHbIX NeKkapCcTBEeHHbIX CPeaCTB Ha OOHOM y4yacTke

FOCT NCO 14644-1-2002 YncTble nomeLleHnss U CBA3aHHble C HMUMU KOHTponupyemble cpeabl. YacTb 1.
Knaccudmkaums YyuctoTbl BO3ayxa

CTB ISO 14644-2-2013 YucTtble NOMeELLEHMS U CBSI3aHHbIE C HMMK KOHTponupyeMmble cpegbl. YacTb 2.
TpeboBaHMA K MCMbITAHUSIM U MOHUTOPWHIY ANsi MOATBEpPXAeHUsa nocTosiHHoro cooteetcTBus TOCT UNCO
14644-1-2002.

Mpumevanve — [Mpu nonb3oBaHuu HacTtosawum TKI uenecoobpasHo npoBepuTb gencteue THIA no kartanory,

COCTaBrneHHOMY Ha 1 sHBaps TeKywero roga, W MO COOTBETCTBYOLMM WHGAOPMAaUMOHHBIM  yKasaTensam,

onybnvkoBaHHbIM B TEKYLLEM roay.

Ecnu ccbinoyHble THIA 3ameHeHbl (M3MEHEHbI), TO Npu Nonb3oBaHun HacToswmM TKI cneayeT pykoBoACTBOBaTbLCA

3aMeHeHHbIMU (M3mMeHeHHbIMM) THIMA. Ecnin ccbinovHble THITA oTMeHeHbl 6e3 3aMeHbl, TO MOMOXeHWe, B KOTOPOM

[aHa ccbifika Ha HUX, NPUMEHSIETCS B YaCTuW, He 3aTparnBatoLLen 3Ty CChISIKY.

TepMVIH bl U onpeageneHus

B HacTtoswem TKI npumMeHsoT crnegylowme TepMnHbl C COOTBETCTBYHOLLMMUW ONPEeAEeneHUsMU:

6anaHc (reconciliation): CooTHoOLWeHMe Mexay KONMYeCcTBOM NPOoayKUUA UM MaTtepunanos, Npon3BeAeHHbIX
WM NCMONb30BaHHbBIX TEOPETUYECKUN N DAKTUYECKN, NPUHMMAs BO BHUMAHME 0ObI4HYHO BapnabenbHOCTb.

6annoH (cylinder): KoHTeliHep, npeaHa3HayYeHHbIN ONsi XpaHEeHUS ra3a nog BbICOKMM AaBEHUEM.

6aHk knetok (cell bank): Cuctema, nocpegcTBOM KOTOPOW MPOM3BOAAT nocrnegoBaTerbHble Cepum
NPOAYKUUN C WCMONb30BaHMEM KIETOYHbIX KyNbTyp, NpuvHagnexawimx O4HOMY U TOMY e rnaBHOMY OaHKy
kneTok. [insa npurotoBneHus pabo4vero 6aHka KNeTok MCMOomnb3yeTcsl HEKOTOPOE YNCIIO KOHTEMHEPOB U3 FMaBHOMO
baHka kneTok. Cuctemy 6aHKka KNeTok BanvMAMpylOT B OTHOLUEHMM KONUYECTBa MepeceBOB MM KONu4ecTsa
YyABOEHWI NoNynauumn, A0 AOCTUXKEHUS KOTOPbIX OHW MOTYT UCMOMb30BaTbCs B TEKYLLEM NPOU3BOACTBE.

rnaBHbIM 6aHK knetok (master cell bank): [MonHOCTbIO OxapakTepu3oBaHHas KynbTypa KIETOK,
pacnpefgeneHHass B KOHTEWHepbl 3a OfHy onepauuio, obpabatbiBaemaa BmecTe Takum obpasom, 4TOObI
obecneuntb ee OQHOPOAHOCTb, U COXpPaHAeMasa TakMM crnocobom, 4Tobbl obecneunTtb cTabuneHoOCTb. OObIYHO
rnaBHbI GaHK KNeToK XpaHAT npu Temnepatype MuHyc 70 °C nnu Huxe.

paboumn 6aHk knetok (working cell bank): KynbTypa knetok, otobpaHHas n3 rmaBHOro 6aHka KneTok u
npegHasHadeHHasi Anst NoAroTOBKM KNETOYHbIX KyNbTyp, UCMOMNb3yeMbIX B TEXHONOrMyeckom npouecce. O6bI4HO
pabounii 6aHK KNeTok XxpaHuTcs npu Temnepatype MuHyc 70 °C unm Huxe.

6uonorunyeckue areHtbl (biological agents): MukpoopraHMambl (BKMOYas MUKPOOPraHW3Mbl, NOMyYeHHbIe
MEeTo4aMu reHHON UHXEHEPWM), KNETOYHbIE KyNbTypbl U 3HOOMAPa3nTbl, NATOreHHbIE N HENATOrEHHbIE.

6uopeaktop (biogenerator): 3akpbiTas cucTema, Takas Kak dQepMeHTaTtop, B KOTOpyl BBOAAT
Buonornyeckme areHTbl Hapsgy ¢ APYrUM CbipbeM Taknm ob6pasom, YTO 3TO NPMBOANT K UX PA3MHOXKEHUIO UMK K
NpOAYyUMPOBaHNIO UMW OPYrnX BeLeCcTB MyTeM B3auMOLEWCTBUSA C ApYruM cbipbeM. BropeakTopbl 06bI4HO
CHabXeHbl perynmpylowmMmn 1 KOHTponupyowmumn npubopamu, a takke npucnocobneHnsmm na coegnHeHus,
pobaeneHus n yganeHus BeLecTB.

Banupauusa (validation): [denctsusi, KoTOpble B COOTBETCTBMM C Hactoswmm TKIT gokasbiBaloT, 4TO
onpefeneHHas MeToauka, npouecc, obopyaoBaHue, WUCXOOHble MaTepuarnbl, OeATEeNbHOCTb WM cucTema
OEVCTBUTENBHO NPUBOAAT K OXMAAEMbIM pe3yrnbTaTam (CM. TakKe TEPMUH «KBanudukaumsay).

Bo3BparT (return) — oTnpaBka Ha3ag MNpPOM3BOAMTENO UMW OUCTPUOLIOTOPY NEKapCTBEHHOrO cpenacTsa
HEe3aBNCUMO OT Hanuunsi gedekTa.

BO3AyWHbIM wnto3 (air-lock): OrpaHuyeHHOe NpPOCTPAHCTBO C ABYMS WM HECKOMNbKMMW ABEPSMMU,
pacnonoXeHHoe MexAy OBYMS WNW HECKOSNTbKUMU MOMELLEHWSIMW, HamnpuMep, pasHbIX KIacCoB YUCTOThI,
crnyxawee ONs KOHTPOMNS MOTOKa BO3dyXxa Mexay 3TUMW MOMELLeHMSMMW, Korga B HUX HeOoOXOAMMO BOWMTMW.
BosgywHble wno3bl nNpegHa3HayalTCs U UCMOMb3yTCH Kak Ans nepexoga MepcoHana, Tak u  Ans
nepemeLLeHns MaTepuanos.

BCcromMoratenibHoe BellecTBO: BellecTBo, 3a UCKMOUYEHMEM aKTUBHBLIX (dapMaLeBTUYECKMX CYOCTaHLNNA,
BXOZAsiLLee B COCTaB JIEKAapCTBEHHOro cpeacTBa AN NpMaaHns emy HeOOXOAMMbIX CBOWCTB.

rotoBas npoaykuusa (rotoBbin npoaykT) (finished product): JlekapcTtBeHHOE CpencTBO, KOTOPOE MPOLUSIO
BCE CTafMN TEXHOIOTMYECKOIo MpoLecca, BKNKOYasa yKNagKy B OKOHYATENbHYK YNaKOBKY.

3anuckb (record) MCMONb3yeTCsA B TOM Xe 3HayeHuu, 4To 1 B pasgerne 4 Yactu | HacToswero TKI1.

M3onupoBaHHaA 30Ha (contained area): 30Ha, NOCTPOEHHast M 3KcnyaTupyemass Takum obpasom (u
obopynoBaHHas COOTBETCTBYHOLMMN cucTemamn obpaboTkm n punsTpaumm Bosayxa), 4Tobbl npenoTBpaTUTbL
KOHTamMunHaLuio NPON3BoACTBEHHOW cpedbl BMONOrnYeckMMmn areHTamm U3HYTPY 30HbI.

usonsauusa (containment): [dencTBMa NO OrpaHUYEHUIO pacnpocTpaHeHus BUOMNOrnMyeckux areHToB unu
OPYrX KOHTaMWHAHTOB 3a NpeAernbl onpeAeneHHoro NpoCcTpaHCcTBa.

nepBuyHasa usonauua (primary containment): Cuctema u3onauuu, KoTopasd npegoTBpaliaeT
NPOHUKHOBEHNE Ouonornyeckoro areHta B Onusnexailyld NpPOM3BOACTBEHHYO 30HY. OTO JocTuraetcs
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NCNOMb30BaHWEM 3aKPbITbIX KOHTENHEPOB UM BOKCOB Ans 6e3onacHoro BegeHnsa Guonormvecknx paboT Hapsay
¢ npoueaypamm 6e3onacHoro BeAeHns npouecca.

BTOpUYHaA usonsauus (secondary containment): Cuctema nsonsuum, npegoTepaliaroLllasi MPOHUKHOBEHNE
BMONorMyeckoro areHTa BO BHELLHIO OKPYXXatlLyl cpeay wunu B Apyrve pabouyme 30Hbl. OTO AocTUraeTcs
MCMNonb3oBaHWEM MOMELLEHM CO CcrneuuanbHbIMWU CUCTEMaMKU MOArOTOBKM BO3AyXa, HanMynmem BO3OYLUHbIX
LUO30B U (UNN) CTEpUnM3aTopoB ANS Nepefadn mMatepuanoB Hapyxy Hapsgy ¢ npoueaypamu 6esonacHoro
BefeHusi npouecca. Bo MHOrMx cnyyasx ncnonb3yeTcs AN NoBbIWEeHNA 3pdEKTUBHOCTU NEPBUYHON N30MALUN.

nHdpmuympoBaHHbin  (infected):  3apakeHHbIM  MOCTOPOHHUMUW  BMOMOrMYECKMMW  areHTamm W,
crnegoBaTenbHO, CNOCOOHbIV K pacnpoCcTpaHeH o MHGEKLMN.

ucxoaHble Mmatepmanbl (starting material): Jlioboe BellecTBo, wcnonb3yemoe npu nNPoOu3BOACTBE
NeKapCTBEHHOIO CPEeACTBa, 32 UCKMIOYEHMEM YNAKOBOYHbLIX MaTepmarnos.

kanuépoBka (calibration): CoBoKynHOCTb onepauuii, NPOBOAMMBIX MPW 3a4aHHbIX YCIOBUSX, NOCPEACTBOM
KOTOPbIX YCTaHaBNMBAETCH COOTHOLLUEHWE MeXOY 3HAYEeHWSMU BENUYMH, NOSyYEeHHbIMU C NMOMOLLBIO CPpeacTBa
n3mepeHni (MNn M3MepUTENbHOW CUCTEMOW), UMM 3HAYEHUAMU BENMYUH, NpeacTaBneHHbIMU MaTepuansHON
MEepOWN, N COOTBETCTBYHOLLUMMN M3BECTHBIMY 3HAYEHUSIMU ONMOPHOro 3TanoHa (CTaHgapTHoro obpasua).

KapaHTMH (quarantine): CrtaTyC MCXOOHbIX W  YNaKOBOYHbIX  MaTepuanoB, MPOMEXYTOYHOW,
HepacdacoBaHHON WNW TFOTOBOW MPOAYKLUUW, W3ONUPOBAHHbIX (puandeckn unm Apyrumu  3deKTUBHLIMU
cnocobamu, [0 BbIHECEHMS peLleHns 06 X BbIMYCKe MM OTKITOHEHUM.

kBanudmkauma (qualification): Jencteus, yooctoBepsilolimMe, YTO KOHKpeTHoe obopyaoBaHue paboTaet
npaBuibHO W OEWCTBUTENbHO BEAET K OXuaaembiM pesynbraTam. [oHATne «Banupaums» sBnsietca bonee
LUMPOKMM U MHOTAa BKMNtoYaeT B cebsi NOHATUE «KBanudmkaumsay.

KneTo4yHas kynbTypa (cell culture): KnetouHaa macca, nonyyeHHas B pesdynbTaTe BbipalmuBaHus in vitro
KMNETOK, M30MIMPOBAHHbBIX OT MHOTOKITETOYHbLIX OPraHU3MOB.

konnekrtop (manifold): YctporctBo unn obopyaoBaHue, No3sonsollee OAHOBPEMEHHO HAaMOMHATL rasom
Heckonbko 6annoHoB (KOHTEMHEPOB) N3 OAHOIO NCTOYHMKA.

KOMMbIOTEPM3UPOBaHHasA cuctema (computerized system): Cuctema, BknovawLllas BBOL AaHHbIX, WX
3NEKTPOHHYIO 06paboTKy 1 Bbligayvy WHOpMaumM, ucnonbdyemas nubo Ans OOKYMeHTanbHOro odopMreHus,
nmMbo Ans aBTOMaTU4EeCKoro yrnpasneHus.

KOHTponupyemas 3oHa (controlled area): 3oHa, nOCTpoeHHasa u akcnnyaTupyemas Takum obpasom, 4Tobbl
KOHTPONMMpPOBaTb BO3MOXHYK KOHTaMMHAUWMK M CryYalHOe pacrnpoCTpPaHEHUE XUBbIX OPraHn3MoB  (MOXeT
ncnonb3oBaTbCA cMCTEMa Nogady Bo3ayxa, nogxoasawas ans knacca D). CTeneHb OCyLLecTBNSIEMOro KOHTPOs
OOImKHa 3aBUCeTb OT NPUPOAbLI OpraHn3mMa, Ucrnonb3yemoro B npouecce. Kak MUHMMYM, KOHTponupyemasi 30Ha
OOMMKHa 3KCMiyaTMpoBaTbCs MpU OTPULATENbHOM [ABMEHUM MO OTHOLUEHMIO K CMEXHbIM MOMELLEHUAM W
no3BonaTb 3(MAEKTUBHO YCTPAHATL HE3HAYMTENbHbIE KOMMYECTBA HaXOASALMXCA B BO34YXe MWCTOYHMKOB
KOHTaMMHaLmMm.

KOHTpONb B npouecce npousBoacTBa (in-process control): MNpoBepku, ocylLlecTBAseMblE BO BpPEMS
TEXHOMNOrMYEeCKoro npowuecca B Liensx ero KOHTPons U npu HeobxoAMMOCTM perynmpoBaHusa ansa obecnevyeHus
COOTBETCTBMSA NpoAyKuuu crneuundmkaumam. KOHTponb Npovn3BOACTBEHHON Cpedbl Ui obopygoBaHus Takke
MOXeT paccMaTpmBaTbCs Kak YacTb KOHTPONS B Mpouecce Npou3BoacTaa.

KOHTponb KadectBa (quality control) ncnonesyercs B TOM e 3HadeHuu, 4yto n B 1.4 pasgena 1 Yactu |
HacToswero TKI1.

KpuoreHHbIn cocyn (cryogenic vessel): KoHTenHep, npegHasHayYeHHbI ANd XpaHeHUs CXKWXKEHHOro rasa
Npy CBEPXHU3KMX TemMnepaTypax.

nekapcTBeHHoe pacTutenbHoe cbipbe (medicinal plant): CBexue wnM BbICYLWIEHHbIE pPaCTEHUS,
BOLOPOCNN, Tpubbl MM NUWAaMHKMKM N0 KX YacTW, LenbHble UMW W3MENbYeHHble, WUCMOoNb3yemble ANA
NPOU3BOACTBA NEKAaPCTBEHHbIX CPEACTB.

nekapctBeHHoe cpeactBo (medicinal product): Cpenctso, npeacTaBnsiollee cobon unu copepxaiiee
BELLECTBO MUK KOMOMHaUMIO BELLECTB, BCTyNatoLlee B KOHTAKT C OPraHn3MOM YeroBeka, npegHasHavyeHHoe ans
nedeHus, npodmnakTuku 3aboneBaHWMn YenoBeKka WM BOCCTAHOBIEHWS, KOPPEKUMM WM U3MEHEHWS ero
chmamonornyeckmx OyHKUMA nocpeacTtBoM HapMakoniorMyeckoro, MMMyHoormdeckoro nnbo metabonuyeckoro
BO3AENCTBUA UNW AN AMarHOCTUKN 3a00oneBaHnn U COCTOSAHUIA YenoBeka.

nekapcTtBeHHoe pacTuTenbHoe cpepcTBo (herbal medicinal product): JlekapcTBeHHOe CpeacTBo,
cofepkallee B Ka4eCTBE aKTUBHbIX KOMMOHEHTOB UCKMOYNTENBHO NIEKapCTBEHHOE PACTUTENBHOE Cbipbe U (1K)
cpencTBa Ha ero OCHoBeE.

MOHMUTOPUHI NPOU3BOACTBEHHOW cpeabl: HabnwogeHne 3a coCcTosiHMEM OOBLEKTOB NMPOWM3BOACTBEHHOM
cpeobl (NomelleHnsi, obopyaoBaHuWe, BO3Ayx paboyer 30Hbl, TEXHONMOIMYECKME Cpedbl, nepcoHan) Aans
onpegeneHns n (Mnu) npegckasaHus MOMeEHTa nepexofda B MNpeferibHoe COCTOSIHWUE Ha OCHOBE CpaBHEHUS
N3MepEeHHbIX NapamMeTpoB C 3a4aHHbIMU 3HAYEHVSIMU.

HepacdacoBaHHasa npoaykuusa (bulk product): Jliobas npoaykuusa, npoweawlas Bce CcTaguu
TEXHOMNOrMYEeCKoro npoLecca 3a UCKIMIOYEHNEM OKOHYaTENbHOW YMaKoBKW.

HomMep cepuu, Homep naptuu (batch number or lot number): OTnnuntensHas kombuHaumsa undp, Gyks n
(vnn) cnmBOMOB, KOTOpasi MAEHTUUUUPYET ceputo (MapTUO) U Ha OCHOBAHWUM KOTOPbIX MOXHO MpocneauTb
NCTOPMIO ee NPOM3BOACTBA 1 peanusauuu.
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nepekpecTHas KOHTaMMHauua (cross contamination): 3arps3HeHMe WCXOOHbLIX MaTepuanoB Wnu
NPOAYKLUN APYTUMU UCXOOHBIMW MaTepranamm unu pyron NnpoaykLmnen.

nepepaboTka (reprocessing): NepepaboTka Bcen UM 4actu cepymm NPOAYKLUN HENPUEMIIEMOrO KavyecTBa
Ha onpefeneHHON CTagum TEXHOMOrM4yecKkoro npoiecca Tak, YToObl ee kadeCTBO MOrMO CTaTb NPUEMIIEMbIM,
nocpeacTBOM OOHOWN UNN HECKOMBbKNX OONOMHUTENBbHBIX Onepauuni.

NOBTOpPHOEe ucnonb3oBaHue (recovery): BBegeHne Nnpom3BefeHHON paHee cepun Npoaykumm Tpebyemoro
KayecTBa (Mnn ee 4acTu) B OPYryl0 CEPUIO MPOAYKLUM Ha onpeaeneHHoN cTaany NpoM3BOACTBaA.

noceBHas KynbTypa (seed lot): Cuctema nocesHou kynbTypbl (seed lot system): Cucrtema, B cooTBeTCTBUM
C KOTOpPOM nocrnegoBaTternbHble cepun NPOAYKUMU NPON3BOAAT U3 OOHOW U TOW e rMaBHON NOCEBHOW KyrbTypbl
npv onpegeneHHoM Konu4yecTBe nepeceBoB (Maccaxen). Ons oOblMHOro mpousBoAcTBa pabouyyto MOCEBHYHO
KynbTypy rOTOBSAT M3 [MAaBHOW NMOCEBHOW KynbTypbl. Micxoaa ns TpeboBaHuin 6e30nacHOCTU U 3 EKTUBHOCTMH,
npy NpovM3BOACTBE FOTOBOM MPOAYKLMMK, KOTOPYH MOMy4yaroT M3 paboyent MOCEBHOM KynbTypbl, HE LOMKHO
nucnonb3oBaTbCA Oorbllee KONMMYECTBO Naccaxer M3 rMaBHOW MNOCEBHOW KyMbTypbl, YeM AN BaKUWHbI,
npowlellen KnMHUYecKkne uccregoBaHus. [lponcxoxaeHve M KONMUYECTBO Naccaxew [MaBHOW MNOCEBHON
KynbTypbl 1 pabo4yeri MOCEBHOWN KyNbTypbl AOMKHbI ObiITb 0POPMIIEHBI AOKYMEHTAMNLHO.

rnaBHasi noceBHas KynbTypa (master seed lot): KynbTypa MukpoopraHuamoB, pacnpegeneHHas u3 ogHoro
obbema MOCEeBHOW KynbTypbl B €MKOCTW B Mpouecce OOHOW onepauum Takmm obpasom, 4ToObl obecneyunTb
OOHOPOLHOCTb, NPeAoTBPaTUTb KOHTAMVMHALUMIO U rapaHTMpOBaTb CTAabUNBHOCTL. [NaBHYO MOCEBHYO KyNbTypy
B XXMOKOM Buae OObIYHO XpaHAT npu Temnepatype MuHyc 70°C vnn Huxe, B NMODUNN3MPOBAHHOM Buae - npu
n3BECTHON TemnepaTtype, obecneunBatoLLen CTabuUnbHOCTb.

paboyasa noceBHasa kynbTypa (working seed lot): KynbTypa mMukpoopraHnsmoB, NonyyYyeHHas n3 rnaBHOM
NMOCEBHOW KymnbTypbl U NpeAHa3HayYeHHas Ansl MCMoNnb3oBaHUS B Npou3BoAcTBe. Pabouyto MOCeBHy KynbTypy
pacnpenensoT B eMKOCTU U XPaHAT, Kak ONMcaHo Bbllle A1 rMaBHbIX NOCEBHbLIX KYNbTYp.

npousBoauTenb (manufacturer): OpraHusauus, OCYLLEeCTBMsOWAA OeATENbHOCTb MO MNPOM3BOACTBY
NeKapcTBEHHbIX CPeACTB.

npousBoAacTBo (manufacture): Bce onepaumy MNo 3akynke WMCXOOHbBIX W YNaKOBOYHbIX MarepuarnoB U
NPOAYKLUN, TEXHOMOTMYECKOMY MPOLLECCY, KOHTPOM KayecTBa, Bbi4avye paspelleHusi Ha BbIMyCK, XPaHEHWIO,
peanusaumm nekapcTBEHHbIX CPEACTB U MO COOTBETCTBYOLLIEMY KOHTPOSHO.

Npou3BOACTBEHHasi nJiowagka: TepputopuanbHO  060OCOGMEHHBIM  KOMMMEKC — MPOU3BOAUTENS
nekapcTBEHHbIX CPeACcTB, NpeAHa3HayYeHHbIN Ans BbINOMIHEHUS BCEro npouecca Npou3BoAcTBa NeKkapCTBEHHbIX
CpeACcTB Unu ero onpeaeneHHon ctaguu.

npomexyToyHasa npoaykuus (intermediate product): YactnyHo obpaboTaHHblE MCXOOHbIE MaTepuansl,
KOTOpble [OOMMKHbI MPOMTU nocnegywouiMe craguu MNpousBOACTBa Mpexae, Yem cTaTb HepacdacoBaHHOWM
npoayKUnen.

npoueaypa (procedure): OnvcaHne oba3aTenbHbIX A51S BbINOMHEHWUS ONepauun n Mep NPeaoCTOPOXHOCTH,
a Takke BCEX HeOoDXOOAUMbBbIX MEpPONPUATUNA, OCYLLECTBIIEHME KOTOPbIX MPSMO WM KOCBEHHO CBSA3aHO C
Npon3BOACTBOM fIEKapCTBEHHOIO CpeacTBa.

paavodapmaueBTUYEeCKOe JekapcTBeHHoe cpefcTBo (radio pharmaceutical): Jlloboe nekapctBeHHoe
CpPEeACTBO, KOTOpOE B TOTOBOM ANs MNPUMEHEHUS BUAE COLEPXMUT OAMH WM HECKONbKO PagvOHYKNnaoB
(pagnoakTUBHbLIX M30TOMOB), BBEAEHHbLIX B HEMO B MEANLIMHCKMX LieNsx.

cepus, naptusa (batch, lot): OnpegeneHHoe KONMMYECTBO WMCXOAHbBIX U YMAKOBOYHBIX MarepuanoB WUnu
npoaykuun, nogsepraemoe obpabotke B OQHOM UNU B psifie nocrnefoBaTenbHbIX TEXHONOMMYECKMX NPOLLECCOB
TakuMm ob6pasoM, 4TOObl paccyuTbiBaTb Ha OOHOPOAHOCTb Mpoaykuumu. [Ons 3aBeplUeHUs HEKOTOPLIX 3TanoB
Npon3BOACTBA MHOrAa HeOOXOAMMO pasfenvTb CEPUI0 Ha OMNpPedeneHHOe KONMMYEeCTBO MOACEPUM, KOTOpble
noxe OObEAMHSOT ONS MOMyYeHUs OKOHYaTENbHOW OOHOpPOAHOW cepuun. [pu HenpepbiBHOM MPOU3BOACTBE
NMOHATUE CEPUUN JOIMKHO OTHOCUTLCS K onpeaeneHHOM YacTu NPpoayKUMK, XapakTepmnsyemMon oqHOPOOHOCTbIO.

MpumeHnMoO Takke crnegyowee onpegeneHne cepum B OTHOLLEHMU KOHTPONSA roToBow npogykuun: «lpu
KOHTPOSie€ FOTOBOW MPOOYKLMU CUMTAETCS, YTO K CEpuM JIEKapCTBEHHOrO CpeacTBa OTHOCATCSA BCe eAMHWULbI
JaHHOM rekapcTBeHHOM (QOpMbl, KOTOpble MNPOU3BEAEHbl M3 OAHOI0 WMCXOAHOro KonuyecTBa MaTepuana u
NpoLWM OOHY M Ty X€ Cepuio MPOM3BOACTBEHHBLIX OMepauui unm onepaumio Mo cTepunusauum, unu npu
HenpepbIBHOM TEXHOSIOrMYECKOM MNpoLiecce BCe eANHULIbI, MPOU3BEAEHHbIE B AaHHbIA NEPUoL BPEMEHNY.

cKumxeHHble rasbl (liquefiable gases): [asbl, kOTOpble NpwW CTaHOApPTHbIX Temnepatype W AaBreHuu
HanosNIHeHMs Haxo4ATcs B 6annoHe B CKMKEHHOM Buae.

cuctema (system): Perynupyemas mofenb B3auMMOCBS3aHHbIX AEWCTBUMIA U TEXHUYECKMX CpPeacTB,
00beAMHEHHbIX AN CO34aHUSI OPraHM30BaHHOIO LIENOTO.

cneundumkauums (specification) ncnonbsyercsa B TOM xe 3HayeHuU, 4TO 1 B pasgerne 4 Yactu | HacToswero
TKI.

ctepunbHocTb (sterility): OTtcyTcTBME >XuBbIX oOpraHuaMoB. TpeboBaHWS K MPOBEAEHUIO KOHTPONs
CTEPUSILHOCTM NpMBeLeHbl B COOTBETCTBYHOLWEN hapMakonee.

Tapa (container): ils3genne — aneMeHT ynakoBku, NpefHa3Ha4YeHHoe AN pa3MeLLeHns NPoayKLUN.

TexHonoruyeckmn npouecc (production): Bce onepauun, cBasaHHble C NPOM3BOACTBOM feKapCTBEHHOrO
cpencTBa, HadMHawLWmMecs ¢ NPUEMKM UCXOOHbIX MaTtepuanos, npogormkatowmecss 06paboTKon 1 ynakoBKOW u
3aBepLuaLLmnecs nonyyeHnemM rotTosom NpoayKLun.
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ynakoBka (packaging): Bce onepauuu, Bknoyas acoBky U MapKMPOBKY, KOTOpble HEOOGXOAMMO MPONTU
HepactacoBaHHOW MPOAYKUMM, YTODbLI CTaTb rOTOBOM MpOAYKUMeW. HanonHeHne cTepunbHOW NpoAyKUMK, Kak
npaBumno, He crniegyeT paccMaTpuBaTb Kak 4YacTb Npouecca YNakoBKW, MOCKOMbKY B MEPBUYHbIE YMAKOBKU
NpOAYKUNS AO3MPYETCS, HO OKOHYATENBHO HE YNakoBbIBaeTCS.

ynakoBOYHbIn MaTtepuan (packaging material): Jliobo maTepman, wucnonb3yembli Mpu  yNakoBKe
NeKkapcTBEHHOr0 CpeacTBa, Kpome mMbon TPaHCMOPTHOW Tapbl AN TPaHCMOPTUPOBAHUS WUNU  OTIPY3KW.
YnakoBO4YHble MaTepuanbl OTHOCATCA K NMEPBUYHBIM UMM BTOPUYHLIM B 3aBUCUMOCTW OT TOro, NpegHasHa4yeHbl
OHW ONsl HENOCPEACTBEHHOIO KOHTAKTa C JIEKapCTBEHHBIM CPEACTBOM MMM HET.

yuctaa 30Ha (clean area): 30Ha, B KOTOPOW KOHTPONMPYETCS NPOU3BOACTBEHHAA cpeda Ha Hanuudune
KOHTaMWHMPYIOLLIMX YacTuL, U MUKPOOPraHM3mMOB, MOCTPOEHHAs M 3IKcnnyaTvpyemas Takum obpasom, 4Tobbl
YMEHbLUUTb MPOHUKHOBEHUE, O0Opa3oBaHMe U COXpaHEHWEe KOHTaMWHAHTOB BHYTPU 30HbI. PasnuyHble ypoBHM
KOHTPOIS NPOM3BOACTBEHHOW Cpeabl yCTaHOBMEHbI B cooTBeTCTBUM C [punoxeHnem 1 HacTosiwero TKI.

yucTtas (M3onupoBaHHas) 30Ha (clean contained area): 30Ha, NOCTPOEHHas M 3KCMyaTMpyemas Takum
obpasom, 4TO OHa OAHOBPEMEHHO ABNSAETCS YNCTOM U N30NMPOBAHHON 30HON.

3K30TUYECKMW opraHusm (exotic organism): bBbuonorvdyeckunm areHT, Bbi3biBalOWUN 3aboneBaHue,
OTCYTCTBYIOLLIEE B JAHHOW CTpaHe nnu reorpadmnyeckon 3oHe, Nnbo ABnaoWnncs o6bekTom NpomnakTu4eckmx
MEep Unu NporpaMmbl Mo ero yCTpaHeHuo B JaHHOM rocyapCTBe Unu B 3TOM reorpadmyeckon 30He.

MpumeyaHne — HekoTopble TEPMUHBLI, OTHOCALUMECA K OTAENbHBIM YacTaM W MpuUNoXeHnsam Hactoswero TKI
npuBeAeHbl B COOTBETCTBYHOLLMX YaCTAX Y MPUIOXKEHUSX.

O603Ha4YeHMA U COKpaLleHuUA

B HacTosawem TKI npumeHsoT cnegyrowme 0603Ha4YeHNS N COKpaLLeHUs:

ADU (ADC): ATVBHbBIN hapMaLeBTUHECKUA MHIPeaneHT (akTuBHas papmaueBTuyeckas cybctaHums).

BLK-BakuuHa: BakunHa n3 6aumnn Kanemetta-l'epeHa.

DOHK: [Je3okcmpuboHyknenHosas kucnora.

KOE: KonoHueobpaasytowime eanHmubl (MUKPOOPraHnM3moB).

GMP: Good manufacturing practice (Hagnexawasi npOM3BOACTBEHHASA MPaKTUKa).

HEPA-dumnbTp: BoicokoaddekTnsHbii Bo3aywHbin punbtp (high-efficiency particulate air filter).

HVAC: Heating, ventilation and air conditioning (HarpeBaHve, BEHTUNAUMS W KOHOMUMOHWPOBAHME
BO34yXa).

ICH: International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use (MexayHapoaHas kOHpepeHUmMs No rapMOHM3auum TeXHUYeCcknx TpeboBaHun K
permcTpaumm nekapcTBeHHbIX CPEACTB AN Yenoseka).

ISO: International Standardization Organization (MexgyHapogHas opraHu3auusa no ctaHgapTusauun).

MRA: Mutual Recognition Agreement (CornaweHue 0 B3aMMHOM MPU3HaHUW).

YACTD |
OCHOBHbIE TPEBEOBAHUA HAQJIEXALLEA NPOU3BOACTBEHHOW MPAKTUKU
NEKAPCTBEHHbIX CPEACTB

1 YnpaBneHue Ka4ecTBOM

MpuHUMN

MpounsBoanTenbs OOJMKEH NPOU3BOAUTL NEKAPCTBEHHbIE CPEACTBA Takum 00pa3oM, YTOObl rapaHTUpOBaTh
MX COOTBETCTBME CBOEMY HasHa4yeHuto, TpebOoBaHUAM pPEerncTpaLuMoHHOro Aocke U (MnM) NpPOTOKOMy
KNMMHUYECKOrO MWCCMNeAoBaHUs U MUHMMWU3MPOBATb PUCK AN MAUWEHTOB, CBA3aHHbIA C 6e30MacHOCTbLIO,
KayecTBOM U 3(PEKTUBHOCTLIO NEKAPCTBEHHbLIX cpeAcTB. OTBETCTBEHHOCTL 3a BbINOSIHEHUE 3TUX TpeboBaHuUi
HeceT BbICLLUEE PYKOBOACTBO, MX BbIMNOSIHEHME TpebyeT ydacTus M OTBETCTBEHHOCTWU MepcoHana pasfnyHbIX
noapasgeneHuin NpeanpuAaTUS-NPOM3BOLUTENST HA BCEX €ro YPOBHSAX, @ Takke MOCTaBLUMKOB M OpraHu3auun
ONTOBOW TOProBnu. [Ons [OCTWXKEHUS 3TOW LIENM CO30aeTcsl BCECTOPOHHEe paspaboTaHHasi M NpaBUIIbHO
dyHKUMOHMpPYIOWas  dapmaueBTUyeckass CcucTemMa KadyecTBa, BkMAwyawwas B cebs  Hagnexaiyo
NPOV3BOACTBEHHYIO MPAKTUKY W yrpaBlieHNe puckammn Ansi kayecTBa. OTa cucTeMa A0oJkHa ObiTb odhopmIieHa
OOKYMeHTanbHo, a ee a(p(eKkTMBHOCTL — MPOKOHTPONMpoBaHa. Bce anemeHTbl (hapmaueBTMYecKkon CUCTEMBI
KayecTBa OOMKHbI ObITb YKOMMNEKTOBaHbI KBanMduUMpoBaHHbIM nepcoHanom, obecneveHbl Heob6xoanmMbIMK 1
HagnexawyMmy nomelleHnsMu, obopygoBaHMeM U TexXHUYeckuMu cpegcTBamu. [epxartenb cneuuanbHoro
paspelleHns (NMueH3nMm) Ha apmaLeBTUYECKY0 AeATEeNbHOCTb B YacTu paboT v ycnyr no npoMbILLUNIEHHOMY
NpoOV3BOACTBY NEKapCTBEHHbIX CPEACTB U MX OMTOBOW peanu3auun 1 YNOMHOMOYEHHOe nuuo (nuua) HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHopaTenbcTBOM Pecnybnuku Benapycb 3a dyHKUMOHMpOBaHME
hapmaLeBTUYECKON CUCTEMbI KayecTBa.
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OcHoBHble npuHUMNbI ynpaBleHna Ka4eCTBOM, Hagnexawemn I'IpOM3BOD,CTBeHHOI;I NPaKTUKN 1 ynpaerneHuna
pUCckaMm AnAa KavdyectBa B3aUMMOCBA3aHbI. OHM onucaHbl Hwxe, YTOObI noAYepKHYTb UX B3aMMOCBA3b WU
nepBoCcTeneHHoe 3Ha4vyeHne ana npon3BoacTBa N KOHTPOIA J1EKAapCTBEHHbIX CPpeacCTB.

d)apmaueBTuqecxaﬂ CuUctemMma KadectBa

1.1 ¥YnpaBneHue KayecTBOM — BceobObemrollee MOHSATUE, OXBaTbiBaloLlee BCE BOMPOCHI, KOTOpble B
OTOENbHOCTU MNW B LENOM BNMUSAKT Ha KavyecTBO MPOAYKUMWM. DTO COBOKYNMHOCTb OPraHU3auMOHHBbIX Mep,
npeanpvHMMaemblx B Uenax obecnedeHuss COOTBETCTBMS KavyecTBa JIEKapCTBEHHbIX CpPeacTB  UX
npegHasHadyeHuno. YnpasneHe KayecTBOM BKITHOHaET B cebs Hagnexallyo Npon3BoACTBEHHYIO NPAKTUKY.

1.2 TpaBuna Hagnexaliero npou3BOACTBA M KOHTPONSA KayecTBa MNPUMEHSIOTCH KO BCEM CTaausim
KM3HEHHOTO LUMKNa MpOOYKTOB: MPOU3BOACTBY JEKAPCTBEHHbIX CPEeACTB ANA KIMHWYECKUX WCCNeaoBaHun,
NnepeHocy TEXHONOMW, MNPOMBILLMIEHHOMY MPOU3BOACTBY, MNPEKPaLLEHNI0 MNPOM3BOACTBA JfleKapCTBEHHbIX
cpencte. OpgHako cpapmaueBTUYeCKas cucTemMa KayecTBa MOXET pacnpoCTpaHATbCA M Ha Takyl cTaguio
KM3HEHHOTO LMKIa NPOAYKTOB, Kak dpapMaLeBTMyeckas paspaboTtka. 1o onmcaHo B Yactu Il HacToswero TKI1
B pasgene «®apmaueBTMyeckas cucTemMa KadecTBa», KOTOPbIM, HECMOTpPS Ha TO, 4YTO sBNAeTcs
pekomeHAaTenbHbIM, JOIMKEH CnocobCcTBOBaTbL MHHOBALMAM M MOCTOSTHHOMY YMYYLUEHUIO, @ Takke YNPOYHEHUIO
CcBA3M  Mexay apmaueBTMYecKoM paspaboTkom U NpOU3BOACTBEHHOW  JdesTenbHocTblo.  Pasgen
«®dapmaueBTMyeckas cucTemMa kavyecTsa» MOXET UCNONb30BaTbCS, YTOObI JOMONMHUTL COAEPXKaHMNE HACTOSALLErO
pasgena.

1.3 TMpwu paspaboTke HOBOW hapMaLEeBTUYECKON CUCTEMbI KavyeCcTBa MIN NpU U3MEHEHUN CYLLECTBYIOLLEN
CUCTEMbI HEoBXOoOMMO y4uTbiBaTb OOBEM W  CNOXHOCTb AEATENbHOCTM oOpraHusauuun. B cTpykTypy
dhapMaLeBTUHECKON CUCTEMbI KayecTBa OOJIKHbI ObiTb BKIOYEHbI COOTBETCTBYHOLUME MPUHLMMBI YNPaBeHNs
pyckaMM C MCMOJNIb30BaHMEM MOLXOLSALWMX MHCTPYMEHTOB. B TO Bpems kak HeKoTopble acnekTbl
dhapmaLeBTUHECKON CUCTEMbI Ka4ecTBa MOMYT MPUMEHSITLCS K AeATENbHOCTM BCEW OpraHu3auuu B LefoMm, a
WHble — TONMbKO K ONpPeAeneHHbIM MNPOV3BOACTBEHHbIM  yvacTkaMm, 3(dPEKTUBHOCTb  BHEApPEHWUS
hapmaLeBTUYECKON CUCTEMbI KayecTBa OObIYHO 4EMOHCTPMPYETCH Ha YPOBHE NMPON3BOACTBEHHOMW NNOLWAaaKu.

1.4 dapmaueBTUYECKass cUCTEMa KadecTBa, NpedHa3HadeHHas [Anis NPOM3BOACTBA NEKapCTBEHHbIX
cpencTs, AOMMKHA rapaHTMpoBaThb, YTO:

i) Bbinyck npodykumm obecneumBaeTca nocpeacTBOM paspaboTku, NnaHWpoBaHUSA, BHEAPEHUS,
noadepXXaHns M HEenpepbIBHOrO YCOBEPLUEHCTBOBAHUSA CUCTEMbl, KOTOpasd gaeT BO3MOXHOCTb MOCTOSAHHO
NocTaBNATb NPOAYKLUMIO C COOTBETCTBYIOLLMMW NOKa3aTensMm KayecTBa;

ii) ynpaBneHme 3HaHWAMU O MPOAYKLMU M MpoLEecce ee NMpPOU3BOACTBA OCYLUECTBIAETCS Ha NPOTSKEHUU
BCEX CTaZMM XU3HEHHOTO LKA NpoayKUNN;

iil) NnekapcTBeHHblE cpeacTBa pa3pabaTbiBalOTCS M COBEPLLUEHCTBYIOTCS C y4eTOM TpeboBaHWUIA HAaCTOALLENO
TKIT;

iv) onepauum noO MPOU3BOACTBY WM KOHTPOMK TOYHO OMNpPeAeneHbl M COOTBETCTBYHOT TpeboBaHMsAM
HacTtosiwero TKIT;

V) OTBETCTBEHHOCTb 1 06S3aHHOCTW pPyKOBOAMTENEN YeTKO OnpeaeneHsb;

Vi) NpWHATBI Mepbl  ANd  Npou3BOACTBA, MOCTaABKM W UCMNOMNb30BaHWS WCXOOHbLIX MaTtepuanos,
COOTBETCTBYIOLNX YCTAHOBIEHHbIM TpeboBaHMAM, a Takke Ans Bblbopa M KOHTPONSA MOCTaBLUUKOB W ANS
NpoOBEpKM TOro, YTO Kaxgasi NocTaBka MOMyyYyeHa OT YTBEpPXOEHHbIX MOCTaBLUMKOB (YTBEPXOEHHOW Luenu
NnocTaBKn);

vii) BHegpeHbl npouecchl, obecneynBalroLiMe ynpaBreHne [OeATeNnbHOCTbIO, nepefaBaeMoln  Opyrow
opraHusaumm s BbIMONHEHNS (ayTCOPCUHIOBOW AEATENbHOCTbLIO);

viil) yCTaHOBMEHO W MNOAAEPXUBAETCA KOHTPONMMPYEMOE COCTOsSiHME MOCPEACTBOM pa3paboTku wu
ncnomnb3oBaHns 3EMEKTUBHOTO MOHUTOPMHIA U CUCTEM KOHTPONS B OTHOLLUEHWM MPOBELEHUSI Mpouecca U
KayecTBa NpoayKuuu;

iX) pe3ynbTaTbl MOHUTOPMHIA NPOLIECCOB M KadyecTBa NPOAYKLMU NPUHMMAKTCHA BO BHUMAHME MpuU BbiNycke
cepun, nNpW paccrnegoBaHWM OTKIOHEHUA W ANS  MNPUHATMS  Mpedynpexpgarowmx Mep BO  usbexaHue
NoTeHUManbHbIX OTKITOHEHWI, KOTOPbIE MOTYT NPOM30MTK B DyayLiem;

X) NpOBOAATCA HEOBXOANMbIN KOHTPOMb MPOMEXYTOYHON NpoayKummu, niobon apyron KOHTPOmb B npoLecce
NpOM3BOACTBA, M OCYLLECTBIAETCA Banvaauus;

Xi) oka3blBaeTCs COAENCTBME MOCTOAHHOMY YNyYLIEHWIO MOCPeaCTBOM BHEOPEHMS YCOBEPLUEHCTBOBAHUN,
OCHOBaHHbIX Ha akTyarnbHbIX 3HAHWAX NpoLecca U NpoayKUnu;

Xii) NPUHATBI Mepbl ANS NEepCneKTUBHOW OLEHKN 3anfiaHMPOBAHHbLIX U3MEHEHWUA U WX YTBEPXAEHUSA OO
BHEAPEHUS C Y4ETOM HEOBXOOAMMOCTU BbIMONHUTL YBEAOMIIEHWE YNONTHOMOYEHHbLIX OPraHoB UK cornacosaTb
W3MEHEHWs C HUMWK, ecnu 3To TpebyeTcs;

Xiii) npoBoANTCA oOLeHKa MNobbIX peanM3oBaHHbIX U3MEHEHUIN MOocne WX BHEAPEHUs Ans NOATBEPXAeHUS
TOro, YTO Lenb U3MeHeHUN Bbira JQOCTUrHYTa M YTO 3TO HE OTPAa3NoCh Ha KavyecTBe NPOAYKLUN HEraTUBHO;

Xiv) BO BpeMmsi paccrnefoBaHus OTKIMOHEHWN, npegnonaraemblx AedeKToB NpoAyKuMu U Apyrux npobnem
OOIMKEH MPUMEHSTBCS COOTBETCTBYIOLLIMIA YpPOBEHb aHanM3a OCHOBHbIX MPWYUH OaHHbIX HECOOTBETCTBMUW,
KOTOpbIN MOXeT ObiTb onpegeneH C UCMOMb30BaHWEM MPUHLMMOB YNpaBreHus puckamu Ans KadecTBa. B
crnyyasx, Korga MCTUHHas OCHOBHAas Mpu4yMHa (MPUYMHBbI) HECOOTBETCTBMA HE MOXeT ObiTb YCTaHOBMEHa,
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cnegyeT uvaeHTUMUUMPOBaTL Haubonee BEpPOATHYIO MNpuuMHYy. B cnydasx, korda B KayecTBe NPUYUHBI
nogospesaeTcs WNM uaeHTUgUUMpoBaHa owunbka nepcoHana, 37O AOMKHO OblTb [oka3aHO C 0cobown
TLWAaTeNbHOCTbIO, YTOObI rapaHTUPOBaTh, YTO HE BbINKM NPONYLLEHbI CYLECTBYIOLWMNE NPOLECCHbIE, NpoLeaypHble
unu cuctemHole owmnbkn mnn npobnemsl. o pesynbTaTam paccrnefoBaHMsi OOMKHbI ObiTb onpeaeneHbl u
NpeanpuHATBEI COOTBETCTBYIOLLME KOppeKkTupylwme 1 (Mnn) npegynpexgawowme gencrsms. OdpekTMBHOCTb
Takux OeyCTBUM AorkHa BbiTb NPOBEPEHa U OLEHEHa B COOTBETCTBMM C NMPUHLMNAMU YNPaBreHns puckamv ans
KayecTBa;

XV) NeKapCTBEHHbIE cpeacTBa He ByayT BbiMylweHbl B obpalleHe 4o Toro, Kak YNonHOMOYEHHOE NULO He
YAOCTOBEPUT, YTO Kaxdas cepus nNpoAaykumu Obina npousBedeHa M MPOKOHTPONMpPOBaHa B COOTBETCTBUM C
TpeboBaHMAMMN perncTpaumoHHOro gocke n Hactoswero TKIT;

XVi) npeanpuHATBI OOCTaToOYHble Mepbl, obecneuyvBawllMe MNOAAEPXKAHWE KayecTBa FeKapCTBEHHbIX
CpeacTB B TeYEHME BCEro Cpoka rogHOCTU MPU UX XpaHeHun 1 nocneayoLlem obpatleHnu;

Xvii) umeeTca npouenypa NpoBeAeHUs CaMOWMHCMNEKUMM M (Mnu) ayguTa KadectBa, B COOTBETCTBUMU C
KOTOPOWN perynsipHo oLeHMBalTCa 3hPEKTUBHOCTb U NPUrOAHOCTbL hapMaLeBTUYECKON CUCTEMbI KayecTsa.

1.5 Bbicllee pyKOBOACTBO HECET OCHOBHYI OTBETCTBEHHOCTb 3a Hamuume 3 EeKTMBHON
hapmaLeBTMHECKON CUCTEMbI KayecTBa, 3a TO, YTO UMEKTCS HeobxoauMMble pecypebl M 4YTO 0BA3aHHOCTW,
OTBETCTBEHHOCTb M MOSIHOMOYUS onpefeneHbl, JOBEeAeHbl 40 CBEAEHUS U BbINOMHAIOTCSH, peanuayloTcs BO BCeX
nogpasgeneHusx npeanpuatus. BaxkHa nuavpyrowas ponb BbICLIEro pyKOBOACTBa M €ro akTMBHOE y4yacTue B
hapmMaLeBTMYECKON CUCTEME KavyecTBa. OTO AOMKHO rapaHTMpoBaTh Noadepxky dapmaueBTUYecKon CUCTEMBI
KayecTBa M 3anHTEPECOBAHHOCTb MEPCOHana Ha BCeX YPOBHSAX U B Noapa3geneHusax npeanpusaTus.

1.6 [omxHbl npoBoauTbCs nepuogmyveckne o630pbl PyHKUMOHMPOBaHWUS (apMaueBTUYECKON CUCTEMBI
KadecTBa C BOBMEYEHMEM B 3TOT MNPOLIECC BbICLUEro PyKOBOACTBA, YTOObI ONpefenuTb BO3MOXHOCTU AN
MOCTOSIHHOIO YNy4lleHWs MPoayKLUMK, NPOLECCOB 1 CaMON CUCTEMBI.

1.7 dapmaueBTMYECKaAs cucTeMa kavecTBa [OJkHa ObiTb onpegeneHa n odopmreHa OOKYMEHTalbHO.
[omkHo ObiTb B HanmMumm pPyKOBOACTBO MO KAYeCTBY WM 3KBMBANEHTHbIA €My OOKYMEHT, KOTOpbIA OOJDKEH
copepXaTtb OnucaHne CUCTEeMbI YpaBreHUsa Ka4ecTBOM, BKIOYas OTBETCTBEHHOCTb PYKOBOACTBA.

Hapnexawas nponsBoacTBeHHas npaktuka (GMP)

1.8 Hapgnexawas npov3BOACTBEHHAS NpaKTUKa SABMSETCS TOW 4YacTbio yNpaBreHUs Ka4eCcTBOM, KOTopas
rapaHTMpyeT, 4YTO NPOAYKUMS MOCTOSIHHO MPOM3BOAUTCA W KOHTPONMUPYETCA MO CTaHgapTam KayecTsa,
COOTBETCTBYIOLLMM €€ Ha3HAYeHUlo, a TakKe B COOTBETCTBUU C TPeOOBaHWAMW PErncTpaLuoHHOro O0Cbe,
NPOTOKOIa KIMMHUYECKNX UCCNeaoBaHN U cneumdukauum Ha 3Ty NPOAYKUMIO.

Hapnexalas nponsBoaCcTBEHHAsi NPaKTUKa CBsi3aHa Kak C NMPOM3BOACTBOM, TaK M C KOHTPOSIEM Ka4vecTsa.
OcHoBHble TpeboBaHWA Haanexallen NPOM3BOACTBEHHON MPAKTUKK:

i) BCe NPOM3BOACTBEHHbLIE MPOLIECCHI OMNPEAEnsTCH, CUCTEMATUYECKM NEepecMaTpuBaloTCs C Y4ETOM
HaKOMMEHHOrO OnbiTa W MNOATBEPXAAT CNOCOBHOCTb MOCTOSIHHO MPOV3BOAWTL JIEKAPCTBEHHbIE CpeacTBa
Tpebyemoro ka4yecTBa B COOTBETCTBMM CO CNeLMPUKALNAMY;

il) KpUTUYECKME CTagun NPOM3BOACTBEHHOrO NMpouecca U CyLLEeCTBEHHbIE M3MEHEHMS Mpouecca OOJPKHbI
NpovTK Banugauuio;

iii) gomkHbl BbITb 0GecneyeHbl Bce HeobxoauMble YCNOBUSA ONA BbINOMHEHUS TpebOoBaHUIM HaACTOALEro
TKI1, Bkntovasa Hanmuume:

— Hagnexawum obpa3om 06y4eHHOro nepcoHarna, UMerLLLEero Heobxoanmyro KBanudukaumio;

— COOTBETCTBYHOLUMX MOMELLEHUA 1 NNoLaaen;

— COOTBETCTBYHLUMX 0O0PYSOBaHUS U 0OCNY>KMBAHUS;

— COOTBETCTBYIOLLMX MaTepmNarnoB, KOHTEMHEPOB U 3TUKETOK;

— YTBEPXOEHHbIX Npoueayp U MHCTPYKLUWIA B COOTBETCTBUM C dapMaLleBTUYECKO CUCTEMO KavyecTBa;

— COOTBETCTBYHOLLMX YCITOBUIA XPAHEHUS U TPAHCMNOPTUPOBAHMUS;

iV) MHCTPYKUMM U npouenypbl AOIMKHbI ObITb M3MOXEHbl B MUCbMEHHON (POPME SICHO U HEOBYCMbICIIEHHO,
OHM JOMKHbI ObITb KOHKPETHO MPUMEHMMbI K UMEIOLLMMCS B Hann4mMmn cpeacream;

V) npouenypbl AOMMKHbI TOYHO COOMOAaThbCs, M NepcoHan AOMKEH OblTb OOy4YeH MpaBUNBHOMY WX
BbINMOJTHEHNIO;

vi) B npouecce nNPOU3BOACTBA CrnegyeT COCTaBMsTb 3anvMcu (PYKOMUCHbIM - cnocobom u  (unn) ¢
NPMMEHEHNEM TEXHUYECKUX CPEACTB), JOKYMEHTANbHO MOATBEPXAalolWme hakTu4eckoe NpoBeAeHUE 3Taros,
NpenycMOTPEHHbIX YCTAHOBMEHHBIMY METOAMKAMWN U MHCTPYKLUMSMU, @ Takke TO, YTO KONMMYECTBO U KayeCTBO
NPOAYKLUMN COOTBETCTBYIOT YCTAHOBIEHHBLIM HOPMaM;

vii) nobble CcylwecTBEHHble OTKMNOHEHUSI AOMKHbl ObiTb MOMHOCTBIO OGOPMMEHbl [LOKYMEHTanbHO U
paccrnefoBaHbl C Uenblo OnpefeneHns npuuMHbl  OTKMOHEHUS W OCYLLECTBMNEHUST COOTBETCTBYHIOLLMX
KOPPEKTUPYIOLWNX U NpeaynpexaaoLmx 4eNCTBUK;

Viii) B NOHATHOM 1 JOCTYMHON (DOPME COXPaHSATCS 3anucu, OTHOCSALLMECS K cepun (Hanpumep, B AOCbE Ha
cepuio), BKIoYas AOKYMEHTaLMIO N0 peanu3aunn, KOTopble NO3BONST NPOCneAnTb NOMHYK NCTOPUIO CepUK;

iX) Mpu ONTOBOW peanu3auuy NPOAYKLUUW HEeOOXOAMMO CBECTM K MUHMMYMY PUCKM ANS ee KavecTBa U
YYUTbIBaTb NpaBuria Haanexallen NpakTukM ONTOBOW peanv3aunu;

X) OOIMKHa ObITb B HANV4YUM cUCTeMa OT3blBa NMOON ceprmn NPOAYKLUN U3 MPOAAKUN NI NOCTAaBKK;
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Xi) [OIMKHbI paccMaTpuBaTbCS MPETEH3UW Ha MOCTABMEHHYIO NPOAYKLMIO, paccrnefoBaTbCs MPUYMHBI
0eeKkToB U NpMHUMATBLCA COOTBETCTBYIOLLME MEPbI Kak B OTHOLLEHUM HeL0OpPOKa4YeCTBEHHOW NPOAYKUNN, TaK 1
ONs npefoTBpalleHns Nogo6HbIX Cry4vaes.

KoHTponb kayecTBa

1.9 KoHTponb KayecTBa SBRSIETCS 4acTbio Haanexalleh NpOM3BOACTBEHHOW MNPaKTUKW, CBSI3aHHOW C
otbopom npob, cneumdukaumsMnm u nNpPoBeAEeHMEM MUCMbITAHWWA, a Takke C npouegypaMu opraHmsaumu,
OOKYMEHTUPOBAHUSA U BblAayn paspeLLeHUs Ha BbIMYCK, rapaHTUPYOLUMK, YTO (hakTU4ECKM NpoBedeHbl BCe
HeoOXoa4MMble UCMBbITAHUS U YTO MaTepuanbl He OyayT paspelleHbl Ans UCMOMb30BaHWs, a roToBas NpoayKuus
He OydeT ponyuweHa K peanusauuMu Wiy MNoCcTaBKe OO TeX Mop, Moka WX KavyecTBO He OydeT npu3HaHo
YAOBETBOPUTENBHBIM.

OcHoBHble TpeboBaHUSA K KOHTPOJIO Ka4yecTBa:

i) AOMKHbI BbITb B HanmMyMM COOTBETCTBYIOLLUME MOMELLeHUs n obopyaoBaHue, O0BydYeHHbI nepcoHan u
YTBEPXAEHHbIE METOANKM Anst oT6opa Npob, KOHTPOMNS U UCMBbITAHUI UCXOAHbLIX MaTtepuanos, MPOMEXYTOYHON,
HepacdacoBaHHOMW M TOTOBOM MNpoAyKuMu, a Takke (npy HeobxooumocTW) AN MOHUTOPUHIa YCroBWMA
NPON3BOACTBEHHOW CpeAbl B LENsAX BbINONHEHWs TpeboBaHuin HacTodwero TKIT;

ii) npoBeaeHne oTbopa Npob MCXOOHBIX M YNAKOBOYHbIX MaTepmnarnos, MPOMEXYTOUYHON, HepacdacoBaHHOW
1 rOTOBOM MPOAYKLUUN Ha3HAYeHHbIM NepPCOHanom B COOTBETCTBUM C YTBEPXKAEHHbIMU METOANKaMU;

iil) MeToAbl MCNbITAHWIA LOIMKHBI NPOATU Banugaumio;

iv) OOMKHblI BblTb COCTaBMNEHbl 3anMcy (PYKOMUCHBIM Cnocobom u (Mnn) ¢ NPUMEHEHWEM TEXHUYECKMX
CpeacTB), AOKYMeHTanbHO NoaTBEpXKAatoLmne, YTo BCe HEOOX0AnMble MeponpUATMS Mo oTOopy NPob, KOHTPOMO
U MeToaMKaM WCMbITaHUN AeNCTBUTENbHO nposedeHbl. [llobble OTKNOHEHUA [OSMKHbI OblTb  MOMHOCTLIO
odbopMMeHbl AOKYMEHTarnbHO U paccnegosaHbl;

V) rotoBas NpoAyKuMst AOIDKHA COAepXaTb akTuBHble hapmaueBTudeckne cybctaHuum, COOTBETCTBYOLMNE
perucTpaunoHHOMY [AOCbe MO Ka4YeCTBEHHOMY W KOMWYECTBEHHOMY COCTaBy, AOIPKHa umeTb Tpebyemyto
YNCTOTY, OOJIKHA ObITb BMOXEHA B HAAMNEXaLlylo yNakoBKy Y NPaBUIIbHO MapKUPOBaHa;

vi) 3anucu, OdOpMMEHHbIe MO pe3ynbTaTaMm KOHTPOMS W UCMbITAHUW MaTepuanos, MPOMEXYTOYHOWN,
HepacdacoBaHHOW WM FOTOBOW MNpOAYKUMW, OOMKHbI ObiTb OduMuManbHO conocTasfeHbl ¢ TpeboBaHWAMYU
cneundpmkauuini. OueHka nNPoOAyKUMM [OSDKHa BkMYaTb B cebAa 00630p M OUEHKY COOTBETCTBYHOLLEN
NPON3BOACTBEHHOWN AOKYMEHTALMN U OLLEHKY OTKITOHEHWI OT YCTaHOBIIEHHbIX NpoLeayp;

Vii) HM 0gHa cepus MpPoAyKUMM He MOXeT ObiTb paspelueHa Ans peanusauun unym nocTaBku A0 TOro, Kak
YNOnNHOMOYEeHHOE fMLO COrflacHo MpunoXeHuto 16 He yOoCTOBEpUT ee COoOoTBeTCTBUE TpeboBaHuAM,
YCTaHOBIIEHHbIM MPWU roCY4apCTBEHHON pernctpaumu;

Viii) Heo6X0AMMO COXpaHATb AOCTAaTOYHOE KONIMYECTBO KOHTPOSIbHbIX 06pa3uoB MCXOAHBIX W YNaKOBOYHbIX
mMaTepuanoB UK rOTOBOW MPOAYKUMM, KOTOpPOe MNO3BONWUT NPOBOAUTbL WUCMbITaHus B Oygywem (npu
HeobxoamMmocTu) cornacHo npunoxexuto 19. OB6pasupbl roTOBOM NPOAYKUMM CrieQyeT XpaHUTb B OKOHYATENbHON
ynakoBke.

0O630p KauecTBa NpoAyKLUMN

1.10 CnepgyeT perynsipHO MpoBOAMTb OO30pbl KayecTBa BCEX 3apPErnMcTpUMpOBaHHbLIX MPOU3BEAEHHbBIX
NEKapCTBEHHbIX CPEACTB, B TOM YMCIE NNEKAPCTBEHHbIX CPeACTB, U3rOTOBIISIEMbIX TOMIBKO HA 3KCMOPT, C Lienbio
NOATBEPXKAEHUS NMOCTOSAHCTBA UMEIOLLErocsl npoLecca, COOTBETCTBMSA OEWCTBYHLMM crnieuudurKaunsamM Kak Ha
UcxodHble MaTtepuarnbl, Tak U Ha FOTOBYH MPOAYKUMIO, Y4TOObl BbISIBUTb Kakue-nnbdo TeHaeHuuu (TpeHabl) u
YCTaHOBUTb BO3MOXXHOCTb YCOBEPLLUEHCTBOBAHMS NPOAYKLUUWN U npouecca. Takne ob63opbl cnegyeT odhopMisTb
OOKYMEHTanbHO M NPOBOAUTb, KaK NpaBuWIIo, €XerogHo, NpuHMMasi BO BHUMaHue npeabiaywme o063opbl. OHM
OOIMKHbI BKIOYATh, Kak MMHUMYM, CrniegytoLlee:

i) 0630p McxodHbIX MaTepuanoB (BKMoYas yNakOBOYHbIE MaTepuarnbl), UCMOMb3yeMbIX NPWU NPOU3BOACTBE,
0COOEHHO OTMeyvas Te, KOTopble MOSy4YeHbl OT HOBbIX MOCTABLUMKOB, U OTAENbHbIN 0630p MPOCEXUBAEMOCTU
Lienu NnocTaBkM akTUBHbIX papMaLeBTUYECKUX CyOCTaHUNIA;

ii) 0030p KPUTUYECKMX TOYEK KOHTPOMNs B MpoLecce NpOouM3BOACTBA M pPe3yrnbTaTOB KOHTPONS rOTOBOW
npoAyKuun;

iil) 0630p BCex cepuil, KOTOpPblE HE COOTBETCTBOBAaNM YCTAHOBMEHHbIM crneundukauusam, 1 pesynbtaToB
COOTBETCTBYIOLLUX paccrneoBaHnii;

iv) 0630p BCeX CYLLECTBEHHbIX OTKIOHEHWA WM HEeCOOTBETCTBMM, CBHA3A@HHbIX C HUMW paccriefoBaHuw,
3 hEKTUBHOCTY M Pe3YNbTAaTUBHOCTM NPEANPUHATLIX KOPPEKTUPYIOLLMX M NpeaynpexaatLwmx eACTBUIA;

V) 0630p BCEX M3MEHEHUN, BHECEHHbLIX B MPOLLECChI UMW aHanMTU4YecKne MeToauKuY;

Vi) 00630p MOAaHHbIX, YTBEPXKOEHHbLIX WM OTKIOHEHHbIX M3MEHEHU B PErnmcTpalMoHHOe AO0Chbe, B TOM
yucre B JOCbe Ha NekapCcTBeHHblEe CPeACTBa, NpeAHa3HayYeHHbIe TONbKO AN 9KCNopPTa;

vii) 0630p pe3ynbTaToB MOHUTOPUHIA CTABMMBLHOCTU U NIOObIX HEGNAronpPUATHLIX TEHAEHLUWIA;

viii) 0630p BCEX CBSAI3@HHbIX C Ka4yeCTBOM MPOAYKUMM BO3BPATOB, MNPETEH3WA U OT3bIBOB, a TaKke
NpOBEAEHHbIX B 3TO BPEMS paccrnefoBaHUNm;
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ix) ob630op [ocTaToyHOCTM MbbiXx paHee MPOBEAEHHbIX KOPPEKTUPYHOLUUX OEeNCTBUA B OTHOLLUEHUU
npoussoacTea unm obopyaoBaHus;

X) 0630p MOCTperncTpaLmMoHHbIX 00a3aTenbCTB NPU NOMYyYEHUN HOBbLIX PEruCTPauUMOHHbIX YAOCTOBEPEHUN
UNN BHECEHUS U3MEHEHWU B PErmcCTpaUnOHHbIE JOCHE;

Xi) COCTOsiHME KBanudukaumm COOTBETCTBYHOLUMX OOOPYAOBaHUSA WM TEXHUYECKUX CPeacTB, Hanpumep,
CUCTEM HarpeBa, BEHTUMALMU U KOHANLMOHMPOBAHNS BO3yXa, CUCTEM CHabXeHMs BOAOW, CaTbIMW rasaMu 1 T.
a.;

Xii) 0630p NOObLIX KOHTPAKTHBLIX COrNalleHun, ykasaHHbIX B pa3gene 7 Yactm | HacTosiwero TKI1, ¢ uenbto
NOATBEPKAEHUS X COOTBETCTBMS AEMCTBYIOLLMM TpeboBaHNSM.

1.11 TlpousBoauTene U Aepxatenb PErncTpaumMoHHOro yOOCTOBEPEHUS (€CNU OHM SABMSIOTCS pasHbIMU
opraHm3aumsamMm) OOIKHblI OLeHMBaThb pesynbTaTbl 0030pa kadecTBa M genaTb BbIBOAbl O HEOOGXOOUMOCTH
OCYLLLECTBMNEHMS KOPPEKTUPYIOLLUX U NpeaynpexaarLmx AencTBUA Nnn npoBeaeHnss NOBTOPHOM Banvaaumm B
pamkax ¢apMaLeBTU4EeCKOM cucTeMbl kadecTBa. [OmkHbl ObiTb B HanuumMu npoueaypbl Ansi NOCTOSHHOMO
yrpaBneHnsa u aHanu3a Taknx OercTBUn. OPeKTMBHOCTb 3TUX NpoLenyp AoMmkHa ObiTb MOATBEpPXOEHa BO
BpeMsi camomHcnekumm. O630pbl KayecTBa MOXHO rpynnMpoBaTh NO BMAaM Npoaykumu (Hanpumep, TBepable
nekapcTBeHHbIE )OPMbI, XUAOKME NeKapCTBEHHbIE (POPMbI, CTEPUITbHBIE NIEKApCTBEHHbIE CPEACTBa M T. 4.) Npu
HanNU4MM Hay4Horo 060CHOBaHNS.

Ecnu pgepxatenb perncrpauMoHHOro YOOCTOBEPEHUSI HE SABMSIETCS NMPOU3BOOAUTENEM, TO OOJDKHO ObiTh
3aKMYEHO COrMalleHne Mexgy HUM WM Mpou3BOAUTENEM, B KOTOPOM YCTaHOBIEHbI COOTBETCTBYHOLLME
00683aHHOCTN CTOPOH B OTHOLLIEHUW COCTaBrneHms o63opa kavyecTsa.

VnpaBneHMe pUucKkamMmum Ans KavyectBea

1.12 YnpaBneHue puckamun Ans KadecTBa ABASETCA CUCTEMHbIM NPOLLECCOM, KOTOPbIA NpeaHa3HayveH Ans
obLLelr OLEHKW, KOHTpOns, nepefavv MHdopMauuu, a Takke 0063opa pUCKOB ANA KayecTBa JIEKapCTBEHHbIX
cpencTB. OTOT NPOLECC MOXET MPOBOAMTBLCS Kak MEPCNEKTUBHO, TaK N PETPOCMNEKTUBHO.

1.13 MpuHUKMNbI yNnpaBnieHns puckamum ans Kavyecraa:

i) OUEeHKa pUCKOB AONA KayecTBa OCHOBLIBAETCS Ha HayYHbIX 3HaHWUSX, OnbliTe paboTbl B OTHOLUEHWM
npouecca n B KOHEYHOM cYeTe CBA3aHa C 3aliMTON NnaumneHTa;

i) macwTab paboT, cTeneHb opmManu3auMm U OOKYMEHTanbHOro OgOPMIEHUs npouecca ynpasneHus
prvckamMmn s Ka4ecTBa COOTBETCTBYIOT YPOBHIO pUCKa.

Mpumepbl NPoLLECCOB N NPUMEHEHUS ypaBneHus pruckaMu AN KayecTBa Takke ykasaHbl B rnase |l Yactu
Il HacTosAAwero TKI.

2 MNepcoHan

MpuvHUMN

Hapnexalyee nNpon3BoACTBO NEKAPCTBEHHbIX CPEACTB 3aBUCUT OT nepcoHana. MosaToMy Ha npeanpusTumn
JOIMKHO ObITb [OCTaTOYHOE KOMWYECTBO KBaNMMULMPOBAHHOIO MNepcoHana pAns peLleHus BCeX 3agau,
OTHOCSLUMXCS K cdepe OTBETCTBEHHOCTVM npousBoauTens. Kaxabli coTpyQHUK [OMKEeH MNoHMMaTh
VHOMBUOYanbHY0 OTBETCTBEHHOCTb, KOTOpas [OIMkHa OblTb [OKyMeHTarnbHO odopmrieHa. Becb nepcoHan
JOJDKEH 3HATb MPUHLMMBI Haanexallen Npou3BOACTBEHHOW NPAKTUKK, Kacatlolwmecs: ero AesTeNlbHOCTH, a Takke
MPONTU NEPBUYHOE U nocreayollee obyvyeHne B COOTBETCTBUM C ro 06SI3aHHOCTSAMM, BKIHOYAA UHCTPYKTaX Mo
BbIMOSTHEHWNIO TUTMEHNYECKMX TPEGOBaHMIA.

O6wme TpeboBaHUA

2.1 [pousBogutenb [AOMKEH WMETb [OCTAaTOMHOE KOMIMYECTBO COTPYAHMKOB C  HeobxoauMmon
KBanudukaLmen n npakTmdeckum onbiTom paboTsl. Beicllee pykoBoACTBO AOMKHO onpenensTtb n obecnevmsarb
OOCTaToOuYHble M Hagnexalime pecypchl (YernoBedeckme, (hMHaHCOBbIE, MaTepuanbHble, a Takke MOMELLEHMS U
obopynoBaHue) ans BHeAPEHUS N NOAOEPXKAHUS CUCTEMBI YNPaBEeHUst KAYECTBOM U NMOCTOSIHHOIO MOBLILLIEHUS
ee achdektnBHocTn. Ob6A3aHHOCTM NOOOro COTpyaHMKA He AOMKHblI ObiTb Ype3MepHbIMM, YTOObI UCKIHOYUTL
BO3MOXHOCTb BO3HWKHOBEHUSI PUCKOB Aflsi KaYecTBa NpoayKLun.

2.2 Ha npegnpuaTum JomKHa MMETLCSA CXeMa OPraHU3auUMOHHON CTPYKTYPbl, B KOTOPOW OTHOLLEHUSI MEXAY
PYKOBOAUTENSAMW NPON3BOACTBA, KOHTPONS KayecTea W, rae 3To NPMMEHUMO, PyKOBOAUTENEeM nogpasneneHus
obecneyeHns KayecTBa unu nogpasgeneHns no KayecTBy, yka3aHHble B 2.5 HacTosiwero pasgena, 1 nosvuus
YNOMHOMOYEHHOTO Nuua (nmu) SCHO 0603HAYEHbI B Mepapxun ynpasreHust.

2.3 O653aHHOCTM M COOTBETCTBYIOLLME MOJNTHOMOYNS AN MX BbINOMHEHUSA AOOIPKHbI ObITb OnpeaeneHsl U
nponucaHbl B OOJBPKHOCTHbIX WMHCTPYKUMaX. OBS3aHHOCTM pyKOBOASALEro nepcoHana Moryt ObiTb nepenaHbi
HasHa4yeHHbIM 3amMecTuTensMm, obnagarowmMm [OoCTaTodHbIM YPOBHEM KkBanudukaumn. Kpyr obsizsaHHocTEN
nepcoHana AOMMKEeH OXBaTbiBaTb BCE CTOPOHbLI HaAmnexallen NpoM3BOLACTBEHHON MPAKTUKWM, OOHAKO HE AOMKHO
6bITb HEOBOCHOBaHHOTO Ay6NMpoBaHKs chep OTBETCTBEHHOCTU.

2.4 Bbicluee pykoBOACTBO HECeT OCHOBHYHO OTBETCTBEHHOCTb 3a obecrneveHne 3(PEeKTUBHOM CUCTEMDI
ynpaBreHnsl Ka4ecTBOM ANs JOCTUXKEHMS Lernen B obnacty kadecTBa, a Takke 3a To, YTO ponu, 0653aHHOCTH U
MOrMHOMOYMS omnpedeneHbl, OOBefdeHbl OO0 CBeAeHWs MNepcoHana MW OCYLEeCTBAAKTCA B pamkax Bcen
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opraHunsauun. Bbicwiee PyKOBOACTBO AOOJI)KHO YCTaHOBUTb NOJIUTUKY B obnacTtu kadecTBa, KOTOpasa onpegenaeTt
obwme HaMepeHna 1N HanpaBleHna AeAaTesibHOCTU KOMNaHuKW, CBA3aHHbIE C Ka4eCTBOM, U OOJTXHO obecneunTtb
NOCTOAHHYKO NPUrOAHOCTb U Sd’.)q)eKTI/IBHOCTb CuUCTeMbl ynpaBrieHUA Ka4eCTBOM U COOTBETCTBUE Hagnexawlien
I'IpOI/ISBOD,CTBeHHOVI NPaKkTUKK nyTemM y4actunda B aHalm3e Co CTOPOHbI pyKOBOACTBA.

KniouyeBon nepcoHan

2.5 BbIcwWwee pyKOBOACTBO AOMKHO Ha3Ha4YMTb KITHOYEBOW PYKOBOASLLMIA NEPCOHAr, BKIOYas pyKoBOAUTENS
Npon3BOACTBa W pyKOBOAMTENSA NoApasfdeneHuns KOHTPOMs KavyecTBa, a Takke [OCTAaTOYHOE 4YUCNOo (HO Kak
MWHUMYM OAHO) YMNOMHOMOYEHHbIX nuL, ecnu B 0083aHHOCTU PYKOBOAMTENS NPOU3BOACTBA M (Mnu)
pykoBOAWUTENs noapasfeneHns KOHTPOMS KavecTBa He BXOAAT 0083aHHOCTW, NpeayCcMOTpEeHHble Ans
YnonHomMmo4eHHOro nuua. Knioyeson pykoBogsALLMI NepcoHarn, Kak npaBuno, AomkeH pabotaTtb NonHbIi pabounii
OeHb. PykoBogntenun nponsBoACcTBa M NogpasfeneHnst KOHTPoNnsa KavyecTBa AOSKHbI ObiTb HE3aBUCUMbI APYr OT
gpyra. B Oonbwunx opraHusaumsax MoOXeT BO3HUKHYTb HeoOXOAMMOCTb nepefatb APYruM  COTpYyOHWKaM
oTaenbHble 0653aHHOCTN, YKa3aHHble B 2.7 — 2.9 HacTosiLWero pasaena.

Kpome TOro, B 3aBMCMMOCTM OT pa3mepa W CTPYKTypbl OpraHv3aumm MoxeT ObiTb OTAENbHO HasHa4veH
pyKoBoauTENb MoApasfgeneHus obecnevyeHus kavyecTBa WM pykoBOAUTENb nogpasgeneHvs kadectsa. [lpu
HanNMuYUM Taknx MoApasfderieHUn HEKOTOpble MX 00A3aHHOCTW, ykasdaHHble B 2.7 — 2.9 HacTosiwero pasgena,
Oyayt obwmmm c 00A3aHHOCTAMM PYKOBOAWUTENS MNoApas3fenieHMs KOHTPONs KadvecTBa M pPyKOBOAWUTENS
npon3BoACTBa, NMO3TOMY BbICLLEE PYKOBOACTBO AOIMKHO oGecneyvnTtb, YTOObl MX 06SI3aHHOCTU U MOSTHOMOYUS
ObIfM YETKO U HEABYCMbICIIEHHO ONpeaeneHsi.

2.6 O6sA3aHHOCTM YNOMHOMOYEHHOIO Nnua:

a) [Ond nekapcTBEHHbIX CpeacTs, MpousBedeHHbIX Ha  Tepputopun  Pecnybnukn  Benapyce,
YNonHOMOYEHHOE NMLO [OOIMKHO rapaHTMpoBaTh, YTO Kaxgas cepus Obima npousBegeHa M npoBepeHa B
COOTBETCTBMM C 3akoHogaTtenbctBom Pecnybnvkn benapycb u B coOTBETCTBMM C  TpeboBaHMAMMU
pPervcTpauoHHOro OCbE Ha NIEKApPCTBEHHOE CPeACTBO;

b) ons nekapcTBeHHbIX CPEACTB M3 TPETbUX CTPaH HEe3aBUCUMO OT TOro, Obiin M OHM MPOM3BEAEHbI Ha
TEPPUTOPUSX FOCYAapCTB-4NeHOB EBpasniickoro SKOHOMMWYECKOrO CO3a, YMOMHOMOYEHHOE NUUO [OIDKHO
rapaHTMpoBaTb, YTO Kaxaas MNpPOM3BOACTBEHHasi cepus noaseprnace B Pecnybnuke benapycb nonHomy
KayeCTBEHHOMY M KOMWYECTBEHHOMY aHanuay Mo KpalHeW Mepe BCEX aKTUMBHbIX BELLECTB M BCEM OPYruM
UCMbITAHMAM WM MPOBEpPKaM, HeobxoaMmbiM Ans obecnevyeHust KayecTBa JIEKAPCTBEHHbIX CpeacTB B
COOTBETCTBMU C TPEOOBAHNAMU PErUCTPALMOHHOIO AOChE.

YnonHomMo4eHHOe NuLo (Nuua) nepes BbiMyckoM NOOON cepyum JOIMKHO AOKYMEHTanNnbHO NOATBEPAUTL, YTO
BCE HeOOXoauMble onepaLmm BbIMOMHEHbI N YTO Kaxaasl Cepusi COOTBETCTBYET YCTAHOBMNEHHbIM TpeboBaHMAM.

O6pasoBaHune, obyyeHne n ctax paboTbl YNOMHOMOYEHHbIX MWL, AOMKHbI COOTBETCTBOBATL TPeOOBaHUAM,
YCTaAHOBMEHHbIM 3aKoHoOaTenbCTBOM Pecnybnukn benapycb, mMexgyHapOAHbIMWM [OrOBOpaMuM U peLleHUs MU
opraHoB EBpasuinckoro aKkOHOMMYECKOro Co3a, cocTaBnsiowmmn npaBo Coto3a. OHM JOSMKHBI MOCTOSIHHO U
HEMpPEePbLIBHO HaxOAMTbCS B PacrnopsikKeHWM Brafenbua paspelleHus (NMueH3nn) Ha nNpou3BOACTBO ANA
BbINOSHEHNSI CBOMX 0DA3aHHOCTEN.

0O6a3aHHOCTM YMOMHOMOYEHHOIO fnMLa MOryT ObiTb MepeAaHbl TONbKO APYroMy YMNOMHOMOYEHHOMY nvuy
(nuuam).

Mopsagok noAaTBepXOeHUs YMONHOMOYEHHbIM JMLOM COOTBETCTBUSA CEpuUM NPOAYKUUM NpUBEOEH B
MpunoxeHun 16.

2.7 O6s3aHHOCTM PYKOBOAUTENS NPOU3BOACTBA BKMOYAOT B Ce0S, Kak NpaBumIio:

i) obecneyeHne COOTBETCTBUS MPOU3BOACTBA M XPaHEHUSA NPOOYKLMU YTBEPXAEHHOW OOKyMEeHTauuu ans
obecne4veHns TpebyemMoro Ka4ecTsa;

ii) yTBEp>KAEHNE NHCTPYKUNIA, OTHOCALLMXCA K MPOU3BOACTBEHHBIM onepauunsam, n obecrnedeHne nx cTpororo
BbINOSHEHUS;

iii) obecnedyeHne OLEHKM W NOAMUCaHUS MNPOM3BOLACTBEHHbIX [JOKYMEHTOB YMOHOMOYEHHBIM Ha 3TO
nepcoHarnowm;

iv) obecrnedeHne 1 rapaHTUIO KBanudukaumm, Hagnexalero cogepkaHns, akcnnyataumm n TEXHUYECKOTO
o6cnyxmMBaHMA NOMeLLEHU 1 060pyAOBaHNSI B CBOEM NOApasaeneHuuy;

V) obecneyeHve 1 rapaHTUIO NPOBELAEHNSI COOTBETCTBYHOLLEN Banuaauum;

vi) obecneyeHne 1 rapaHTUo NPoBeAEeHUA HeOOXOOUMOro MEpPBMYHOrO U MOCNEAYHOLLEro HEMpPEpPbIBHOMO
0o0y4yeHunsa nepcoHarna cBoero noapasgerneHus.

2.8 O6s3aHHOCTM PYKOBOAUTENSA NOAPA3AENEHMS KOHTPOISA Ka4YecTBa BKMYaloT B cebsi, Kak NpaBuIio:

i) ogobpeHne WM OTKIOHEHWEe, eCnM OH CyMTaeT 3TO HeobXoAWMbIM, WCXOOHbIX W YNaKOBOYHbIX
MaTepuanos, a Takke NPOMEXYTOYHOWN, HepacacoBaHHON M rOTOBOW NPOAYKLNNK;

ii) obecneveHne npoBeaeHMs BCEX HEOOXOAMMbIX UCMbITAHUA N OLLEHKM COOTBETCTBYIOLLMX 3arMUCeN;

iii) yrBepxxaeHve cneumdukaumi, npouenyp no otéopy npob, MeToauk UCHbITAaHUA N ApYrnx npoleayp no
KOHTPOIIO Ka4yecTBa;

iv) ogobpeHue cneynanucTos, NPUBMEKaeMbIX K NPOBEAEHMIO UCTbITAHUIM NO KOHTPAaKTY, U OCyLLeCTBNeHne
KOHTPOIS 3a HUMK;

V) obecneyveHre 1 rapaHTUIO KBanudukaLmm, Hagnexawlero cogepXaHus, aKcnnyatauum nu TEXHUYECKOro
0o6CnyXMBaHMsA NOMELLEHU 1 060pya0BaHNs B CBOEM NoapasgeneHunuy;
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vi) obecneyeHne u rapaHTUIO NPOBEAEHUSA COOTBETCTBYIOLEN Banuaaumu,;

vii) obecneyeHne 1 rapaHTUiO NpoBedeHns HeobXoOUMOro NepPBUYHOrO U MOCNEAYIOWEro HENpepbiBHOIO
0byyeHuns nepcoHana cBoero noapasgeneHus.

Opyrne obsA3aHHOCTM nepcoHana nogpasfenieHns KOHTPONs KavecTBa ykasaHwbl B pasgene 6 Yactum |
HacTosiwero TKI1.

2.9 PykoBogutenu npouMsBoAcCTBa M NoApas3ferieHnst KOHTPOMS KayecTBa, a TakkKe pyKoBOAMTENb oTAena
obecneyeHns KayecTBa WM PyKOBOAUTENb CryXObl kayecTBa (MpyM HEOOXOAMMOCTM), Kak MpaBwuso, UMERT
HekoTopble 06LiMEe WM COBMECTHO BbIMOSIHAEMblE 00S3aHHOCTM, OTHOCALLMECS K obecnevyeHuio KayecTBa
NpoayKuuW, BKMOYas, B YaCTHOCTM, pa3paboTky, adpeKkTMBHOE BHeapeHue, nogaepXaHue M MOHUTOPWHT
CUCTEMBI YNpaBMEeHUs] KA4YECTBOM.

OTn 0693aHHOCTM MOTYT BKItoYaTh B cebs:

i) cornacoBaHue 1 yTBepXAeHWe NUCbMEHHbIX NpoLeayp U Apyrux AOKYMEHTOB, B TOM YWCMe BHECEHUE B
HUX U3MEHEHWUI;

il) MOHUTOPUHT N KOHTPONb NPON3BOACTBEHHOW Cpeapl;

iii) kOHTpONb 3a cobnaeHnemM rurneHn4ecknx TpeboBaHun Ha NpeanpPUATUK;

iv) Banugauuio NnpoLeccos;

V) obyyeHune nepcoHana;

Vi) yTBEPXXAEHNE Y MOHUTOPUHI NOCTABLLMKOB UCXOLHbIX M YNAKOBOYHbIX MaTepuaros;

vii) yTBEpPXOEHWE U MOHWUTOPWHI OpPraHn3auui, BbIMOMHAKWMX PaboTbl MO KOHTPAKTy, M MOCTaBLLMKOB
OPYrMX CBA3aHHbIX C HaAnexallen NpoM3BOACTBEHHOW MPAKTUKON ayTCOPCUHIOBBIX YCIYT;

viil) onpegeneHe n MOHUTOPUHT COBNoAEHUS YCIOBMIN XpaHEHUSI MaTeprarnoB U NPOAYKLMHK;

iX) XxpaHeHue 3anuncew;

X) MOHUTOPUHI cobrntoaeHnst TpedosaHun GMP;

xi) npoBepKy, paccnegoBaHve u otbop npob (06pasuoB) B Lenax KOHTPONs (hakTopoB, KOTOpble MOryT
NOBMMATb HA KAYECTBO NPOAYKLNM;

Xii) yyacTne B aHanm3e CO CTOPOHbl PyKOBOACTBa PYHKLMOHMPOBaHUS NPOLIECCOB, KayecTBa NpogyKkumnm u
CUCTEMbI ynpaBrieHUsi Ka4eCTBOM U NOAAEPXKKY NMOCTOSIHHOIO YNyyLLEHUS;

Xiii) obecneyeHne cBoeBpeMeHHOro n addekTnBHoro obmeHa MHgopmMauuen n gosegeHme npPobnemHbIX
BOMPOCOB MO Ka4eCTBY A0 PYKOBOASILLENO COCTaBa COOTBETCTBYIOLLENO YPOBHSI.

O6yuyeHue

2.10 MpowusBoauTenb AormkeH obecneuntb obyyeHne nepcoHana, OOJMKHOCTHblE 00A3aHHOCTW KOTOPOro
npegnonaraioT npebbiBaHNe B MPOWM3BOACTBEHHbIX W CKMAACKUX 30HAX WM KOHTPOMbHbIX NabopaTtopusax
(BKMOYas TEXHUYECKUA U O0BCMNyXMBaLWMIN NepcoHan u COTpyaHMKOB, NpoBoasAwmnx yoopky), a Takke Apyroro
nepcoHana, 4eATenbHOCTb KOTOPOro MOXET OKa3aTb BMMSHME Ha Ka4eCTBO NPOAYKLMN.

2.11 Kpome OCHOBHOro OByYeHMs1, BKIIOYAKOLEro TEOPU0 1 NPAKTUKY MPUMEHEHUSA CUCTEMbI YNpaBneHus
kadyectBoMm M GMP, kaxgbll NPUHATBIN Ha paboTy COTPYAHMK OOJDKEH MPONTM MepBuYHOE O00ydeHue B
COOTBETCTBMU CO CBOUMMW AOIMKHOCTHbIMU 0BsidaHHOCTAMMW. [Mpon3BoaMTenb OOIMKEH NPOBOAUTL MOcneayoLlee
HenpepbiBHOE ODOy4YeHWe nepcoHarna, nepuoamyecky oueHmBas ero adeKkTMBHOCTbL Ha npakTuke. ObyveHue
nepcoHana AOMKHO nNpoBOAUTBCS MO MporpammMaM, YTBEePXKOEHHbIM COOTBETCTBEHHO pyKoOBOAUTENEM
npoussoactea Nnbo pykosBoguTernem nogpasfaeneHns KOHTpons kadectBa. [Mpoussogutens 06s3aH XpaHuTb
3anvcy o NpoBeaeHun obyyeHus.

2.12 lMepcoHan, paboTalowmii B 30HaXx, rAe KOHTaMUHaUWA NPeacTaBNsaeT ONacHOCTb (Hanpumep, B YACTbIX
30Hax WM B 30HaX, rge paboTalT C BbICOKOAKTUBHBIMW, TOKCUYHBIMW, WHMUUPYOWMMU  Unn
CEHCNONNN3NPYIOLLIMMN BELLECTBAMM), AOSHKEH MPONTU cneyunanbHoe obyyeHne.

2.13 Tocetutenu u (Mnu) He npolwenwme oby4yeHWe COTPYOHWMKU He [OOMMKHblI JOMYyCKaTbCA B 30HbI
NPOu3BOACTBA U KOHTPONSA KadecTBa. Ecnv aTo Hen3bexXHO, OHWM JOSMKHBI NPEABAPUTENBHO NPOWTU MHCTPYKTAX,
B YACTHOCTM MO TUrMEHNYECKMM TpeboBaHWAM K MepcoHany M UCMOMb30BaHWUIO 3aLUMTHOW oAexabl. OImKHbI
ObITb OpraHM3oBaHbl X CONPOBOXAEHME U HAbMoAeHNE 3a HUMMW.

2.14 Tlpn oBydyeHMn JOMKHbI MOOPOOHO PasbACHATECA M 0OCYXAaTbCHA MPUHUUMBLI (hapmaueBTUYecKon
CUCTEMbI KAa4eCTBa, a Takke BCe Mepbl, yryyllatoLlime UX MOHUMaHue 1 ocyLlecTBIeHNe.

FMrneHnyeckune TpeboBaHUA K nepcoHany

2.15 Ha npeanpuaTum gOmKHbl ObiTb pa3paboTaHbl AeTarnbHble NPOrpaMmbl MO TMIMEHe Tpyda C y4eToM
0COBGEHHOCTEN KOHKPETHOro MPOM3BOACTBA. ATU MporpaMMbl OOMMKHbI COAepXaTb NpoLeaypbl, kacatowmecs
3[0pOBbsi, COOMIOOEHNST TUTMEHUYECKUX MpaBwuil M TpeboBaHW K ogexae nepcoHana. Kaxgblli COTpyAHMK,
06513aHHOCTI KOTOPOro npeanonaratoT npebbiBaHMe B 30HaxX NPOU3BOACTBA M KOHTPOIS, AOMKEH NOHUMaTb U
TOYHO cobnogath aTK npouenypbl. PykoBoACTBO NpeanpusaTUs OOMMKHO COAEMNCTBOBaTbL Pa3BMTUIO NpOrpamMm no
rmrmeHe, Kotopble criegyet obcyxaaTtb npy ody4eHuu.

2.16 Jlvua, npvHuMaeMble Ha paboTy, OOMKHbI NPOUTU MeauUMHCKUA ocMoTp. [MpousBoanTens 06sa3aH
YTBEPAUTb MHCTPYKUMKM, obecneyvmBaroLmne ero 0CBe4OMIIEHHOCTb O COCTOSIHUM 340POBbsSI NepcoHana, KoTopoe
MOXeT MOBNUSATb Ha KayecTBO npoaykuuu. [Nocne nepBMYHOro MeAMLMHCKOro OCMOTpa OOJPKHbI MPOBOANTHCS
perynsipHble nocrneaylwmne MeamumMHCKne OCMOTpbl NepcoHana.
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2.17 TponsBoauTenb OOIMKEH MPUHATL Mepbl, obecneynBaLwme HegonyweHne vy ¢ MHEKUMOHHBIMM
3ab60neBaHNSMN NN OTKPbITEIMU MOBPEXAEHUAMUN Ha OTKPLITLIX Y4acTKax Tena K NPOU3BOACTBY NeKapCTBEHHbIX
CpeAacTs.

2.18 Jlnua, Bxogdwme B NPON3BOACTBEHHbIE 30HbI, AOIMKHbI HOCUTb 3aLUMTHYIO OA4eXaY, COOTBETCTBYIOLLYIO
BbINOMTHAEMbIM B 3TUX 30HAX onepauusm.

2.19 B nNpouv3BOACTBEHHbIX M CKITAACKMX 30HaX 3anpeLlarTcs KypeHue, NMpyvem NuliM, NUTbe, XeBaHue, a
TakKe XpaHeHue MULLEBbIX NPOAYKTOB, HANWTKOB, TabayHbiX U3AENWA W MNWYHBIX NEeKapCTBEHHbIX cpeacTB. He
JonyckalTtcs nobble OencTBUA, HapyLlalLwme rurmeHmdeckne TpeboBaHns B NPOM3BOACTBEHHbBIX MOMELLEHUSIX
(3oHax) unu gpyrnx mecrtax, KOTopble MOryT Oka3aTb HeGnaronpusiTHoe BINSIHWE Ha Ka4eCcTBO NPOAYKLUN.

2.20 Heobxogumo msberatb HENOCpPeOCTBEHHOrO KOHTaKkTa PyK MepcoHana C OTKPbITOW npogykuuen, a
Takke ¢ Nobon yacTblo 060pyAOBaHMS, KOHTAKTUPYIOLLEN C NPOAYKLUMEN.

2.21 TepcoHan gomkeH bbiTb 06y4YeH NpaBunam MbiTbsi PyK.

2.22 CneuuanbHble TpeboBaHWs, OTHOCSLLMECS K NPOU3BOACTBY OTAENbHbLIX BUAOB NPOAYKLMKU (Hanpumep,
CTepUnbHbIX NEKapCTBEHHbIX CPeACTB), NPUBEAEHbI B MPUMNOXEHMAX K HacToswemy TKI1.

KoHcynbTaHTbI

2.23 KoHcynbTaHTbl JOMKHBI UMETb COOTBETCTBYOLEee 0bpa3oBaHMe, NOArOTOBKY W OMbIT MO BOMpOCaM,
KacaloLMMcs OesATeNbHOCTU, As KOHCYNbTUPOBaHUS B cdepe KOTOpOW OHM MpusnekatTcs. Cnenyet BeCTU UX
yyeT C yKkasaHMeM JMYHbIX OaHHbIX, agpeca MPOXUBaHWUS, KBanvdukauum v Buaa ycnyr, npenocTaBrsieMblX
3TUMU KOHCYNbTaHTaMM.

3 NomelweHusa n o6opyaoBaHue

MpuvHUMN

MomeweHns wn obopynoBaHue criegyeT pacnonaratb, NPOEKTMPOBaTb, CTPOWUTb, OCHAWaATb U
aKkcnnyaTtuposaTtb TakuM 0bpa3om, YToObl OHM COOTBETCTBOBANM NMPOBOAUMBIM OMnepauusm. VIx pacrnonoxeHune un
KOHCTPYKLMS JOIMKHBI CBOAUTL K MUHMMYMY pUCK OWMGOK 1 0becnevmBaTb BO3MOXHOCTb 3PPEKTUBHOM OUMCTKM
N 06CNyXMBaHUS B LENSIX UCKIMHOYEHNS NEePeKpeCcTHON KOHTaMUHAaLMKW, HAKOMMEHUs MbiW UMK rps3n U nobbix
HebnaronpuATHbIX hakTOPOB ANs KavyecTBa NPOAYKLUM.

MomeweHusa

O6wme TpeboBaHNA

3.1 MpousBoacTBeHHas cpeda MOMELLEHUIA, YYUTbIBasi BCE Mepbl MO 3aliuTe NPOW3BOACTBA, AOJIKHA
NpeaAcTaBnsaTb MUHUManNbHbIA PUCK KOHTAMUHALMW MaTepuanos U NPoayKUmu.

3.2 CnegyeT npoBOANTb TLLATENBHOE TEXHUYECKOE 0BCNyXMBaHNE NOMELLEHUI, rapaHTUPYS, YTO PEMOHT U
obcnyxnBaHue He GyayT npencTaBnNATb HMKAKOW OMACHOCTU ANS KadecTBa npoaykumu. MNomelleHuss cneayet
ybvpaTtb U1, rae NpUMeHNMo, Ae3MHMULMPOBATL B COOTBETCTBUM C NOAPOOHBIMU MUCbMEHHBIMU MHCTPYKLMSMU.

3.3 OcselueHne, TemnepaTypa, BMaXHOCTb W BEHTUMSAUMS AOMKHbI ObiTb COOTBETCTBYHOLMUMU U HE
oKasblBaTb HeGnaronpuaTHOrO BO3OEWCTBMS (MPSIMOrO MMM KOCBEHHOIO) HW Ha NEeKkapCTBEHHble CPeacTBa BO
BpeMsi UX MPOM3BOACTBA U XpaHEHWs!, HU Ha Haanexallee PyHKLMOHMpoBaHne obopyaoBaHus.

3.4 TMomelueHns OOMKHbI GbiTb CMPOEKTUPOBAHLI UM OCHaLLEeHbl TakuMm obpasom, 4ToGbl obecneumBaTb
MakcUMarbHYH 3aLUTY OT NPOHUKHOBEHUS B HUX HACEKOMBIX U (UIN) )KUBOTHbIX.

3.5 [omkHbl BbITb NPUHATHI Mepbl, NpeoTBpallalolme BXo4 B MOMELLEHUS Nul, HEe UMELMX npasa
focTyna B HuX. 30HbI NPOU3BOACTBA, XPAHEHUSI U KOHTPOMs KavyecTBa He [OJKHbl WUCMOMNb30BaThbCs Kak
npoxoaHble ANs NepcoHana, KoTopbl B HUX He paboTaer.

MpousBoacTBeHHas 30Ha

3.6 lMepekpecTHas KOHTamMMHaLMA OOMKHA ObiTb NMpegoTBpaLleHa Ans BCcexX NeKapCTBEHHbIX CPEeACTB Mpu
NPOEKTMPOBAHNM U 3KCMNyaTauum NpoM3BOACTBEHHbLIX NOMeLLEeHM. Mepbl N0 NPeLOTBPALLEHUIO NEPEKPECTHOM
KOHTaMWHaLUN OOMKHblI OblTb COM3MEPUMMbl C puckamu. [Nnsi OUEHKU W YnpaBfeHust puckamu criegyeT
ncnonb3oBaTh MNPUHUUMBLI YNPaBfeHWs puckamy Ans kadecteBa. B 3aBMCMMOCTM OT YPOBHSA pucka MOryT
notpeboBaTbCA BblOENEHHbIE MOMELLEHUS U 0OOpyooBaHUE AN MPOU3BOACTBEHHBLIX M (MNN) YNAKOBOYHbIX
onepauun, 4YToObl KOHTPONMMPOBAaTb PUCK BO3MOXHOW MEPEKPECTHOW  KOHTaMWHALMW  HEKOTOPbIMM
nekapCcTBEHHbIMWU CPeACTBaMMU.

Heobxogumo BbigeNsATb MPON3BOACTBEHHbIE Y4acTKu1, ECNW fiekapCTBEHHOE CPeaCTBO NpeAcTaBnsdeT cobon
pUCK:

i) KOTOpbIA HEe MOXET KOHTPONMPOBATbCA Hagnexawmm o6pasoM OpraHns3auMoHHbIMKU U (UNn)
TEXHUYECKUMWN Mepamu, Unm

i) Hay4YHble JaHHblIe TOKCUKOITOTMYECKON OLIEHKM HEe MOATBEPXKAAT BO3MOXHOCTb HaAMeXallero KOHTpons
pucka (HanpuMMmep, BbICOKOCEHCUMOUNU3MPYIOLWME MaTepuanbl C annepreHHbIM NoTeHuManom, Takue kak beta-
naktambl), unm
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iii) cooTBeTCTBYIOWME Mpefenbl OCTATOYHbIX KONMYECTB, MNOMYYEHHbIE NMYTEM TOKCUKOMOrMYECKON OLEHKH,
He MOoryT 6bITb YAOBNETBOPUTENLHO ONpeAerieHbl C NOMOLLbI0 BanvaMpoBaHHOro aHanmMTM4eckoro Metoaa.

HanbHenwne ykasaHusa npueefeHbl B pasgene 5 Yactu | Hactoawero TKIM u B lMpunoxeHuax 2 — 6 k
HacTosiemy TKIT.

3.7 TlpegnoytutenbHo, 4TOObI MMAHMPOBOYHbIE pPELUEHWS MOMELLEeHW COOTBETCTBOBaNM NOrM4eckon
nocneaoBaTenbHOCTU MPOU3BOACTBEHHbBIX onepaumnin n TpebyembiM YPOBHAM YUCTOTHI.

3.8 T[naHvpoBOYHblE pelleHNs paboymx 30H WM BHYTPUMPOU3BOACTBEHHBLIX 30H XpaHEHUs1 OOIDKHbI
obecneuymBaTb nocrnegoBaTtefibHOE W NOrMYHOE pasMelleHve obopyaoBaHWs W MaTepuanos, CBOAsLLEe K
MWHUMYMY PUCK NepenyTbiBaHNS pasfnyHbIX NTEKapCTBEHHbIX CPEACTB UM UX KOMMOHEHTOB, obecneymBaroLLee
OTCYTCTBME MEPEKPECTHOW KOHTaMuUHaUWM M CBOASLIEE K MWHMMYMY PUCK MPOMycKa WM HenpasBuIlbHOro
ocyLUecTBNeHns Nboro atana npy NPOM3BOACTBE UMW KOHTPOre.

3.9 Tawm, rae McxofHble 1 MepBuUYHbIE YNAKOBOYHbIE MaTepuarbl, MPOMEXyTovHas unn HepacdgacosaHHas
NPOAYKUMUS MOABEPXEHbl BINAHUIO MPOU3BOACTBEHHOW cpenbl, BHYTPEHHWE MNOBEPXHOCTU (CTeHbl, MOnbl U
MOTONKW) OOSMKHbI ObITh rmagkvMu, 6e3 wenen n TpewmH Ha CTblKaxX, He AOIMKHbI BbIAENSATb YacTul, a Takke
OOIMKHBI NEerko n 3EKTUBHO oumnLLATBLCS U, NPY HEOBXOANUMOCTM, AEe3UHPULNPOBATLCS.

3.10 Tpyb6onpoBogpbl, OCBETUTErMbHblIE NPUOOPbI, BEHTUNSALMOHHbIE YCTAaHOBKM W [ApyrMe CUcTeMmbl
0obcnyXMBaHWA OOMKHbI OblTb CNPOEKTMPOBaHbI U PacnoNoXeHbl TakuM 0b6pa3om, YTobbl He BbINo yrnybneHnn,
3aTPYAHSIOLWMX UX OYUCTKY. 10 BO3MOXHOCTM AOCTYN K HUM Ans 06CNyXMBaHUS OOMKEH OCYLLEeCTBAATLCA N3BHE
NPOU3BOACTBEHHbLIX 30H.

3.11 To4kn NOAKMIOYEHUS K KaHanu3auMOHHbIM CTOKaM OOJSKHblI ObiTb COOTBETCTBYIOLUX PasMeEpoB U
obopyaoBaHbl yCTpONCTBaMW ANA npedoTBpalleHus obpatHoro noTtoka. 1o Bo3moxHoCTW crnepyeT m3beratb
OTKPbITBIX CIMBHBIX enoboB, HO ecnn OHWM HEOBXOAUMBI, TO OHW AOSKHbI ObiTb HErnybokMMKU Ans obneryeHuns
OYUCTKN U Ae3nHAeKUmm.

3.12 lMpown3BoAcTBEHHbIE 30HbI creayeT ahEeKTUBHO BEHTUNMPOBATL; B HUX AOIMKHbI ObITb CpeacTea Ans
KOHTpONS napaMeTpoB Bo3Adyxa (BkMwyas TemnepaTtypy W, rae Heobxoaummo, BRaXHOCTb U ubTpaumio),
cooTBeTCTBYIOLWMe 06pabaTbiBaemMon NpoAyKUMM, MPOBOAMMBIM ONepaunsM 1 NpOM3BOACTBEHHOW 30He.

3.13 BsBewwmBaHWe WCXOOHLIX MaTepuarnoB, KaK nNpaswuno, criefyeT OCYWecCTBNATb B OTAENbHOM,
npegHasHa4YeHHOM Ansi 3TOro NOMELLEHUN.

3.14 B Tex cny4asax, korga npoucxogut obpasoBaHue nbinu (Hanpumep, BO Bpems oTbopa npob,
B3BELLUMBAHWS, CMELUMBaHWUSA W MPOWU3BOACTBEHHbIX OMepauui, YNnakoBKM CYXOW MPOAYKUWUM), OOMKHbl ObiTb
NPUHATLI creunanbHble Mepbl NPESOCTOPOXHOCTM B LiENsX npefynpexaeHus nepekpecTHon KoHTamuHauuu u
obneryeHns OUNCTKW.

3.15 lNomelleHnsa Ans ynakoBKU NEKapCTBEHHbIX CPeaCcTB AOIMKHbI ObITb CneumansHO CPOeKTUPOBaHbl U
pacnonoxeHbl Takum o6pa3om, 4Tobbl n3bexaTb nepenyTbiBaHWUSA WU NEPEKPECTHON KOHTaMUHaLMK.

3.16 Tlpou3BoACTBEHHbIE 30HbI AOIMKHbI OblTb XOPOLIO OCBeELlEeHbl, OCOOEHHO TaM, rae MnpoBOAUTCA
MOCTOSIHHbIN BU3YyarbHbIA KOHTPOIb.

3.17 KoHTponb B npouecce nponsBoAcTBa MOXHO MPOBOAUTL B MPOM3BOACTBEHHOW 30HE, €Cnn 3TO He
co3gaeT pucka Ans TeXHONMOrM4Yeckoro npovecca.

Cknapackue 30HbI

3.18 Cknapckue 30Hbl AOMKHbI ObITb 4OCTATOYHO BMECTUTENbHBIMM, YTOOLI 06ecneyYnTb ynopsigoyYeHHoe
XpaHeHue pasnU4YHbIX KaTeropum maTepuanoB W MpPOAYKUMU: WCXOOHbIX M YNaKOBOYHbLIX Martepuanos,
NPOMEXYTOYHOMN, HepacdacoBaHHOW M rOTOBOM NPOAYKUMKW, a Takke NPoOyKuMKW, HaxoOsLencs B KapaHTuHe,
nNpoayKunn, paspeLleHHOn Ans BbiNycKa, OTKINOHEHHOW, BO3BPALLEHHOW UM OTO3BaHHOMN.

3.19 Tllpn npoeKkTMpOBaHWM W OCHALLEHMM CKNaACKMX 30H cnefyeT npegycmatpvBaTb Haanexaliue
YCIOBUSI XpaHeHus. B 4acTHOCTM, OHWM [OIMKHbI ObITb YACTBIMU U CYXMMW, B HUX AOSHKHA MOOOEPKUBATLCS
Tpebyemasi Temnepartypa. Ecnu TpebyioTca cneumanbHble YCNOBUS XpaHeHUs (Hanpumep, Temnepartypa,
BMaXHOCTb), TO HeobxoaMmo obecneymBaTb M MNPOBEPATb TaKMe YCMOBUSl, @ TaKkKe OCYLECTBNATb WX
MOHUTOPWHT.

3.20 B mecTax npuveMKs M OTIpy3kM AofkHa ObiTb obecneyeHa 3awimMTa MCXOOHBIX U YMAKOBOYHbIX
mMaTepuarnoB 1 NPOAYKLUUN OT BO3AENCTBUSA MOrOAHbLIX YCIOBUIA. 30HbLI MPUEMKM OOMKHbI ObITb CMPOEKTUPOBAHI
n obopynoBaHbl Tak, YTOObI Tapy C NOCTyNalLWMMN MaTepuanamm nepes cknaampoBaHUeM rnpu Heo6Xo4MMOCTH
MOXHO BbINIO oYULLATD.

3.21 Ecnu pexum kapaHTMHa obecneynBaeTcsa XpaHeHWEM MPOAYKUUN B pa3gesibHbIX 30HaxX, TO 3T 30HbI
OOIDKHbI ObITb YeTKo 0603HayeHbl, a LOCTYN B HMX pas3pelleH MepcoHany, MMEeKLWeMy COOTBETCTBYHLLME
nonHomouus. Jlobaa Agpyras cuctema, 3aMeHsowasa QU3NYECKUA KapaHTWH, AofkHa obecneymBaTh
3KBUBANEHTHYIO HaZEeXHOCTb.

3.22 Kak npaBurno, JormkHa 6bITb oTAensHasa 3oHa Ans otbopa npob ucxoaHblx maTepunanos. Ecnn otbop
nNpo6 ocyLlecTBNAETCA B 30HE XpaHEeHWUs, TO OH AOMKeH NpoBOAUTLCHA TakuMm obpasom, YTobbl NpefoTBpaTUTL
KOHTaMMHaLUMIO UMW NepekpecTHY0 KOHTaMMHaLUMIo.

3.23 [nsa XpaHeHWs OTKNOHEHHbIX, OTO3BaHHbIX WMNN BO3BPALUEHHbIX WCXOAHbLIX W  YNaKOBOYHbIX
MaTepuanos UMy NPOAYKLMM OOMKHbI ObITb NPeaYCMOTPEHbI U30NNPOBAHHbLIE 30HbI.

3.24 BbICOKOAKTVBHbIE BeLLeCTBa W JeKapCTBEHHble CPeAcTBa AOIDKHbI XpaHWTbCA B 6e3onacHbiX U
3alUULLEHHbIX 30HaX.
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3.25 CnepnyeT ygensitb ocoboe BHMMaHWe 6e30nacHOMY M HaAeXHOMY XpaHEeHUI0 NevaTHbIX YNaKoBOYHbIX
MaTtepuaros, Tak Kak OHW CYATAIOTCA KPUTUYECKMMI AN obecrnevyeHnsi COOTBETCTBUS NEKapCTBEHHOMO CpeacTsa
YCTAHOBMNEHHbLIM TPEBOBaHUAM.

30HbI KOHTPONSA KayecTBa

3.26 Kak npasuno, nabopatopumn KOHTPONs KayecTsa AOMKHbI BbiTb OTAENEHbl OT NPOU3BOACTBEHHbIX 30H.
3OT0 0CcO6EHHO BaXHO Ansi nabopaTopui N0 KOHTPOSO GMOMNOrM4Yecknx nu MMKPOBUONOrMYecknx nekapCTBEHHbIX
CpeACTB 1 pagMomM30TONOB, KOTOPbIE AOIMKHbI ObITh TaKKe OTAENEHbI APYr OT Apyra.

3.27 KoHTponbHble nabopaTopunm [OIMKHbI  OblTb  CMPOEKTUPOBaHbI  TakMuM  obpas3omM, 4TOObI
cooTBeTCTBOBaTb TpeboBaHMsIM K MNpoOBOAMMbIM B HuX pabotam. Bo wusbexaHve nepenyTbiBaHUa U
NepeKkpecTHONn KOHTaMUHALUUW OHM [JOIDKHbI  MMEeTb [JOCTaTouvHyl nnowans. Heobxogumo BblAenUTb
COOTBETCTBYIOLLME M NOAXOAsLIME NNoLaan Ang XxpaHeHus o6pasuoB 1 3anucen.

3.28 [Anga yyBCTBUTENbLHBLIX NPUOOPOB, HYXOAKLWMNXCA B 3allMTe OT BUOpaLMK, INEKTPOMarHUTHbIX NOnewn,
BMaXXHOCTW BO3A4yXa U T. 4., MOTyT ObITb NPeayCMOTPEHbI OTAENBbHbIE KOMHATHI.

3.29 Ocobble TpeboBaHusa npeabaABNATCA K nabopatopusiM, B KOTOpbIX MpoBogaTcs paboTbl €O
crneyndmnyeckumm BellecTBam (Hanpumep, GMoNorMyeckUMmn UM pagnoakTMBHBIMU MaTepuanamm).

BcnomoraTtenbHble 30HbI

3.30 KomHaTbl OTAbIXa M NpUeMa MuULLM OOIMKHbI OblTb OTAENEHbI OT APYrMX 30H.

3.31 lMomelleHna ans nepeoaeBaHusl, TyaneTbl U AylieBble KabWHbl OOMKHbI UMETb YAOOHBIA AOCTYM, UX
nnaHMpoBKa U pa3mepbl A0MKHbI COOTBETCTBOBATbL YMCNEHHOCTU NepcoHana. He gonyckaetcs, 4ToObl TyaneThbl
HenocpeAcTBEHHO Coo6LLanMcb ¢ NPOM3BOACTBEHHBIMU MW CKNaACKMMM 30HaMMU.

3.32 MacTepckmMe no BO3MOXHOCTU AOJDKHbI OblTb OTAENEeHbl OT NMPOU3BOACTBEHHBLIX 30H. B Tom crniyyae,
€CNn XpaHeHWe 3arnacHbIX YacTell U MHCTPYMEHTOB OCYLLECTBMSAETCA B NMPOM3BOACTBEHHOW 30HE, UX cnegyet
coaepXaTtb B NpedyCMOTPEHHbIX AN 3TOr0 KOMHAaTax Uiy 3anuparoLmxcs AWwukax.

3.33 BuBapwuv JormkHbl ObITb M305MPOBaHbI OT APYrMX 30H, UMETb OTAENbHbIA BXOA (AOCTYN K XXMBOTHbLIM) U
OTAenbHble CUCTEMbI BO3QYXOMNMOATOTOBKN.

OGopynoBaHue

3.34 KOHCTpyKUMS, MOHTaX U NMOPSiAOK TEXHUYECKOro 0OCMyXMBaHWUA NPOM3BOACTBEHHONO 06OpPYAOBaHUS
[OJIDKHBbI COOTBETCTBOBATb €0 Ha3HAYEHMIO.

3.35 PaboTbl N0 PeEMOHTY M TEXHUYECKOMY OOCNy>XUBaHUO 0OOPYyOOBaHUS He OOMKHbI MpeacTaBnAaTb
HUKaKoW OMacHOCTW AN KayecTBa NPoaYyKLMK.

3.36 KoHCTpyKUMsa Npor3BOACTBEHHOrO 060pya0oBaHMSA AOMKHA ObITh TakoW, YTOOLI €ro MOXHO BbINo nerko
M TwarenbHo ounwate. O4YUCTKY criegyeT NpPOBOAUTb B COOTBETCTBMM C NOAPOOHBIMU  MMCbMEHHBIMU
NHCTpyKuusamn. O6opygoBaHue cneayeTt XpaHuTb TOMbKO B YUCTOM Y CYXOM COCTOSTHUN.

3.37 WHBeHTapb ANsA MbITbS U OYUCTKM cnefyeT BblOMpaTb M MCMOMb30BaTh Tak, 4ToObl OH He cTan
WUCTOYHUKOM KOHTaMUHaLUMK.

3.38 ObopynoBaHve OOMKHO OblTb YCTAHOBIIEHO TakMM 0Opas3oM, YTOObl He AonyckaTb BO3HWKHOBEHMS
Kakoro-nnbo prcka owmnboK UM KOHTaMUHaLUN.

3.39 TlNpownsBoacTBeHHOe obOpygoBaHME He OOMMKHO MPeAcTaBnsATb HWKAKOW OMAacHOCTW ANS MpogyKUUW.
YactM nNpomsBOACTBEHHOrO 00OPYAOBaHWS, KOHTAKTUpYOLWME C NPOAYKUMEN, HE OOSPKHbI BCTynaTb C HEM B
peakumto, BblaenaTb unm abcopbupoBaTb BELLECTBA B TAKOW CTEMEHU, YTOObI 3TO MOIO NOBMNUSTbL HA KA4eCTBO
NPOAYKUUN 1 co3aaTb Takum obpa3om Kakyr-nmbo onacHOCTb.

3.40 To4yHoCTb M paboumii guMana3oH BECOB W LPYrMX CPencTB U3MEPEHWUA OOIMKHbI COOTBETCTBOBATb
NPOV3BOACTBEHHBIM N KOHTPOMbHbLIM ONepaLnsiM, B KOTOPbIX OHW UCMOMb3YHOTCS.

3.41 KanubpoBka u noBepka BECOB M APYrMX CPEACTB M3MEPEHUN, PErmcTPUPYHOLLMX U KOHTPOSbHbBIX
nNpMbopoB [JO/MKHA MNPOBOAUTLCA C  OMNPEdENeHHOMW MepPUOANYHOCTLIO  COOTBETCTBYIOLMMM  METOAAMM.
Heobxoanmo oopMnsiTb U COXPaHSITb 3aNMCK TaKUX UCMbITAHWA.

3.42 CrauuoHapHble TpybonpoBoabl LOMKHBI UIMETb YETKYH MAPKUPOBKY C YKadaHWeEM NPOXOoAsLUX N0 HUM
BELLECTB U, ecriv TpebyeTcs, HanpaBneHun noToka.

3.43 TpybonpoBogbl AN BOAbl  OYMLLEHHOW, BOAbI AN MHBEKUWA  (BUCTUINIMPOBAHHOM,
OENOHMN3MPOBAHHOM) U, NpyM HeobXOAMMOCTWU, OPYron BOAbl cCriefyeT nogBepratb CaHUTapHOW o06paboTke B
COOTBETCTBMMN C MUCbMEHHBLIMU WHCTPYKUUSMUW, B KOTOPbIX YyKasaHbl Npedefibl MUKPOOHOM KOHTaMuMHaumMm U
NpPUHUMaeMble MepPbI B CITy4ae UX NpPEBbILLEHMS.

3.44 HeucnpaBHoe obopyaoBaHuWe AOIMKHO ObiTb yAaneHo M3 MpPOM3BOACTBEHHbIX 30H M 30H KOHTPONS
KayecTBa Unu NpoOMapKUPOBaHO Kak HEUCNpaBHOE.

4 [lokymeHTaumA

MpuvHUMN

Hapgnexawas OOKYMeHTauunA CoCTaBNAEeT HeoTbeMIieMylo 4aCTb CUCTEMbI obecneyeHns kadectBa U
ABNAETCA KIN4YeBbIM 3J1EMEHTOM paGOTbI B cooTtBeTcTBMM C Hactoswmum TKI. B cucreme ynpasneHuna
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KayeCcTBOM NMPOU3BOANTENS OOIMKHbI OblTb YETKO YCTAHOBMEHbI Pa3fnyHble BUAblI UCNONb3YyEeMOW OKYMEHTaLmMu
n Hocutenen mHdopmauuun. [JokymeHTaums MOXeT CyLleCcTBOBaTb B pasnuMuHbIX d)opmax, B TOM YUCFE Ha
OymMaXXHOM, 9NeKTPOHHOM wunu doTorpadmyeckom HocuTene. [MNaBHOM LENbO NPUMEHAEMON CUCTEMBbI
OOKyMeHTaumn OOMmKHO ObITb co3aaHue, ynpaBreHue, KOHTPOmMb U perncTpauns Bcen OesaTenbHOCTU, KoTopas
MOXET HenocpeACTBEHHO MMM ONocpefoBaHO BMATb HA BCE acneKTbl KayecTBa NeKapCTBEHHbIX cpeacTs. B
JONoMHeHMe K Haanexalwlemy AOKYMeHTarnbHOMY OGOPMIMEHMIO pasnnyHbIX MPOLECCOB U OLIEHKM Kakux-rmbo
HabnwgeHU cuctema ynpaBreHus KayecTBOM [JOJDKHA COoAepXaTb AO0CTAaTOYHO NoApoOHble ykasaHus. 3Tu
yKasaHus CrnocoOCTBYOT 0OLeMy MOHMMaHuio TpeboBaHWA TakMMm obOpa3om, 4Tobbl MOXHO Obino
NPOAEMOHCTPMPOBAaTh MX MOCTOSIHHOE COobnoaeHNE.

CyuwiectByeT 2 OCHOBHbIX BuAa [AOKYMEHTauuMu Ans BbIMONHeHMs TpeboBaHui Hactoswero TKIT wu
permcTpaumm nx CobnaeHNUs: pernaMmeHTUpYOLWNA — NHCTPYKUMK (yka3aHus, TpeboBaHWs) 1 perncTpupyoLLmin
— 3anucu (oTyeTbl). Heobx0AMMO MPUMEHSATbL COOTBETCTBYIOLLYIO Haanexallylo npakTUKy AOKYMEHTanbHOro
0dopMnEeHUs B 3aBUCMMOCTHY OT B1aa JOKYMEHTa.

JomxkeH ObiTb BHeOpPEeH COOTBETCTBYIOLIMA KOHTPONb And obecneyeHnss TOYHOCTM, LENOCTHOCTH,
OOCTYNHOCTU U YETKOCTM AOKYMEHTOB. PernameHTupytoLmne JOKYMEHTbl AOSMKHbI ObITe 4OCTYMHbI B MMCbMEHHOM
BMAE W He [JOIKHbl copepXaTb OoWwnbok. MoHSATUE «B MUCbMEHHOM BMAE» WCMONb3yeTcs B 3HAYEeHUM
«3anucaHHbI UNM 3a40KYMEHTMPOBAHHLIN HA HOCUTENAX WMHGOPMAaLMKM, C KOTOPbIX AaHHble MOryT ObITb
nosly4yeHbl B Yataemon opmey.

[okyMeHTauus, Tpebyemasa Haanexailien Npon3BoACTBEHHOW NPaKTUKOM

[Jocbe npov3BOACTBEHHOW NIOWAAKN: AOKYMEHT, B KOTOPOM OMuCaHa AEeATenbHOCTb MPOM3BOAMTENS,
nmetoas oTHoweHue K HacTtoswemy TKI.

Twnbl pernameHTUpYoLWMX AOKYMEHTOB (PyKoBoACTBa U TpeboBaHus):

cneumdmrKauum — OKYMEHTbI, cogepxaline noapobHble TpeboBaHUsi, KOTOPbIM AOIMKHBI COOTBETCTBOBATL
NCXOAHbIE M YNaKoBOYHblE MaTepwarnbl U NPOAYKLWSA, UCMONb3YIOWMNECs UNn nostlydaemble npu nNpousBOACTBeE.
OHu ABRSAOTCA OCHOBOW ANSA OLEHKM KayecTBa NeKapCTBEHHbIX CPEACTB;

NPON3BOACTBEHHbIE peLenTypbl, TEXHOMOrMYeckne WHCTPYKLUUKW, WHCTPYKUMM MO YNakoBKe, METOAUKM
UCMbITAHUA — [OKYMEHTbl, coaepxalime nodpobHyld wuHdopmaumio 060 BCeX UCMOMb3yeMblX WCXOOHbIX
maTtepuanax, o60pyLOBaHWM U KOMMbIOTEPM3NPOBAHHbIX cUCTeMax (MpW WX Hanmyuu). B aTux gokymeHTax
OOMKHbI cogepXaTbCs BCE WHCTPYKLUW MO OCYLLECTBMEHUI0 TEXHONOIMYECKMX MpOLEeCcCoB, ynakoBke, OoTOopy
npo6 v npoBedeHWo uchbiTaHUW. [Ae npuMeHumo, criefgyeT ykasaTb BCe TOYKM KOHTPONS B mnpouecce
nNpou3BoOACTBa, a TaKKe WCMNOMb3yeMble MPOLECCHO-aHanMTU4Yeckne TEXHOMOrMM BMeECcTe C KpuTepusimu
np1MemnemMocTy;

npouenypbl (CTaHAapTHble onepauuoHHble npouedypbl (ganee — COIl)) — OOKyMeHTbI, codepxalume
TpeboBaHWS K BbINOMHEHUIO onpedeneHHbIX onepawun;

NPOTOKOMbI — JOKYMEHTbI, coAepkaliue TpeboBaHWs K MPOBEAEHNIO U perncTpaummn oTaenbHbIX onepauui;

TEXHWYEeCKne CcornaweHuss — CcornaweHus, 3akfloveHHble Mexay 3akasyvkamy W UCNOMHUTENAMU
OTHOCUTENBHO PaboT, KOTOPbIE BbINOMHAOTCA CTOPOHHVMMW OpraHM3auusaMm (ayTCOPCUHN).

Tunbl perMcTpupyroWmnx JOKYMEHTOB (3anncu (oT4eThl)):

3anucu — CBMAETENbCTBA, MOATBEpXAalolne BbINOMHEHWE pasfM4YHbIX AENCTBUA ANA AoKas3aTenbcTsa
COOTBETCTBMSA MHCTPYKUMAM (Hanpumep, MeponpusiTUin, NpoucLLIECTBMI, paccneaoBaHni), Ana nponsBedeHHbIX
cepui Tarke cogepxaTt UCTOPUIO KaxXaon cepumn nNpoaykuun, BKoYas MHopmauuio o ee peanu3aumio. 3anmcu
cofepXaTt UCXOAHble AaHHble, UCMOoNb3yeMble AN POPMUPOBaHUA Apyrux 3anucen. B cnyyae ncnonb3oBaHus
AMNEKTPOHHBIX 3anvcen onpeaensTb, KakMe AaHHble criegyeT MCNofb3oBaTb B Ka4eCTBE UCXOOHbIX, OOJIKHbI
YyCTaHOBMEHHbIE Monb3oBaTenu. Bce AaHHble, HA KOTOPbIX OCHOBBLIBAKOTCA PELUEHMS MO KayecTBY, OOJDKHbI
onpeaenaTbCs B KA4eCTBE UCXOAHbBIX AaHHbIX. 3anucu, OTHOCALLMECS K KOHKPETHOW cepum, MoryT ObiTb cobpaHbl
B 4OCbe Ha Cepuio;

cepTuduKkaTbl aHanmMsa — [dOKyMeHTbl (macrnopTa, aHanuTUYeckue JUCTKW, Jpyrve LOKYMEHTbI),
cogepxaliue pestome pesynbTaToB MCNblTaHUA 06pa3uoB NPOAyKUMM WM MaTepuanoB BMECTE C OLEHKOW
COOTBETCTBMS  yCTaHOBMNEHHOM  cneuudukaumm.  OueHka  COOTBETCTBMS  CEPUN  YTBEMKOAEHHOMY
perncTpaumMoHHOMY [OOCbe Takke MOXeT ObiTb OCHOBaHa (LENMKOM WM 4YacTMYHO) Ha aHanu3e AaHHbIX,
napaMeTpoB M pe3ynbTaToB, MOSyYEHHbIX B pearlbHOM BpeMeHu (pes3tomMe M oT4yeTbl 06 OTKMOHeHusX). Takow
NOAXOA MPVMMEHUM, €Cnv MpU NPOM3BOACTBE CEpUU MCNONb3yeTCH MNPOLECCHO-aHanMTuyeckass TEeXHONorms
(PAT);

OTYeTbl — AOKYMEHTbI, OTpaXKaloLimMe BbINOMHEHNE KOHKPETHbIX 3adaHui, NMPOEKTOB MW paccrneaoBaHun
BMeCTe C pe3ynbTataMu, BblIBOAaMW U peKoOMeHAaL MMM,

Yn paBneHue noxymeHTauMeﬁ

4.1 [ormxHbl 6blTb yCTaHOBMNEHbl TpeboBaHUA KO BCEM BMAaM [AOKYMEHTOB, U UX criefyeT cobniopatsb.
TpeboBaHMsa NPUMEHSIIOTCS B paBHOW Mepe ko BceM dhopmaM AOKYMEHTOB Ha pasfMYHbIX BMAax HocuTenewn
nHdpopmaumm. [Ons crnoxHbiXx cuctem TpebyeTcss XOpowo 3adoKyMEHTMPOBAHHOE MOSICHeHWe, Banuaauus u
afeKBaTHbIA KOHTPOIb. [JOKyMeHTbl MOryT ObiTb CMELLaHHbIMU Mo bopme, HanpuMep, HEKOTOPbIE 3NIEMEHTHI B
9MNEKTPOHHOM Buae, a gpyrme — Ha BymaxHoM HocuTene. Heobxogumo ycTaHOBUTbH B3aMMOCBSI3M U CPeacTBa
ynpaBreHnsi B OTHOLLEHWNM OPUIMHANoB OOKYMEHTOB, oumumanbHbIX KON, 06paboTkM AaHHbLIX U 3anuncew, Kak
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Ons CMeLlaHHbIX, TaK U Ans OOHOTUMHBLIX CUCTEM OOKymeHTauuun. Heobxoammo BHeApUTb COOTBETCTBYHOLLME
CpeAcTBa ynpaBreHUs B OTHOLUEHUM TakUX 3NEKTPOHHbIX AOKYMEHTOB, Kak LabnoHbl, (oOpMbl U NEepBUYHbIE
OOKyMeHTbl. [lomkHbl ObiTb COOTBETCTBYIOLLME MEpbl KOHTpPOMNs Ans obecneyeHwus LIeNOCTHOCTWU 3anucen B
TeYeHMe CpoKa XpaHeHMs.

4.2 [OKyMeHTbl [OfKHbl TWATenbHO paspabaTtbiBaTbCsl, NOAroTaBAMBATbLCHA, COMNACOBLIBATLCA WU
pacnpenenatecsa. B 3aBucMMOCTM OT BMAa OHWM OOMXKHbI OTBeYaTb TPpebOBaHWAM COOTBETCTBYIOLLMX 4YacTew
cneumduKkaumii Nccreayemoro CpeacTBa, PermcTpauuoHHOro Aocbe, a Takke OOKYMEHTOB, MOoAaBaeMbiX Afs
NnonyyeHnst NUUEH3NMN Ha nNpou3BOACTBO. KonmpoBaHWe OpUrMHanbHbIX OOKYMEHTOB C LENbH MOMyvYeHus
paboymx OOKYMEHTOB HE JOIPKHO JOMYyCKaTb BOZHUKHOBEHME KaKUX-NMOO OLLIMBOK NPy KOMMPOBaHNUN.

4.3 PernameHTupyowmne AOKyMeHTbl AOMKHbI BbITb YTBEPXAEHb! U NOANMCaHbI NMLAMK, UMEIOLLIMMN NPaBo
nognucu, ¢ ykasaHuem gatbl. CogepXkaHue OOKYMEHTOB AOJPKHO ObiTb OAHO3HAYHbLIM, OOKYMEHTbl AOSKHbI
UMETb YHUKanbHYIO naeHTudgurkauuio. fJormkHa 6b1Te onpeaeneHa gaTa BBeAeHUS B AeNCTBME.

4.4 PernaMeHTUpYylOLNE AOKYMEHTbI AOSMKHbI UMETb JIOTMYHYO CTPYKTYpY, 06ecneyvmBaroLLyto MPOCTOTY UX
nposepkn. CTUNb M3NOXEHUS OOKYMEHTOB [OIDKEH COOTBETCTBOBATb WX npeanonaraemMomy MCMoMb30BaHUIO.
CraHgapTHble onepauuoHHblie npoueaypbl, padboyne MHCTPYKUMM U MEeTOAUKM OOMXKHbl ObITb HanucaHbl B
dopme, npegnonaratoen 0693aTenbHOCTb UX BbINOTHEHNS.

4.5 [lokyMeHTbl B paMKax CUCTEMbl YMNpaBfieHMs1 Ka4yeCTBOM crieayeT perynsipHo nepecMmartpueatb U
aKTyanuanpoBaTb, HEOOXOANUMO UCKIIOYNUTL NCMONb30BaHNE YyCTapeBLUNX BEPCUN.

4.6 [1oKyMeHTbl HEe AOMKHbI OPOPMNATECS B PYKOMUCHOM BUAE, OOHAKO €Crv NpeayCMOTPEHO pyKONucHoe
BHECEHME B OKYMEHTbI AaHHbIX, TO AOMMKHO ObITb AOCTATOMHO MeCcTa A11s1 TaKMUX 3anucen.

MNpaBuna Hagnexawero AOKyMeHTanbLHoro opopmmneHus

4.7 PykonucHble 3anucu OOIMKHbl ObITb cAenaHbl 4eTKo, pa3bopumBo M Tak, YTOObl BHECEHHbIE AaHHble
Henb3s ObINo yaanuTb.

4.8 3anucu criegyet BECTU NPU BbINOMHEHWUU KaXOoro AEWCTBUS M TakuM 06pa3om, YTOObl MOXHO Oblnio
NpocneauTb BCIO 3HAYMMYIO AeATENbHOCTb, KacaloLLyoCsi NPOM3BOACTBA fIEKAPCTBEHHbLIX CPEACTB.

4.9 Jlioboe n3MeHeHvne, BHOCMMOE B OOKYMEHT, AOIMKHO ObiTb MOANWCAHO M AaTMpoBaHoO. V3MmeHeHne
OOMKHO [daBaTb BO3MOXHOCTb MPOYTEHMS MepBOHaYanbHOW WHopmauun. Ae NpUMEHMMO, OOIPKHA ObITb
yKkasaHa npuynHa U3MeHeHuUs.

XpaHeHWe AOKYMEHTOB

4.10 JomkHo OblTb YEeTKO onpederieHo, Kakas 3anvMCb OTHOCUTCH K KaXAomy BuOy MpOM3BOACTBEHHOW
OesTenbHOCTW, U rge oHa HaxoauTcs. JormkHbl 6blITb 06ecneyeHbl HageXHble Mepbl KOHTPOSS, BanNMAMPOBaHHbIE
B COOTBETCTBYIOLLUX Criy4asx, Ans obecneyeHmst LENOCTHOCTM 3aNnUCK Ha MPOTSHKEHUN CPOKa XpaHEeHWs!.

4.11 Ocobble TpeboBaHMA NPeabABNATCA K AOKYMEHTALMM CEPUM, KOTOPYIO CriefyeT XpaHuTb B TeveHue 1
roga rnocrne OKOHYaHWs CpoKa roAHOCTM 3TOW Cepun UM He MeHee 5 neT nocre Bbligadu paspelleHus Ha
peanusaumio cepum  YNOSTHOMOYEHHbIM IMUOM B 3aBMCUMMOCTW OT TOro, KakouW Cpok pJonbwe. [ns
neKkapCcTBEHHbIX CPeacTB, NpeAHasHadYeHHbIX ONS KINUHUYECKUX UCCneoBaHUN, AOKYMEHTauMo cepuu criegyet
XPaHUTb Kak MUHUMYM 5 neT nocrie OKOH4YaHuUs UM ouuuanbHOro npekpawleHuss NocrneaHnx KIMHUYEeCKnX
nuccrnegoBaHun, B KOTOPbLIX UCMOMb3oBanu 3Ty ceputo. B TpeboBaHusax 3akoHogaTenbCcTBa K Cneunduyecknm
BMAaM fekapCTBEHHbIX CPEeACTB (HanpuMMep, BbICOKOTEXHOMOMMYHbIE NeKapCTBEHHbIE CPeacTBa Anis Hambornee
COBPEMEHHbBIX BMOOB JleyeHus) MoryT ObiTb yCTaHOBNEHbI Oonee pAnuTenbHble MNepuoabl  XpaHeHUst
onpeferneHHbIX JOKYMEHTOB.

4.12 [Onsa ppyryx BUMOOB AOKYMEHTaUMW CPOK XpaHEeHUs 3aBUMCUT OT BUAOB AEATENbHOCTM, KOTOpble 3Ta
JOKyMeHTaumusa conpoBoxaaeT. KpuTuueckyo [OOKYMEHTaLMIo, BKMYas UCXOAHble [AaHHble (Hanpumep,
Kacalllmecs Banvgauum wunuM ctabunbHOCTW), MoATBeEpXOalowme WMHPOPMAaLMIO PErMcTpauMoHHOro OoChe,
HeOOXOAMMO XpaHWUTb Ha NPOTSXKEHMU CPOKA OENCTBUSA PErMCTPaLMOHHOIO yoocToBepeHus. [lonycTmMo yoansatb
onpederneHHylo JOKYMEHTauui (HanpumMep, NCXO4Hble AaHHble, CONPOBOXAaloLWwmue oT4eTbl MO Banvaauum nnm
CTabunbHOCTW), eCnn AaHHble ObiNM 3aMEeHEHbl MOSHbIM KOMMMEKTOM HOBbIX AaHHbiX. OBOCHOBaHME Takux
OEeVCTBUA [OMKHO ObiTb OhOpPMMEHO AOoKymeHTanbHo. [pu 3ToM Heobxoaumo yumTbiBaTb TpeboBaHUS K
XpaHeHVo OOKyMeHTauuu cepum (Hanpumep, B Criydae AaHHbIX MO Banuauuu npouecca conposoxgaroliue
UCXOoAHble AaHHble crielyeT XpaHUTb MO KparHen Mepe Takoe Xe BPeMms, Kak U JOKYMEHTauuio Ha BCe Cepuu,
NS KOTOPbIX paspeLleHne Ha BbIMyCcK NOATBEPXKAEHO AaHHbIMW 3TUX BanugauuoHHbIX UCCriefoBaHni).

B crnepyrowmx pasgenax npuBegeHbl NpuMepbl HeobXoaAuMbIX OOKYMEHTOB. B cucteme ynpaeneHus
Ka4yeCTBOM [OJDKHbI ObITb OMMCaHbl BCE AOKYMEHTbI, HeobxoAuMmble AMS rapaHTUM KavecTBa MpoAyKUMM W
©e3onacHOCTH NauneHTOB.

Cneuundumkaumm

4.13 HeobxogumMoO MMETb B HanuuyuMU COOTBETCTBYIOLLMM 06pasoM yTBepXAeHHble crneuudurkauum Ha
ncxodHble U YNakoBOYHblE MaTepmarnbl U FOTOBYH NPOAYKUMIO C yKasaHWMEM OaTbl YTBEPXKAEHUS.
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CneuundcukaumMm Ha UcXogHble U yNaKoBOYHbIe MaTepuansbl

4.14 Cneunduvkauum Ha UCXOAHble MaTepuanbl, NepBUYHbIE UMM NevaTHble YNakOBOYHble MaTepuansl
OOIMKHbI codepxaTb CneayoLyo MHPOpMaLmMIo (COOTBETCTBYIOLLME CCbINKN Ha MHpopMauuto, rae NPMMEHUMO):

a) onncaHve matepuarnos, BKovatoLlee B cebs:

- HAUMEHOBaHWE N BHYTPEHHWUI KOf;

- CCbIfKY Ha (hbapMaKonerHyto CTaTbio UMK Ha APYryt0 HOPMAaTUBHYIO AOKYMEHTALMIO U HOPMaTUBHbIN
AOKYMEHT (NpY UX Hanu4unwm);

- HaUMeHOBaHWe YTBEPXOEHHbIX NOCTaBLLMKOB W, €CNN 3TO BO3MOXHO, MPOM3BOAUTENSA UCXOOHbIX U
yNakoBOYHbIX MaTepuaros;

- obpasel, nevaTHbIX MaTepuarnos;
b) nHcTpykumm no otbopy Npob 1 NpoBeAeHMIO UCMbITAHUI;
C) Ka4eCTBEHHbIE M KONMMYECTBEHHbIE NOKa3aTeny ¢ ykadaHuem OonyCcTMMbIX NPeaerios;
d) ycnoBus xpaHeHns U Mepbl TPegOCTOPOXKHOCTY;
€) CpOK FOAHOCTU UM MaKCUMarbHbIA CPOK XpaHEHMs 4O MOBTOPHOIO KOHTPONS.

Cneuundunkaumm Ha NPOMEXYTOUHYIO U HepaccacoBaHHYHO NPOoAYKLUIO

4.15 Cneumndukaumm Ha NPOMEXYTOUYHYH U HepachacoBaHHY NPOAYKUMIO AOMKHbI ObiTb B HANMMYMU Ans
KPUTUYECKMX CTaauin Unv Npu ee NpuobpeTeHun u oTrpyske. ATU cneumdmrKkaumm OOSKHbI OblTb aHanornyHbl
cneundgrKaumnam CoOoTBETCTBEHHO Ha UCXOAHbIE MaTepuaribl NMG0 roToByO NPOAYKLMIO.

Cneuudmxauvm Ha rotoByr npoaykKkuuro

4.16 CneumndukaLmm Ha roToBYO NPOAYKLMIO AOIPKHbI COAepXaTb cneaylowme AaHHbIe:

a) HaumeHoBaHMe NekapcTBEHHOro cpeacTsa u koa (Mpu HeoBxoAMMOCTH);

b) coctaB unu ccbinka Ha COOTBETCTBYHOLLMIN AOKYMEHT;

C) onuncaHwe nekapcTBeHHon hopmbl 1 NoapobHble cBeaeHWs 06 ynakoBKe;

d) nHcTpykummn no otbopy Npob 1 NPoBeAEHMIO UCNbITAHUIA UMK CCbINIKa Ha COOTBETCTBYIOLLMIN AOKYMEHT;
€) Ka4eCTBEeHHbIe N KONMYECTBEHHbIE MOKa3aTenu ¢ ykasaHmeM JoMnyCTUMbIX NPeaenos;

f) ycnosusa xpaHeHus n ocobble Mepbl NPeAOCTOPOXHOCTM NPU NCNOMNb30BaHUK (Mpn Heo6xoanmMocTu);
g) CPOK rofHOCTMW.

MpousBoacTBeHHas peuenTypa U TEXHONOMM4YeCKUe MHCTPYKLUM

Ha kaxgoe npou3BoguMmoe nekapCTBEHHOe CpeacTBO M Kaxdbl pa3Mep cepum HeobxoaMMo UMeTb
YTBEPXOEHHbIE MMCbMEHHbIE MPOU3BOACTBEHHYIO PELENTYPY M TEXHONOMMYECKNE MHCTPYKLUN.

4.17 Tpon3BOACTBEHHAsA peLuenTypa JOJKHa BKMYaThb B cebs:

a) HaMMeHOBaHME NEKapCTBEHHOrO CPeACTBA CO CChINTKOWM Ha KoA B COOTBETCTBUU CO crneLmdukaumnen;

b) onncaHne nekapcTBeHHON hOpMbI, AO3UPOBKM 1M pasMepa cepuu;

C) mepeyeHb BCEX WUCXOAHbIX MaTepuanoB, KOTOpble OyAyT MCMOMb30BaTbCs, C yKasaHUMeM KonuyecTtsa
Kaxxgoro. Takke OOMMKHbI OblTb yka3aHbl BCE BELLECTBA, KOTOPblE MOTYT UCYE3HYTb B XOA4E TEXHOJIOrMYECKOro
npotecca;

d) oxugaembln BbIXO4 rOTOBOM NPOAYKUMWM C yKasaHMeM [JOMNyCTUMbIX MpefenoB U BbIXOAbl
COOTBETCTBYIOLLMX MPOMEXYTOUHbIX NPOAYKTOB, rae 9TO BO3MOXHO.

4.18 TexHonornyeckne NHCTPYKUMM AOIMKHbI coaepXaThb:

a) JaHHble 0 MeCTe OCYLLECTBIEHMS npoLiecca U 06 OCHOBHOM 000OpyaoBaHUM, KOTOPOE AOMMKHO MpU 3TOM
NCMNonb30BaThbCs;

b) meToabl unn ccbiNkM Ha MeToAbl, KOTOpble AOIMKHbI MCMONMb30BaTbCA ANA MOArOTOBKU KPUTUYECKOTro
obopynoBaHus (Hanpumep, O4MCTKa, MOHTaX, KanMbpoBKa, CTepMnMn3aLms);

C) VHCTPYKUMM MO MNpOBEpKe Toro, 4yto obopygoBaHue m pabovee MecTo CBOOOAHbLI OT MpeablayLuen
NPOAYKLMUW, HEHYXHbIX OSiS 3anfaHMpoBaHHOroO mpouecca OOKYMEHTOB U MatepuarnoB, a Takke Mo npoBepke
YNCTOTbI 0OOOPYOOBaAHUS M €70 TOTOBHOCTY K CrieytoLLemMy npoLeccy;

d) geTanbHble NOLWAroBble UHCTPYKUUW MO BEOAEHUI0 TEXHOMOrMYeckoro npowuecca (Hanpumep, nposepka
mMaTtepuanoB, npeaBaputenbHas o0paboTka, NOpPSAOOK 3arpy3kM MWCXOOHbIX MaTepuanoB, KpuUTUYecKkue
napameTpbl npoLecca (Bpems, Temnepatypa v T. n.));

€) MHCTPYKUMK Mo BCEM BuAaM KOHTPOMS B NpoLiecce NpoM3BOACTBA C yKa3aHUEM JOMYCTUMbIX Npeaeros;

f) TpeboBaHusi K XpaHeHWIO HepaccacoBaHHOW NPOAYKLMM MpU HeoOXoOUMOCTH, BKMoYas TpeboBaHuUst K
Tape, MapKknpoBKe ¥ crneumnanbHbIM YCITOBMSM XpaHeHus, rae 1o TpebyeTtcs;

g) BCe noanexatme cobnogeHno ocobble Mepbl NPeaoCTOPOXHOCTH.

MHCprKLIVIVI no ynakoBKe

4.19 [na KaxOoro nekapCcTBEHHOro cpeacTBa, pasMepa W TuMa YNakoBKW AOSKHbl GbiTb B HanMumu
WHCTPYKLMM MO yrakoBke. Kak npaBuno, oHW AOMKHbI BKIOYaTh B cebs criefyrowne ceBeaeHnst (CCbISIKU Ha HKX):

a) HaMMeHOBaHWE JeKapCTBEHHOro CPeACcTBa, BKIOYasi HOMep cepun HepactacOBaHHOW MPOAYKUMU U
rOTOBOIO MPOAYKTA;
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b) onncaHue ero nekapctBeHHON POPMbI 1 4O3UPOBKK (FAe NPUMEHUMO);

C) KONMMYeCTBO NEKapCTBEHHOrO CPeAcTBa B OKOHYATENbHOW YNAKOBKE, BbIPAXEHHOE B LUTYKaX, eguHuuax
Macchbl unn obvema;

d) nonHbI NepeyeHb BCEX HEOBXOANMBIX YNAKOBOYHbIX MaTepuarnoB, BKIOYast X KONMYeCcTBa, pasmepbl U
TUMbl C YKa3aHWeM Koga unmn Homepa, OTHOCALLUMXCH K cneundukaunsamM Ha Kaxabli ynakoBOYHbI MaTepumart;

e) rae npumeHuMo, obpaseL, WM KOMUS COOTBETCTBYIOLUMX MevyaTHbIX YNAaKOBOYHBLIX MaTepuanos U
ob6pasLbl, yka3biBaloLe Ha MECTO HaHECEHNS HOMepa Cepyn U CPOKa rOAHOCTU NPOaYKLNK;

f) TpeboBaHma no npoBepke TOro, 4YTo obopydoBaHWe M pabodee MecTo CBOOOAHLI OT MpeablayLien
NpOAYKUUN, JOKYMEHTOB MMM MaTepuarnoB, HEHYXXHbIX Afsi 3anfaHNpPOBaHHbIX Onepauui No ynakoBke (04nmcTka
NHUK), a Takke No NPOBEPKE YNCTOTbI 0OOPYAOBaHUA M €70 TOTOBHOCTY K CrieytoLeMy npoLeccy;

g) cCBedeHus O nogrnexawmx cobniogeHutio cneuunanbHbiX Mepax MpegoCTOPOXHOCTM  (BKIOYast
TWaTenbHY NPOBEPKY 30HbI YNAKOBKU 1 060pyAOBaHWS), rapaHTUPYIOLLMX OYUCTKY YNakoBOYHOW NMUHUKN nepen
Ha4anom paboTbl;

h) onucaHme npouecca ynakoBKM CO BCEMW OCHOBHbIMW W BCMOMOraTeribHbIMW  OnepauusMm 1
ucnonb3dyembiM 060pyaoBaHNEM;

i) onMcaHue KOHTPOMs B Mpouecce NPoM3BOACTBa C yka3aHuaMM no otbopy npob un AonyCcTMMbIX Npeaenos
KOHTPOMMpyeMbIX NapameTpoB.

3anucu no npou3BoacTBy cepuun

4.20 Ha kaxayil NpOV3BELAEHHYID CEputo CrnefyeT COXpaHATb 3anucu no npou3BoacTBy cepuun. OHu
OOIDKHbI  OCHOBBIBATbCA Ha COOTBETCTBYHOLUMX 4YacTAX YTBEPXKAEHHbIX [OOKYMEHTOB (MPOU3BOACTBEHHON
peuenTypbl U TEXHONOMMYECKUX NHCTPYKLUNIA) U coaepXaTb CrneayoLyio MHhopMaumio;

a) HaMMEeHOBaHWE N HOMEpP Cepun NPOaYKLUMU;

b) matbl n Bpems Havana n 3aBepLUEHNS TEXHOMNOIMYECKOro NpoLiecca, a Takke OCHOBHbBIX MPOMEXYTOYHbIX
cTagun;

C) chamunua M uHMUManbl onepaTtopa (OnepaTtopoB) KaXOOW OCHOBHOW TEXHONOIMYEcKOW onepauuu, a
Takke npy HeobxoaMMOCTM Nn1ua, MPOBEPUBLLETO KaXXAyo U3 3TUX onepauuni;

d) Homep cepumn n (unn) Homep cepTudmkata aHanu3a (aHanMTUYECKOro NMCTKa), a Takke hakTU4ecKu
OTBELLEHHOE KOMMYECTBO MCXOAHbLIX MaTtepuarnoB Kaxaoro Buaa (BKIOYas HOMEP CEpUN M KONMYECTBO Moboro
[obaBneHHOro pereHepMpoBaHHOro uUnu nepepaboTaHHOro matepuana);

€) cBefeHus o Nbon OTHOCSALENCA K Cepum TEXHONOINMYECKOM onepaumm unu nobom AencTemu, a TaKkke
06 OCHOBHOM UCNONb30BaHHOM 060py0BaHMY;

f) 3anmMcm no KoOHTpomi B Mpouecce MNpPOM3BOACTBA C YKas3aHUWEM WCMOSNHUTENEW W MNOoMnyYeHHbIX
pes3ynbTaToB;

g) BbIXOA, NPOAYKLUUN HA pasfnyHbIX CTagusax Npon3BOLCTBA;

h) cBemeHus 06 ocoObix npobnemax C MOAMWCAHHBIM paspelleHneM Ha Nwboe OTKIOHEHUE OT
TEXHOMOrMYECKNX UHCTPYKLINIA;

i) noanuch nuua, OTBETCTBEHHOrO 3a TEXHOMOMMYeCcKUi Npouece, ¢ ykasaHnem aathbl.

B cnyyae ecnu BanuMauMpoBaHHbIA MpoLecc noaBepraeTcs MOCTOAHHOMY MOHUTOPUHIY U KOHTPOSHO,
aBTOMaTUYeCKU co3faBaemMble OTYETbl MOTYT OrpaHU4YMBaTbLCH KPaTKMM pestoMe O COOTBETCTBUM U OTYeTaMu O
HEeCOOTBETCTBUSAX creLmdukaumm.

3anucu no ynakoBke cepum

4.21 Ha kaxgyto Npon3BeSeHHYI0 CEPUID UK YacTb CEPUN CriedyeT COXPaHATb 3anucu Mo ynakoBKe CEepumn.
OHU JOMKHBI OCHOBBIBATLCSA HA COOTBETCTBYHOLLMX YACTAX MHCTPYKLMIA MO YNaKOBKeE.

3anucu no ynakoBke cepum OOJPKHbI BKIMIOYaTh B ceOsi cnefyoline AaHHble:

a) HaMMeHOBaHME N HOMEP CepUM NEKaPCTBEHHOIO CPeACTBa;

b) mata (gatbl) n BpeMsi npoBeAeHMs onepaLmi No YNakoBKe;

C) dhamunua n nHMUManel onepatopa (onepaTopoB) KaXOoW OCHOBHOM TEXHONOrMYecKow onepauun, a
Takke nNpy HeOBXoANMMOCTU NMLA, NPOBEPMUBLLETO KAy M3 3TUX onepauuni;

d) 3anucyM nNpoBEPOK MOEHTUYHOCTU U COOTBETCTBUSI MHCTPYKUMSIM MO YMaKoBKE, BKMYas pes3ynbTaTbl
KOHTpOMs B NpoLecce Npon3BoACTBa;

€) nogpoOHble cBeaeHWst 00 OCYLLECTBIIEHHbIX OMepaumsax Mo YMNakoBKe, BKOYasi CCbIMKM  Ha
ncnonb3oBaHHOE 0O60pyAOBaHME U YNAKOBOYHbBIE NTIUHUW;

f) oBpasupbl MCNONB30BAHHOIO MEYaTHOrO YNakOBOYHOrO MaTepuarna, Bknovass obpasubl ¢ HAHECEHHbIMU
HOMEpPOM CeEpWM, CPOKOM TOOHOCTM U MNPOYUMWU  LOMOMHUTENBHLIMA  MAPKMPOBOYHLIMU LAHHLIMMW, T4e
NPUMEHNMO;

g) cBeaeHuns o6 ocobbix npobnemax MnmM HeobblYHbIX MPOUCLLECTBUAX C NOAMUCAHHLIM pa3pelleHneM Ha
noboe OTKIIOHEHWE OT UHCTPYKLUUIA MO YNaKOBKE;

h) konnuecTBO ¥ cCbiMka Ha BHYTPEHHWA KOO WM HauMMEHOBaHWE BCEX MevaTHbIX YMakoBOYHbIX
mMaTepuanoB W HepacacoBaHHOW MpOAYKUMM, BblAaHHbBIX, WCMOMIb30BaHHbIX, YHUYTOXEHHbLIX  WIU
BO3BpALLUEHHbIX Ha CKnaf, a Takke KONMYeCcTBO FOTOBOrO MpPOAyKTa ANs COCTaBMeHMs COOTBETCTBYHLLErO
DbanaHca. ONEKTPOHHbIA KOHTPOSb B MPOLECCEe YMaKOBKU SIBMSETCS OCHOBAHMEM ANA HE BKITHOYEHUS Takon
MHdopMaLuK;
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i) noanncb nuua, OTBETCTBEHHOro 3a npouecc ynakoBku, C yKa3aHMeM OaTtbl.

Mpoueaypbl 1 3anucu

Mpuemka

4.22 Ha npuemKy Kaxgon nOCTaBKM Kaxaoro Buaa MCXOOHbIX MatepvanoB (B TOM  4ucne
HepacacoBaHHON, NPOMEXYTOYHON UMM rOTOBOM NPOAYKUUKM), a TakkKe MepBUYHBbIX, BTOPUYHBIX U MeYaTHbIX
yMaKoBOYHbIX MaTepmnanoB AOMKHbI ObiTb B HANUYMM NUCbMEHHbIE NpPoLeaypbl U NOATBEPXKAALLME 3anncu.

4.23 3anucu no npMeMke OOMKHbI COAEPXKaTb:

a) HaMMeHOBaHWe MaTeprana B HaknagHoW 1 Ha Tape;

b) BHyTpM3aBoackoe HavMeHOBaHWe (ECrM OHO OTNMYAEeTCH OT HaMMEHOBAHWUSA, YKa3aHHOro B NOAMNYHKTE
«a» HacTosLero nyHkTa) u (unun) Kog matepmana (npn HeobxogumocTw);

C) maTy npuemku;

d) HaumeHoBaHMe NOCTaBLUUKa U HAMMEHOBaHNE NPOV3BOANTENS;

€) HoMep cepun NPOU3BOAUTENS UIN KOAOBLIN HOMEP;

f) obLLee koNMYEeCTBO NOMYy4YEHHbIX MaTePUarnoB 1 YACINO €4MHNL, YNaKOBOK,;

g) HOMep cepuu, MPUCBOEHHBIV NOCME NPUEMKM;

h) nobble cylecTBEHHbIE 3amMmeyaHus.

4.24 [omnmkHbl ObITb B HANM4YUM NUCbMEHHbIE MpoLeaypbl MO BHYTPM3ABOACKON MapKMPOBKE, KapaHTUHY U
XPaHEHUIO UCXOAHbIX, YNAaKOBOYHbIX U, €Crin HeobXxoaMMO, ApYrnx MaTepuanos.

OT160p Npo6

4.25 [omkHbl OblITb B HanuuMmM NMCbMEHHbIE Mpoueaypbl Mo oT6opy Npob, copepxalume cBegeHus ob
ncnonb3yemblix MeTogax W o00opyooBaHUKM, KONMUYECTBAX, KOTOPble AOIMKHbI ObiTb OTOOpaHbl, U MObIX
noanexawmx cobnogeHnio mepax npegocTOPOXHOCTM BO M3bexaHne KOHTaMmHauuMuM matepvana unm noboro
yXyalweHna ero Ka4ecrsa.

NMpoBegeHue ncnbiTaHUn

4.26 [omkHbl ObiTb B HANUYUWN NUCbMEHHbIE METOAMKN UCTbITaHWS 06pasL/0B MaTepuanos 1 NpoaykLuM Ha
pasnNuMYHbIX CTagusix NPOM3BOACTBA C YyKasaHWeM WCMosb3yeMblx MeTodoB UM obopyaoBaHusi. MpoBedeHHble
UCMbITaHWS OOMKHbI BbiTb 4OKYMEHTanNbHO 0hOPMIIEHbI.

Mpouee

4.27 [omkHbl OblTb B HanmuuMu MUCbMEHHbIE Mpouedypbl, YCTaHaBnuBalolWmMe MopsgoK Bbinycka U
OTKINOHEHNs1 MaTtepuanoB U NpPoAyKUWMK, B YaCTHOCTW Bbldauy YNOMHOMOYEHHBIM NULOM (NUuammn) paspeLleHms
Ha BbIMYCK roTOBOW MpoAyKumn. Bce 3anvcu AomkHbl ObiTb 4OCTYNHbI YNONMHOMOYEHHOMY nnuy. JomkHa 6biTb
BHeOpeHa cucTema Ansd o0003HayeHus crneuumanbHbiX HabnwaeHu u MobbiIX U3MEHEHWIA B OTHOLLEHWM
KPUTUYECKMX AaHHbIX.

4.28 CnenyeT BECTM U COXPaHATb 3anMcu Mo peanusaumnm Kagon cepun npoaykumm B Lensax obneryeHus
0T3blBa 3TOW Cepumn B criydae HeobX0aMMOCTH.

4.29 [omkHbl OblITb B HaNMYUMU MUCbMEHHO W3MOXEHHbIE MOMUTUKX, MPUHLMMBI, MPOLeAypbl, MMaHsbl,
NPOTOKOSbI, OTYETHI U OTHOCSALLMECS K HUM 3anucy NpeanpuHAaTbIX OeNCTBUA UMW COENaHHbIX 3aKNioYeHnn, rae
NMPUMEHNMO, B OTHOLLEHUN:

- Banugaumn n kBanudmkaumm npoueccos, 060pyaoBaHMsS U CUCTEM;

- MOHTaxa 1 kannbéposkn obopyLoBaHUS;

- MepeHoca TEXHOMOINA;

- TEXHUYECKOrO 06CnyXMBaHWS, OYNCTKN U Ae3nHpeKLnm;

- nepcoHana, BKMo4as Cnucku nuy ¢ obpasuamu nognucewn, obydeHne TpeboBaHusiM HacToswero TKIM u
TEXHUYECKMM BOMpoOcaMm, NEPEOAEBAHUI0 U TMIMEHMYECKUM TPebOoBaHUSIM, a TakxXe NpPoBepPKY 3hEKTMBHOCTU
06y4yeHus;

- MOHUTOPWHIa NPOVN3BOACTBEHHOW Cpeabl;

- MeponpuaTUA, HanpaeBlEeHHbIX Ha OCYLEeCTBIIEHME KOHTPONSA MOSIBNIEHUST U pacnpoOCTpaHEHUs
BpeauTenen;

- NpeTeH3un;

- OT3bIBOB NPOAYKLMU;

- BO3BpaTOB NPOOYKUNK;

- KOHTPONSA N3MEHEHUI;

- paccrnefoBaHUSA OTKITOHEHWUA N HECOOTBETCTBUN;

- BHYTPEHHEro ayauTa kayecTtsa (cooTBeTCTBMSA TpeboBaHuaMm HacTosLero TKI);

- 0606LLeHMsa 3anucei (Hanpyumep, 0630p KavyecTBa NPOAYKLMN) NpU HEOBXOANUMOCTH;

- ayguTa nocTaBLLUKOB.

430 [OomkHbl ObITb B HanMuuM YeTKME MHCTPYKUMM MO  3KChiyaTaumyM OCHOBHbIX — €4MHUL
NMPOU3BOACTBEHHOIO U KOHTPOIbHO-aHanMTu4eckoro obopyaoBaHus.
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4.31 HeoGxoaMMO BECTU pEerucTpauMoHHbIE KypHanbl Ans Haubonee BaXHOTO WU KPUTUYECKOTO
TEXHOMOIMYECKOT0 U KOHTPOJSIbHO-aHanuTU4Yeckoro obopyaoBaHusl, a Takke [ONns  MOMeLleHuin, rae
npov3soamnacb Npoaykuusa. B aTux xypHanax crnegyeT peructpvMpoBaTbh B XpOHOMOrMYeckom nopsaake nioGoe
MCrnonb3oBaHMe 3TUX MOMeLLeHMn, oBopydoBaHNA W MeTOAoB, MNpOBeAeHUE KanuMbpOBKM, TEeXHWYEeCKOro
06CNYXMBAHUSA, OUYMCTKU UMM PEMOHTA C yKasaHMeM AaT U NuL, BbINOMHUBLUUX 3TN paBoThl.

4.32 CnepyeT BECTM y4YeT JOKYMEHTOB B paMKax CUCTEMbI YNPaBIEHUS KAYECTBOM.

5 MNpounssoacTBoO

MpuvHUMN

TexHonornyeckme onepauun OOMKHbI OCYLLECTBATLCA MO YETKO YCTAHOBMEHHbIM MpoLeaypaM, OHU
OOMKHbI oTBeyaTb TpeboBaHuaM Hactodawero TKI ana nonyyvyeHus npogykuum Tpebyemoro kayectsa u
COOTBETCTBOBATb pa3peLLeHMo (NMNLEH3MM) Ha MPOU3BOACTBO M pErMcTpaLnoHHOMY AOChe.

O6wme TpeboBaHUA

5.1 MNpon3BoACTBEHHbIN NPOLECC AOMKEH OCYLUECTBNATLCA U KOHTPONMPOBAaTbCA KBanM@ULUUPOBaHHbLIM
nepcoHanom.

5.2 Bce pencTsus, NpoBoAMMblE C MaTtepuanamm u npoaykumewn, Takme Kak npueMka u KapaHTuH, otbop
npob, xpaHeHue, MapKMpoBKa, Bbidada B MPOW3BOACTBO, TEXHOMOrMYECKMI MPOLLECC, YNakoBKa U peanu3aums,
crnegyeT OCYLLECTBMATb COrMacHO MMCbMEHHbIM MpoLeaypaM Unmn MHCTPYKUMAM 1 opopMisaTe JOKYMEHTarbHO.

5.3 Bce noctynawowue maTtepuansl SOKHbl OblTb NpoBepeHbl, 4Tobbl rapaHTMpoBaTb, YTO MOCTaBka
COOTBETCTBYET 3aka3dy. Tapa AomkHa ObiTb ouumwieHa (MpU HeobxoouMOCTM) M MapKkvMpoBaHa C yKa3aHuem
Tpebyemon nHdopmaLlmm.

5.4 ®akTbl NOBpexaeHns Tapbl U ynakoBku 1 niobble Apyrie npobnembl, KOTopble MOryT HebnaronpusTHO
MOBNUATbL Ha KayecTBO MaTepuarnoB, [AOMKHbl ObiTb paccrnefoBaHbl, OMOPMIEHbI AOKYMEHTanbHO, a
UHdOopMaUMsa O HUX A0MMKHa BbiTb 4ONOXEHa B NogpasaeneHns KOHTPONs kavyecTsa.

5.5 MNocTynatowme matepuanbsl U Npou3BeAeHHas rotoBas NPOAYKUUS AOMKHbI HEMEANEeHHO noMeLLaTbCs B
KapaHTWH, OpPraHU3OBaHHbLI MO NPWHLMMNY Pas3AenbHOro XpaHeHMs WM 3a CHET OpraHm3auMoHHbLIX Mep, U
cofepxaTbCs B HEM A0 NONy4YeHUs paspeLleHns Ha UxX UCMonb30BaHMe UNn peanusaumio.

5.6 MNpremKy 3akynaemblXx NPOMEXYTOYHOW M HepactacoBaHHOW NPOAYKUMM NPOBOAAT B COOTBETCTBMU C
npasunamu, 4ENCTBYIOLUMMMN ANst UCXOAHbIX MaTepuanos.

5.7 Bce maTepuanbl U NpoAyKUMIO criegyeT XpaHWTb B COOTBETCTBYHOLLUMX YCIOBUSIX, YCTAHOBEHHbIX UX
npoussoguTenem, B onpegernieHHOM nopsiake, obecrneyvBalolleM pasfefneHue Mo cepusiM M YCTaHOBMEHHYH0
oYepeaHOCTb MCNOMb30BaHNSA CKMaACKMX 3anacos.

5.8 Cnenyet npoBOANTbL NPOBEPKU BbIXOAOB M MaTepuanbHoro 6anaHca, 4Tobbl yoeauTbCca B OTCYyTCTBUM
pacxoxgeHun ¢ JonyCTMMbIMU NpeAenbHbIMU 3HAYEHUSIMMU.

5.9 He ponyckaetcsa ogHOBpeMEHHOe wnu nocrnegoBaTenbHOe MpoBedeHMe onepauui C pasnuYHbIMU
npoaykTaMm B OOHOM W TOM € MOMELUEeHMKU, 3a UCKIIOYEHMEM CryyaeB, €CnnM He CyllecTByeT pucka
nepenyTbiBaHUSA UMW NEPEKPECTHON KOHTaMUHaLNW.

5.10 MNpoaykumsa n matepuanbl AOMMKHbI ObiTb 3aluLLEHbl OT MUKPOOHOWM 1M ApYro KOHTaMMHauuMM Ha BCex
cTagusx npoussBoaCcTBa.

5.11 lpu paboTe c cyxvumyn MaTepuanamu M NPOAYKUMEN HEOBXOAMMO MPUHMMATb OCobble Mepbl
NpeaoCTOPOXKHOCTU MO NpeaoTBpalleHnto 06pa3oBaHMsA U pacnpoCcTpaHeHns Nbinn. OTO 0CODEHHO BaXXHO Mpw
paboTe C BbICOKO aKTUBHbIMU 1 CEHCUOUNN3NPYIOLLMMMW BELLeCTBaMM.

5.12 B Te4yeHme Bcero nmpouecca MpoM3BoACTBA BCE WCMOMb3yeMble Matepuanel, Tapa Ans
HepacdacoBaHHOW NPOAYKLMMN, OCHOBHbIE eAMHMLbI 0O0PYAOBaHNUS U NPU HEOOXOAMMOCTM NOMELLIEHNS OOMKHbI
ObiTb MapKkMpoBaHbl 3TMKETKAMW WM UHbIM CMOCOOOM C yKa3aHMeM NpPOM3BOAMMOWN MpOAYKUMM UNn
obpabaTbiBaeMbix MaTepuanoB, a Takke WX OO03MPOBKW (rAe NMPMMEHUMO) U HoMepa cepuu. Tam, rge 3To
npvemnemMo, Takasi MapKMpoBKa AOMKHa Takke yKa3biBaTb CTaAMio TEXHONOIMYECKOro npoLecca.

5.13 O3TuKeTKM, NpUKpenneHHble K KOHTenHepaMm, oOOpydoBaHMI0O UMW MOMELLEHUAM, AOIKHbl ObiTb
YeTKNUMW, OOQHO3HAYHBIMY, a TaKkKe COOTBETCTBOBATb YCTAHOBINEHHOW Ha npeanpusatumn dopme. PekomeHayeTcs
B OOMOSHEHNe K MHgOopMaLun Ha 3TUKeTKax AN yka3aHusa ctaTyca (Hanpumep, «B KapaHTUHE», «NPUHATOY,
OTKJTOHEHOY», «YUCTOEY» W ApP.) UCMONb30BaTb LIBETOBYH) MAapPKUPOBKY.

5.14 CrepyeT KOHTPONMMPOBAaTb MPaBWUMbHOCTb COeAMHEHMs TpybompoBOAOB M OPYrMX 4Yacten
o6opynoBaHus, NPYMEeHsieMbIX ANA TPAaHCNOPTUPOBKM NPOAYKLMU U3 OHOW 30HbI B APYrYHO.

5.15 Hackomnbko 37O BO3MOXHO, cnegyeT usberatb mobOro OTKNOHEHUS OT WHCTPYKUUA unu npoueayp.
Ecnn npoucxoguT OTKNOHEHWE, OHO [JOMKHO OblTb MUCbMEHHO CaHKUMOHUPOBAHO NWULOM, WMELLUM
COOTBETCTBYIOLLME NONTHOMOYNS, C NpUBIieYeHnemM (Npu HeOBXO0AMMOCTI) Nodpa3feneHns KOHTPOns KayecTsa.

5.16 B nNpou3BOACTBEHHLIE MOMELLEHNS MOXET BXOAMTb TOMNbKO MepcoHan, MMEeLWnA nNpaso AocTyna B
HUX.
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MpepoTBpalieHne NepeKpecTHOM KOHTaMUHaLUKN NPy NPOU3BOACTBE

5.17 Tlpou3BOACTBO MNpPOAYKUMW HENeKapCTBEHHOINO0 Ha3HAYeHUs He [JOSDKHO OCYLIECTBNATbLCA B
noMeLleHnsaX U Ha obopygoBaHUW, NpedHa3HayYeHHbIX Afs NMPOW3BOACTBA JIEKAapCTBEHHBIX CPEACTB, HO, eCcnu
3T0 000CHOBAHO, MOXET OblTb pa3peLleHo, B Criyqae, eCnv NPUHATLI Mepbl MO NPeAOoTBPAaLLEHNIO NEPEKPECTHOWN
KOHTaMMHaUUM NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C Mepamu, yKa3aHHbIMU Hke 1 B pasgene 3 Yactu |
HacTosiwero TKI1.

MpounsBoacTBO M (MNKN) XpaHEHUE TakMX TEXHUYECKUX S40B, Kak nectuuuabl (Kpome criydyaeB, Korga OHu
NCNoNb3yTCA ANd NPOU3BOACTBA NEeKapCTBEHHbIX CPeacTB) M repbuumapl, HegONyCTUMO B MOMELLEHUSX,
ncnonb3yemblX s NPOM3BOACTBA U (MNW) XpaHEHWsI NeKapCTBEHHbIX CPEACTB.

5.18 [omkHa ObiTb NpedoTBpalleHa KOHTaMMHaUMS WMCXOOHbIX MaTepuanoB wnv MNpoAyKUUW OPYrUMu
UCXOAHbIMM Martepuanamuv unuM npoaykumen. TakoM PpUCK  CrydYanHOW nNepeKkpecTHOM KOHTaMuHauumu,
BO3HMKAIOWMA B pe3ynbTaTte HEKOHTPONIMPYEMOrO pPacnpoCTpaHeHus Mbilv, rasosB, MNapoB, aspo30few,
reHeTM4ecKoro MaTepuvarna unm opraHM3MoB OT aKTUBHbIX BELLECTB, APYrMX UCXOAHbIX Matepuarnos 1 NPOAYKTOB
B npouecce 06paboTku, OT OCTaTKoB Ha 0OOpPygoBaHUM M C OOeXObl ONepaTopoB, AOMMKEH ObiTb OLEHEH.
CrteneHb pycka 3aBUCUT OT NPMPOAbI KOHTAMUHMPYHOLLIEro MaTtepuana v KOHTaMUHUPYEMOWN MPOSYKLUNN.

Haunbonee onacHon ABNsieTCA KOHTAMUHALMSA NEeKapCTBEHHbIX CPEACTB, NpeAHasHa4YeHHbIX AN UHBbEKUWHNA,
a TaKke NPUHMMaeMbIX B TEHEHUE ANUTENBHOIO BPEMEHM.

Tem He MeHee, KOHTaMuHauMsa NOOOM NpPoayKuun npeacTaBnsdeT puck aAnsg 6e30nacHOCTVM NMauueHToB B
3aBUCUMMOCTM OT Xapakrtepa U CTENEHN KOHTaM1UHauuK.

5.19 lNepekpecTHyO KOHTaMMHaUMO HeobxoaMMo npefoTBpallaTh, NPEXA4e BCEro, 3a CYET Hagnexailero
NPOEKTMPOBaHNA MOMeLLeHMn 1 obopyaoBaHus, Kak ykasaHo B pasgene 3 Yactu | HacTtoswero TKI1. 3t0
OOJMKHO ObITb MOAKPENSIEHO COOTBETCTBYHOLUM AM3ANHOM npouecca U BHeAPEHUEM MoBbIX COOTBETCTBYHOLLIMX
TEXHUYECKNX UNN OPraHn3aLMOHHbIX Mep, B TOM Yncne adeKTMBHbLIX U BOCNPOM3BOAMMbIX MPOLIECCOB OYUCTKM
ONsl KOHTPOIS pUcKa NEePEKPECTHON KOHTaMUHaLNW.

5.20 [Insi oueHKN 1 KOHTPOIS pUCKa NEPEKPECTHON KOHTaMUHALMM NPOM3BOAMMON NPOAYKLUUN AOMKEH ObITb
MCMNonb30BaH NPoLEeCcC yrNpaBreHus puckamun Ans KayecTBa, BKoYasi OLEHKY aKTUBHOCTU U TOKCUKOMOrMYECKYHO
oueHKy. Takke cregyeT MPUHATbL BO BHUMaHWE Takme akTopbl, Kak Au3anH (NPOEeKT) MU MCMOoNb30BaHue
nomMeLleHMn 1 obopynoBaHus, MOTOKM MepcoHana u martepuanoB, MUKPOOMOMOrMYECKUI KOHTPOIb, (OU3NKO-
XUMUYECKME XaPaKTEPUCTUKN aKTUBHbIX BELLECTB, NapameTpbl Npouecca, BO3MOXHOCTM MPOLLECCOB OYUCTKM U
aHanUTU4eCKMe BO3MOXHOCTM B OTHOLLEHMM COOTBETCTBYIOLLUMX NPEenerioB, YCTAHOBMEHHbIX UCXOAS! U3 OLEHKU
NpovM3BOOUMONM MNpoayKuMu. PesynbTaT npouecca ynpaBfeHUs puckamu Ans KayecTBa [OOSDKEH SBNATbCA
OCHOBaHMEM Ania onpefeneHns HeobXoaUMOCTM U YPOBHS, 40 KOTOPOro nomeLleHnst u 06opyaoBaHMe OOIDKHbI
ObITb BblOeNeHbl AN KOHKPETHOro NeKapCTBEHHOrO CPeACcTBa UMM rPYNMbl JIEKAPCTBEHHbIX CPeACTB. YPOBEHb
BblOENEHMS MOXET BapbUPOBaTbCA OT CMeLManbHO BbIOEMEHHbIX YacTen, KOHTaKTUPYHOLIMX C NPOAYKTOM, OO0
BblOeNeHns Bcero npomseoactea. MoxeT ObiTb NpvemnemMa nokanusaums Npou3BOLACTBEHHOW AeATENbHOCTU B
BblOENEHHbIX aBTOHOMHbIX MPON3BOACTBEHHBIX 30HaX Ha MHOrOLLENIEBOM y4acTke, rae 3TO onpaBAaHHo.

5.21 PesynbTaTthl Npouecca ynpaBneHnsa puckamm s kayectsa AOMKHbI CTaTb OCHOBOW ANS onpeaeneHms
YPOBHA TEXHWYECKUX W OpraHM3auMOHHbIX Mep, HeobXoOuMbIX ANsi KOHTPONs PUCKOB MNEPEKPEeCTHON
KOHTaMunHauun. 3T Mepbl MOTYT BKITOYaTb, HE OFPaHNYMBASACH 3TUM, CMeAyHOLLEe.

TexHun4yeckne Mepbl:

i) BblAeneHHble NpOM3BOACTBA (NoMeLleHns n obopygoBaHue);

il) aBTOHOMHblEe NPOM3BOACTBEHHbIE NMOWAAM, UMeOLME OTAENbHOE TEXHOSorMyeckoe obopyaoBaHne K
OTOENbHbIE CUCTEMBI BEHTUNSALMM U KOHOULMOHUPOBaHuA Bo3gyxa (HVAC). Takke MoOXeT ObiTb KenaTerbHbIM
N30nMpoBaTh onpefeneHHbIe BCNoOMOraTefibHble CUCTEMbI OT TEX, KOTOPbIE UCMONb3YTCA B APYrUX 30HaX;

iii) OM3alH NpOM3BOACTBEHHOrO Mpolecca, MNOMELEHUA K 006opyaoBaHWUsl, MO3BOMSIOWMA CBECTU K
MUHMMYMY BO3MOXHOCTb NEPEKPECTHOW KOHTaMuHauuM B npouecce obpaboTku, akchnyaTaumm, TEXHUYECKOro
06CcnyXMBaHUA N OYUCTKY;

iV) Mcnonb3oBaHMe «3aKkpbiTbiX CUCTEM» And obpaboTkm M nepejadn maTepuana (NpoAaykTa) Mexagy
obopyaoBaHuewm;

V) MCMONb30BaHMe CUCTEM C hU3MYeCKNM BapbepoM, B TOM YMCIE U3ONATOPOB, Kak Mepbl MO floKanmM3awumy;

Vi) KOHTpOnMpyemoe yparneHue nbinvn BOMM3M WCTOYHUKA 3arpsi3HEHWsi, Hanpumep 4Yepes roKalbHble
BbITS>KHbIE YCTPOWCTBA;

Vvii) BblAENEeHne TEXHONOrMYECKOro o6opyLOBaHNS, YaCTeN, KOHTAKTUPYHOLLUX C NPOAYKTOM, UIM OTAESNbHbIX
YyacTen, KoTopble TpyAHeEe BCEro ouvmwaTh (Hanpumep, hunbTpbl), MHCTPYMEHTOB Afst 06CNyXMBaHUS;

viii) ncnonb3oBaHWe O04HOPA30BbIX TEXHOMOIN;

ix) ncnonb3oBaHne ob6opynoBaHUS, CIPOEKTUPOBAHHOIO C y4ETOM OBneryeHnss OUUCTKY;

X) Hagnexailee WCNONb3OBaHWEe BO3AYLIHbLIX LUMAK30B W Kackaga [daBfeHun [ng  nokanusauum
NnoTeHLManbHOro coepXallerocsi B BO3yxe KOHTaMMHaHTa B npefenax onpeaeneHHOn 30Hbl;

Xi) cBeAeHMe K MUHUMYMY pUCKa 3arpsi3HEHWsl, BbI3BAHHOTO PELMPKYNSUMEN UM NMOBTOPHbIM
NCNONb30BaHNEM HEOQUMLLEHHOIO MM HEQOCTAaTOUYHO OUYULLIEHHOTO BO3AYXa;

Xii) ICNoNb3oBaHME CUCTEM aBTOMATUYECKON OYMCTKN HA MECTE C BannaupoBaHHON pe3yribTaTUBHOCTDIO;

Xiii) pasgeneHune 30H MOVikM 060OpYAOBaHMS, CYLLKN U XPaHEHUS AN 0OLMX 30H OYUCTKM.
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OpraHu3aunoHHbIe Mepbl:

i) BblgENeHne BCcero Npomn3BoACTBa MMM aBTOHOMHbIX MPOM3BOACTBEHHbIX NMOLWaAel Ha OCHOBE KaMnaHuin
(BblOENeHNe ¢ pasgeneHmemM BO BDEMEHU) C NOCINEAYHIOLLEN O4YUCTKON C BanNMAMPOBaHHON pe3yrbTaTUBHOCTLIO;

i) XxpaHeHne cneunanbHOW 3alUMTHOW OAEXAbl BHYTPW 30H, roe obpabaTbiBatoTCs NPOAYKTHl C BbICOKUM
PYCKOM NEPEKPECTHON KOHTaMUHaLNW;

iil) Bepudmkaumnss OYMCTKM MOCHEe BbIMyCKa KaXZoro nNpoaykTa B Lendx nopaepxaHus 3deKTMBHOCTU
noaxoaa ynpasreHUsi PUCKOM AMsi KaYecTBa B OTHOLUEHMU MPOAYKLMN BbICOKOIO PUCKa;

iv) BepudmKaLmMss OYUCTKU MOBEPXHOCTEN, HE KOHTaKTUPYHOLUMX C NPOAYKUUEN, N MOHUTOPUHI BO34yxa B
NPOV3BOACTBEHHOW 30HE U (MNW) npunerawwmux 30Hax B 3aBUMCMMOCTM OT pucKka KOHTaMuHauuum Onsi
noaTBepXxaeHus 3AP@EKTUBHOCTM Mep MPOTUB KOHTaMMHALMM  B3BELUEHHbIMW 4YacTuuamu unm nyTem
MEeXaHW4YeCcKoro nepeHoca;

V) cneuvanbHble Mepbl MO OOpalleHnio € OoTxodamu, 3arpsi3HEHHbIMWM MPOMbIBHbIMW  BOAAMM U
3arpsi3HEHHOM OAEXO0W;

Vi) pernctpaumst cny4aes NponMBaHns 1 paccbinaHns, MHUMOEHTOB MW OTKITOHEHWI OT NpoLeayp;

vii) paspaboTKka MpoLEeCcCOB OUYUCTKM AN nomeLleHni n obopygoBaHMs Takmm obpas3om, 4Tobbl npouecchl
0O4MCTKM camu no cebe He NpeacTaBnsANM pUcKa NEPEKPECTHON KOHTaMUHaLNK;

viil) paspaboTka nogpoOHbIX hopm ANs 3anuMcen B Mpouecce OYUCTKU AN obecneyeHus BbIMOSIHEHMS
OYMCTKM B COOTBETCTBMM C YTBEPXKAEHHbIMM MNpoueaypaMu U WUCMNOMb30BaHWE STUKETOK cTaTyca OYMCTKU
060opyaoBaHNs 1 MPON3BOACTBEHHBIX 30H;

iX) ncnonb3oBaHWe ObLLMX 30H OYUCTKM MO NPUHLMMY KaMNaHWui;

X) Hag3op 3a noBedeHMeM nepcoHana Ans obecneyveHns yBepeHHOCTU B 3PdEKTUBHOCTU OByyeHus u
COOTBETCTBMS HaANeXalumM MeponpuUATUSM NpoLesypHOro KOHTPOIS!.

5.22 Meponpuatna No npefoTBpaLLeHNo MEPEKPECTHOW KOHTaMuHauum U nx 3deKTUBHOCTL cnegyet
nepvoanyeckn NpoBepsATb B COOTBETCTBUMN C YCTAHOBIIEHHBIMW MpoLeaypaMu.

Banupauus

5.23 MeponpuaTtva no BanupauMu OOMXHbI CNOCOOCTBOBaTb BbiNOMHeHMo HacToswero TKI v AomkHbI
NpOBOANTLCH B COOTBETCTBMM C YCTAHOBMEHHbIMKU npoueaypamu. PesynbTaTbl NpOBEAEHHbIX MEPONpUATUN U
3aKMYEeHNs Mo HUM JOMKHbI BblTb 0POPMIEHblI AOKYMEHTarbHO.

5.24 lNMpu BBEAEHMM HOBOWN NPON3BOACTBEHHOWN peLenTypbl UM HOBOrO MeToAa Npov3BoAcTBa Heobxoammo
[oKa3aTb UX NPUrOAHOCTb ANS CEPUMHOro npomnssoacTBa. [OMmKHO ObiTb AOKa3aHO, YTO AaHHbIA Mpouecc npwu
MCMONb30BaHMN MpPeayCMOTPEHHbIX MaTepuanoB W 0OOpyAOBaHWS MNO3BOMSET MNOCTOAHHO MPOU3BOAUTL
npoaykumnio Tpebyemoro kayecTsa.

5.25 CyuwecTBeHHble M3MEHeHUs MpPOU3BOACTBEHHOrO Mpouecca, Bkovas noboe unsMeHeHune
obopyagoBaHMsa UNM UCXOAHBIX U YNAaKOBOYHbIX MaTepuarioB, KOTOPOe MOXET MOBMMATbL Ha Ka4eCTBO NPOAYKLMM
n (MnNn) BOCNPOM3BOANMOCTb MNpoLecca, OMKHbI MPONTM Banuaauuio.

5.26 lNpoueccol 1 npoueaypbl cregyeT nogsepratb NepUoanYecKon pesanmaauun (NOBTOPHOM Banuaaumu)
ONS rapaHTuUmM TOro, YTO OHWU OCTalOTCH NPUTOAHLIMU ANA AOCTMKEHNS onpegeneHHbIX pe3ynbTaTos.

UcxoaHble maTtepuansl

5.27 B pamkax cbapmaueBTUYECKOM CUCTEMbl KayecTBa AOMKHbl ObiTb 3a40KYMEHTMpOBaHbl BbIGOP,
KBanudukauus, yTBepxaeHue W nopaepxaHue cTaTyca MNOCTaBLUMKOB WCXOOHbIX MaTepuanoB Hapsagy cC
3aKyrnkamy W NpUEMKOW. YpPOBEHb KOHTPOMsi [AOfKeH OblTb MponopuMOHaneH puckam, CBsi3aHHbIM C
KOHKPETHbIMM MaTepuanamm, C Y4eTOM WCTOYHMKA WX MNPOVCXOXAEHUS, MNPOM3BOACTBEHHOrO Mpouecca,
CMOXHOCTW Lenu MOCTaBKM U KOHEYHOrO Ha3HayeHus matepuana B NeKapCTBEHHOM cpefcTsBe. [ns Kaxgoro
YTBEPXXAEHHOro MOCTaBLUMKa UNM MaTtepuana [OMKHbl OblTb B Hanvuun NOATBEpXAAOLWME CBUAETENbCTBA.
lMepcoHany, BOBNEYEHHOMY B 3Ty OEATENbHOCTb, HEOOXOAMMO MMETb aKTyarbHble 3HaHMS O MOCTaBLUMKaX,
Lensax NoCTaBoOK M CBSA3aHHbIX C HMUMMK puckax. 10 BO3MOXHOCTM UCXOAHbIE MaTtepuansl cnegyeTt npuobperatb
HEenocpeacTBEHHO Y MX NPOM3BOAUTENS.

5.28 TpeboBaHWs K Ka4eCTBY UCXOAHbIX MaTepuanoB, YCTAHOBMEHHbIE NPOU3BOAUTENEM JIEKapCTBEHHOMO
cpencTtBa, [AOMKHbl ObITb cormacoBaHbl C  MocTaBlykamu. COOTBETCTBYHOLUME acneKkTbl MNPOW3BOACTBA,
UCMbITaHWIA U KOHTPOMS, B TOM 4ucne TpeboBaHus K 06paboTke, MapKUMPOBKE, YMNaKoBbIBAHWUIO N peanv3auuu,
npouenypbl MO pacCMOTPEHUIO MPETEH3UI, OT3bIBY N U3BATUIO, LOIMKHLI ObiTh 3adMKCMPOBaHbI B 0ULIManbHbIX
cornalleHunsix nNo Ka4yecTBy Unu B cneyndukaLmsx.

5.29 [Insa yTBepXAEHUS U nogaepXXaHus crtatyca NoCTaBLUMKOB aKTUBHbIX dapMaLeBTUYECKMX CYOCTaHLMUIA
1 BComoraTernbHbIX BeLecTB TpebyeTcs cneayollee.

[nsa akTMBHbIX hapMaueBTUYECKMX CyOCTaHUMA:

- JomxkHa ObITb yCcTaHOBMNEHa NpocnexmBaemMas uenb noctaBku. CBA3aHHbIe C Lenbl NOCTaBKuM pucku (oT
NCXOOHbIX MaTepuanos Afs aKTMBHOW dhapMaueBTU4eCcKon CybCcTaHLumMmM 4O roTOBOro eKapCTBEHHOMO CpeacTBa)
OOMKHbl  noaBepratbCs  (popmManbHOM OUEHKe U nepuoguyeckorn npoBepke. [JOMKHbI  CylwlecTBOBaTb
COOTBETCTBYIOLUME MePbl MO CHWXEHUIO CTEeMNeHM pucka B OTHOWEHUMU KadvecTBa papmMaueBTUYECKOW
cybcTaHumy;

- AOMXHbI BbITb B HANUYMU N COXPaHATLCS 3anmncu 0 NPOCIEXMBAEMOCTN KaXXAON Lenu NocTaBky,;
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- OOIMKHbI BbITb NPOBEAEHbLI ayAUTbl NPoU3BoaUTENEN U AUCTPMOLIOTOPOB (hapMaLeBTUYECKUX cybcTaHuun,
B UenaxX NOATBEPXAEeHUs COOTBETCTBMA TpeboBaHWsM Hagnexalwien npousBOACTBEHHOW MPakTUKM W
Hagnexallen oucTpubbOTOPCKON NpakTuku. [epxaTtens NuLeH3MM Ha NPON3BOLACTBO NIEKAapCTBEHHOIO CcpeacTea
06s13aH NpoBepATb cobntogeHne Takmx TpeboBaHUn caMOCTOATENBHO NMBO Yyepes nuuo, AEUCTBYOLEee OT ero
WMEHW NO KOHTPAKTY;

- anga obecneyveHuns oueHkn cobntogeHusa Hactosiwero TKIM ayauTbl OOMKHbI MMETb COOTBETCTBYHOLLYHO
NpoOOOIPKUTENBHOCTL M obnactb ayauTta. CnegyeT yaenuTtb BHMMaHME MWCTOMHUKaM  MOTEHUMarbHON
nepeKkpecTHOW KOHTaMMHauuM oT OPYrMx MaTepuarnoB, NCMOMb3yeMblX Ha MPOU3BOACTBEHHOM nnowagke. OTyeT
OOMMKEH MOMHOCTLI0 OTpaXaTb BCHO MHGOPMaLMio, BKIovas nobble OOHapyXKeHHble B pesynbTate ayauTa
HegocTaTkM. [omkHbl OblTb OCyLLECTBMNEHbl BCe HEOOXOOUMBIE KOPPEKTMpYILME W Mpedynpexgarome
JencTBus;

- nocnegywwue ayauTbl AOMKHbI MNPOBOAUTLCA C  YCTAHOBMNEHHOW Ha OCHOBE aHanu3a puCKOB
nepuoanYHOCTBLIO ANnd obecnevyeHus cobnoaeHns CTaHgapToB M AanbHENLWEero UCrnorb30BaHUs YTBEPXKAEHHOMN
Lenn NocTaBKw.

[nsa BcnomoraTernbHbIX BELLECTB:

- BCMOMOraTerbHble BeLeCcTBa M NOCTaBLUMKM BCMIOMOraTerbHbIX BELLECTB AOMKHbI KOHTPONMPOBATLCS Ha
OCHOBE pe3ynbTaTtoB hOpMarnM3oBaHHON CUCTEMbI OLEHKM PUCKOB AN1S KayecTsa.

5.30 B kaxgon noctaBke UCXOOHbIX MaTepmaroB Tapa OOIMKHA ObiTb MPOBEPEHA HA LIENOCTHOCTb YNaKOBKMU,
B TOM YMCME LeNOoCTHOCTb MIoMO, a Takke Ha COOTBETCTBUE CBEAEHMWN, YKa3aHHbIX B HAKMagHOW, 3TUKETKaMm
MocTaBLLMKa U YTBEPXKAEHHOW MPOM3BOAUTENEM M NOCTaBLUMKOM MHGOPMaLMK, ogobpeHHO Npon3BoanTENem
neKapcTBEHHOro cpeAcTBa. [pnemoyHble MPOBEPKM AOIMKHBI ObITh 3840KYMEHTMPOBAHbI.

5.31 Ecnu ogHa noctaBka marepuana COCTOMT M3 pasfUYHbIX CEpPUN, TO Kaxayl cepuiro Heobxoaumo
paccmaTpuBaTh Kak OTAENbHYI0 B OTHOLLIEHUM 0TOopa Npob, NpoBeAEeHUs UCTbITaHMS U Bblgauyn paspeLlleHuns Ha
NCNonb30BaHUe.

5.32 Haxopgsiwmecsa B CKNafacKon 30HE UCXOAHbIE MaTepuarnbl LOIMKHbI OblTb COOTBETCTBYIOLLMM 0Opa3omM
MapkMpoBaHbl cornacHo 5.13 Yactu | Hactoswero TKI. OTMkeTKM [OMMKHbI cogepaTb CIeayioLLyto
nHdopmaumio:

i) IPUCBOEHHOE HaVMeHOBaHWe NPoayKUMM U NP HEOBXOAMMOCTU BHYTPN3aBOACKON KOA,;

il) HOMep cepun, NPUCBOEHHbIN NPU NONYYEHUU;

iii) cTatyc copepXumoro, roe MPUMEHMMO (Hampumep, B KapaHTMHE, Ha WCNbITaHWW, paspeLleHo,
OTKIOHEHO);

iV) CPOK roAHOCTM UNn aata, nocne KoTopow TpebyeTcst NOBTOPHbIA KOHTPOSb, rAe NPUMEHNMO.

Ecnu ncnonb3aytoTcst MOMHOCTBIO KOMMbIOTEPU3NPOBAHHBIE CUCTEMbI XPAHEHUS, TO yKa3aHHas UHdopmaums
He 06s3aTeNnbHO JOMKHa CoAepXKaTbCa Ha STUKETKE B Yntaemon cpopme.

5.33 [omxkHbl ObITb ONpegeneHbl COOTBETCTBYIOLLME NPOLEAYPbl UM Mepbl, rapaHTUpYyoLLmMe NoaIMHHOCTb
COAEPKMMOrO KaXKAOW €AMHMLbI Tapbl UCXOOHbIX MartepuanoB. Tapa, u3 KOTopon Obinn otobpaHbl npobsbl,
JormkHa 6bITb NpoMapkmMpoBaHa cornacHo 6.13 Yactu | HacTosawero TKI.

5.34 CrnepyeT ucnonb3oBaTb TOMbKO T€ WCXOAHble MaTtepuarnbl, MCMOMb30BaHUE KOTOPbIX pa3peLleHo
nogpasaeneHnem KOHTPOIS KayecTBa M CPOK rOOHOCTU KOTOPbIX eLLlEe HE UCTEK.

5.35 T[lpou3BoauMTenu roTOBOM MNPOAYKUUM HECYT OTBETCTBEHHOCTb 3a BCE WCMbITAHUSA WUCXOOHbIX
mMaTtepuarnoB, KOTOpble ykas3aHbl B PErmcTpalyoHHOM pocbe’. TMpou3BOANTENN TOTOBOI NPOAYKUUN MOTyT
MCMnonb3oBaTbh YaCTUYHO UMW MOJIHOCTbIO Pe3ynbTaTbl UCMbITAHUIA YTBEPXKOEHHOTO NPOU3BOAUTENS UCXOOHbLIX
mMaTepuarnoB, HO OOMKHbl Kak MWHUMYM BbIMOJNIHUTbL WUCMbITAHWE Ha MOAJSIMHHOCTb KaXJoW CEpPUM COrnacHo
MpunoxeHwnto 8%

5.36 OOocHOBaHMe nepedayn UCNbITaHWM LMs UCMOMHEHMST CTOPOHHEW OpraHusaunen OOJMKHO ObiTb
0hOpPMIIEHO AOKYMEHTanbHO. [JomkHbl ObITb coObnoaeHbI crieqyrolme TpeboBaHus:

i) cnepyeT yoenutb ocoboe BHUMaHWE KOHTPOIKO 3a pacnpegerneHnem (TpaHCnopTMpPOBaHMEM, OMTOBOW
peanusaumen, XpaHEeHWeM U TMOCTaABKOM) MCXOOHbIX MaTepuarnioB B LENAX noagepXaHust XapakTepucTuk
KayecTBa MCXOOHbIX MaTepuanoB M obecrneyeHust Toro, YToObl pe3ynbTaTbl UCMbITAHUA ObIM NO-MPEXHEMY
NPUMEHNMBI K NOCTaBMIEHHLIM MaTepuanam;

i) npomsBoguTENb NEKAPCTBEHHOINO CPEACTBa [OJDKEH MPOBOAUTH ayaAuTbl Nfowagku (nnowiagok),
OCYLLECTBNALMX UCMbITAHWUSA UCXOOHLIX MaTepuanos (B TOM Yucrnie u otbop npob), kak cCaMoCTOATENBHO, TaK U
yepe3 TPeTbUX MWL, C NEPUOLUYHOCTBIO, ONPEAENEHHOW C Yy4EeTOM PUCKOB. OTO HeobXooumo Ans rapaHTum
COOTBETCTBMSA TpeboBaHWsAM Haanexalleh nNPOW3BOACTBEHHOM MpaKTMKK, cneundukaumsam u  mMeToaam
UCnbITaHWI, OMUCAHHLIM B PETMCTPALMOHHOM LOCLE;

iii) cepTncukat aHanusa, npeAcTaBfneHHbIN MNpou3BoaAUTENEM (MOCTaBLUMKOM) WMCXOAHbLIX MaTepuarnos,
JomkeH ObiTb nNognucaH HasHaAYeHHbIM MNULIOM C COOTBETCTBYOLWEN kBanudukaumen n onbitoM. lMognuce
rapaHTMpyeT, 4TO Kaxdas cepusi Obina npoBepeHa Ha COOTBETCTBME COrflacoBaHHbIM  crneuudurkaumam
NCXOOHbIX MaTepuarnoB, eCrnv Takoe CBUAETENbCTBO He NPeAcTaBnseTcs OTAENbHO;

1AHaJ'IOFVI‘—IHI:IVI noaxon criegyet MNpUMEHATb K YNakoBOYHLIM MaTepuanam, Kak ykasaHo B 5.42 HacTosuero
TKI.

2 McnbiTaHna UCXOAHbIX MaTtepuanos Ha NOANMMHHOCTb OOJTXHbI OblTb BbIMNOJSIHEHbI B COOTBETCTBUM C MeTodaMu U
CneLlI/I(*)I/IKaLI,MﬂMI/I COOTBETCTBYHOLLEero permcTpaumMoHHOro aocbe.
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iv) npousBoAuTENb FEKapCTBEHHOrO cpeacTBa [OOSMKEH WMETb COOTBETCTBYOWMW OnbIT paboTbl ¢
Npon3BOAUTENEM UCXOAHbIX MaTepuanos (B TOM 4uche vepe3 AMCTPUObIOTOpa), BKIHOYAKOLWMIA OLIEHKY paHee
NOMyYeHHbIX OT HEro cepui MCXOOHbIX MaTepuarioB U UCTOPUID MX COOTBETCTBUSA, ONA NPUHATUS peLleHus O
cokpaweHun obbeMa COBCTBEHHbIX (BHYTPEHHWUX) ucnbiTaHui. CrnegyeT yunmTbiBaTb fobble CyLleCTBEHHble
N3MeHeHus B npoLeccax Npou3BoACTBa MU UCTbITAHUN;

V) npousBoauTENb NEKapCTBEHHOIO CpeacTBa OOJMKEH Takke OCyLeCTBMAATb (CaMOCTOATENbHO UMM C
NCMonNb3oBaHMEM OTAENbHON YTBEPXKAEHHOW KOHTPaKTHOW nabopaTopun) NOMHBIA KOHTPOMb C NEPUOANYHOCTLIO,
onpedeneHHoN C y4eTOM PUCKOB, W CpaBHMBAaTb pe3ynbTaTbhl C CepTUMMKATOM aHanm3a MocTaBLUMKa Wnu
NPON3BOAUTENSA UCXOOHbIX MaTepranos C Liernblo NPOBEPKM HaAEXHOCTU nocneaHero. Ecnv B xoge ucneitaHni
BbISIBATCA PaCXOXAeHWs, TO AO0MKHO ObiTb MpoBedeHO paccrnefoBaHve W MPUHSATHI COOTBETCTBYOLME Mepbl.
CepTudmkaTbl aHanM3a nocTaBLLMKa Uy NPoOM3BOAUTENS NCXOAHBIX MaTepuanoB He NPUHUMAaKOTCS A0 Tex nop,
noka aTn Mepbl He ByayT 3aBepLUEHbI.

5.37 VicxogHble MaTepuwanbl OOMKHbl BblaBaTbCA TOMbKO CreuuanbHO Ha3HaYeHHbIMUM fvuaMu B
COOTBETCTBMU C [OKyMEeHTanbHO O0OpPMMEHHON Npoueaypon, YTOObl rapaHTMpOBaTh, YTO HYXHblE€ UCXOOHbIE
MaTepuanbl TOYHO OTBELUEHbl UMM OTMEPEHbI B YACTYIO U HaANexXalumm o6pa3oM MapknpoBaHHYO Tapy.

5.38 Kaxabli BblgaHHbIV MaTepuarn, ero macca unu obbem JOmKHbI NOABEPraTbCs He3aBNCHMMOW MpoBepke
C 3an1Cbio pe3ynbLTaToBs.

5.39 VcxogHble maTepuansl, BblAaHHbIE ON1S KaKO0W Cepuun, AOMMKHbI XPaHMTbCS B OOAHOM MecTe U MMEeTb
COOTBETCTBYHIOLLYI MapKMPOBKY.

TexHonorn4yeckue onepaunn: NpomMexyTto4yHasa n Hepacq)acosaHHaﬂ npoaykKkuua

5.40 lNepepg Havanom n6ON TEXHONOIMYECKOW onepaunn SOMKHbI ObiTb NPUHATEI MepbI, rapaHTupyloLmne,
4yTO paboyas 30Ha u 0bopyaoBaHME OYUNLLEHBI N OCBODOOXAEHbLI OT NIOObLIX NCXOAHLIX MaTepuanos, NPOAYKLUMM,
OCTaTKOB NPOAYKLMN UINN OOKYMEHTaUUK, He MMEIOLLIMX OTHOLLEHMS K 3annaHMpoBaHHOM onepauunn.

5.41 MNMpoMeXyTo4YHY0 1 HepacdacoBaHHYIO MPOAYKLMIO cnefyeT XpaHUTb B Haanexallmx yCroBumsx.

5.42. Kputnyeckmne npoueccbl OOMKHbI NpOoNTU Banugaumio cornacHo 5.23 — 5.26 Yactu | HacTodwero
TKIT.

5.43 [omkHbl ObiTb nNpoBedeHbl M 0GOPMIIEHbI AOKYMEHTaNbHO HeobXoAMMbI KOHTPOSMb B MpoLecce
NPOM3BOACTBA U KOHTPOSb MPOU3BOACTBEHHON Cpefbl.

5.44 Joboe cylwleCTBEHHOE OTKMOHEHME OT OXWOAEMOro Bbixoda MPOAYKUMM OOIMKHO ObiTb 0dopMIIEHO
OOKyMEeHTanbHO 1 paccnegoBaHo.

YnakoBoOu4Hble mMaTepuanbl

5.45 3akynke 1 KOHTPOMI MEPBUYHbBIX U NEYATHBIX YNAKOBOYHbIX MaTEpPManoB, a Takke obpalleHuo ¢ HUMK
cnepnyeT yoensitb Takoe Xe BHMMaHMWeE, Kak U B CINyyae C UCXOOHbIMW MaTepuanamu.

5.46 Ocoboe BHUMaHWe criegyeT yaensTb neyaTHbIM maTepuanam. VX cnegyet XpaHuTb B HaAeXHbIX
YCMNOBUSX, UCKIIOYAIOLLMX AOCTYN NOCTOPOHHMX Nu1L,. PaspesaHHble STUKETKN U Apyrue pa3po3HEHHbIE NeYaTHble
mMaTtepuanbl OOMKHbI XPaHUTLCSt M TPaHCMOPTUPOBATLCA Pa3fdenbHO B 3aKPbITOA Tape, MCKMYalowen ux
nepenyTbiBaHMe.

Pa3spelleHne Ha ncnonb3oBaHWE YNaKOBOYHbLIX MaTepuarioB [AOIMKHO BblaBaTbCsH TOMbKO creuunansHo
Ha3Ha4YeHHbIMY NLAaMK B COOTBETCTBUM C YTBEPXKAEHHOW N OKYMEHTanNbHO 0hOpMIIEHHOW NpoLeaypoil.

5.47 Kaxgon nocTtaBke WM CEepvMM MEPBUYHBLIX UMM MeyaTHbIX YNAaKOBOYHbIX MaTepUarnoB AOJKEH OblTb
NPUCBOEH MAEHTUPUKALIMOHHBIA HOMEP UMW UAEHTUDMKALMOHHBIN 3HaK.

5.48 TlpocpoYeHHble WNW HENPUIOAHbIE K WCMOMb30BaHWID MeyvaTHble WU MNEPBUYHbIE YNAKOBOYHbLIE
mMaTepuanbl JOMKHbI ObITb YHUUTOXEHbI C AOKYMEHTarNbHbIM OYOPMIIEHUEM.

Onepauuun no ynakoBke

5.49 Mpu cocTaBneHnn nNnaHoB ornepauuit No yrnakoBke 0coboe BHUMaHMe [OSKHO 6biTb yaeneHo
CBedEeHMNI0 K MUHUMYMY pUCKa MepeKpecTHOM KOHTaMuHauuu, nepenyTbiBaHUs Unv nogmeHsl. He gonyckaeTtcs
ynakoBbIBaTb MPOAYKUMIO PasnuYHbIX BMOOB B HEMocpedCTBeHHOW Gnu3ocTy Apyr OT Opyra 3a WUCKMHYeHWeM
cnyyaes, NpegycmaTpuealoLLmx dusndeckoe pasgeneHue.

5.50 Mepen Hayanom onepauuii Mo ynakoBke AOIMKHbI ObITb NPEdnPUHATBI Mepbl, rapaHTUpyloLwue, YTo
paboyas 30Ha, YNakoBOYHbIE NMHUK, MevyaTHble MaluHbl U Apyroe o6opyaoBaHve SBNATCA YACTBIMU U He
cofepxxaT nobble NCNoNb3oBaBLLMECS paHee NeKkapCTBEeHHbIe CpeacTBa, MaTepuans U AOKYMEHTbI, €CIIN OHY
He TpebylTcA AN 3annaHupoBaHHOM onepauun. OUUCTKY TNMHUMKM  criegyeT NPOBOAUTL  COMNacHo
COOTBETCTBYIOLLEN NpoLeaype.

5.51 HaumeHoBaHVME W HOMEpP Cepuu YNaKoBbIBAEMOW MPOAYKUMW AOSKHbI ObiTb yKasaHbl Ha KaXk[oM
YNakoBOYHOM MECTe UMW NINHUN.

5.52 Mpy nocTynfieHnn NpoayKUMM 1 YNakoBOYHbIX MaTepuarioB Ha y4acToK YNakoBKU crieQyeT NpoBepuThb
MX KONMMYECTBO, MOEHTUYHOCTb U COOTBETCTBME MHCTPYKLMSAM MO YNaKoBKe.

5.53 MaTepuanbl NepBUYHOM YMNAKOBKM [OMKHbI ObiTb YMCTBIMM O Havyana onepauuv HamosHeHus.
CrenyeT ygensTb BHMMaHWE NpedoTBPaLLUEeHMIO M YCTpaHeHMto 06Ol KOHTaMuMHaLMW, TakoW Kak OCKOIKM
CTekrna v MeTaryiMyeckue YacTuubl.
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5.54 Kak npaBuno, MapkupoBKy CriefyeT HaHOCWUTb Kak MOXHO ObicTpee mocne ¢hacoBku u yKynopku. [o
HaHeCEeHNsT MapKUPOBKU crneayeT MpUHATE HeobxoauMmble Mepbl, WCKMNoYalLwue nepenyTbiBaHue unu
OLNBOYHYIO MApPKMPOBKY.

5.55 T[lpaBuNbHOCTL BBINOMHEHUS MOObLIX MeYaTHbIX Onepauun (HaHeCceHWss HOMEPOB Cepun, cpoka
rogHoOCTH), OCyLLeCTBnsieMblX NMOO Kak OoTAerbHas TexHomnormyeckas onepauusi, nMbo B npoLecce ynakoBKM,
cnegyeT TwWaTenbHO KOHTPONMpoBaTb M OopMIATb AOKyMeHTanbHo. Ocoboe BHMMaHue crneayet yaensaTb
PYy4HOW MapKUpOBKE, KOTOPYIO CriedyeT perynspHo nepenpoBepsiTh.

5.56 Ocobbie Mepbl NPea0CTOPOXHOCTM AOMKHBI COBNI0AATHECS NPU UCNONb30BaHUN pa3pe3aHHbIX 3TUKETOK
N HaHeCeHWu LITaMnoB BHe MVMHUKM ynakoBkwu. [ns npedoTBpalleHvs nepenyTbiBaHUSA MeYaTHOro Martepuarna
npegnoyTUTENbHEE UCMONb30BaTh 3TUKETKM B PYFIOHE BMECTO pa3pe3aHHbIX 3TUKETOK.

5.57 CnefnyeT npoBOAWTbL MPOBEPKW, rapaHTUPYIOLLME, YTO BCE 3NEKTPOHHbIE YCTPOWCTBA CUMTbIBAHUS
KoAa, CHETYMKM ITUKETOK U aHanorn4Hble ycTponcTaa paboTatoT npaBumbHO.

5.58 MapkupoBKka ynakoBOYHbIX MaTepuanoB, HAaHECEHHas C MOMOLLbIO nevyaTu UM MeTOAOM TUCHEHMS,
OoImkHa 6bITb OTYETNIMBOW 1 YCTONYMBOW K BbILBETAHWUIO NN CTUPAHUIO.

5.59 Tlpu koHTpone npouecca ynakoBKA MPOAYKLUUW Ha NWHMM criedyeT MpoBepsTb, Kak MUHUMYM,
cnepywuiee:

i) O6LLMIA BHELLIHMI BU, YNAKOBOK,;

il) KOMMNEKTHOCTb YNaKoBOK;

iii) ncnonb3oBaHWe COOTBETCTBYIOLLMX BUAOB NPOAYKLUUN U YNAKOBOYHbLIX MaTepUarios;

iV) NpaBUbHOCTb HaHeceHus Nobor MapKUpoOBKY;

V) NpaBuIbHOCTb PaboTbl KOHTPOIbHbBIX YCTPONCTB Ha NHMKU. OBpa3subl, B3ATbIE C YNAaKOBOYHOW NUHUN, He
cnepyeT BO3BpaLlaTb MOBTOPHO Ha JIMHUIO.

5.60 Ecnu npm ynakoBke NpPOAYKUMM BO3HMKIN HenpenBuOeHHble 06CTOATENbCTBA, OHAa MOXET ObIThb
BO3BpallleHa B MNPOM3BOACTBO TOMbKO MOCMe creuuanbHOW MNpOBEPKW, NPOBEAEHUS paccrnefoBaHua M C
paspelleHns nuua, MMEKLWEero COOTBETCTBYKOLUME MOMHOMOYMS. YKa3aHHble OEWCTBMS [OOSDKHbl  ObiTb
0odopMneHbI B BUAE NPOTOKOSA, KOTOPLIN CrieayeT XpaHUTb B YCTAaHOBMEHHOM NOpsiKe.

5.61 MNpwu cyLecTBEHHOM UM HEOBBIYHOM PaCXOXAEHUW, YCTaHOBINIEHHOM BO BpeMsi cocTaBneHus banaHca
MEeXAy KONMMYeCcTBOM HepacacoBaHHOM NpPOAYKUMM, MEevYaTHOro YNakoBOYHOrO Marepuana M 4Yncriom
Npou3BefeHHbIX eAVHUL, FOTOBOW NpoAyKUMK, creayeT NpoBeCcT paccrefoBaHUe U YCTaHOBUTb MPUYUHY 3TOro
pacxoXaeHus 40 Bblgady pa3peLleHNs Ha BbIMyCK.

5.62 [llocne 3aBeplleHuWss onepauuii No ynakoBke nNoOble OCTaBLUMECS YMNAKOBOYHbIE MaTtepuarnbl C
HaHECEHHbIM Ha HUX HOMEPOM CEPUM LOIMKHbI OblTb YHUYTOXEHbI C MOCMNEAYLWUM OOKYMEHTalbHbIM
odopmneHnem. BosBpaT Ha cknag HeMapKMpOBaHHbIX  YMAKOBOYHbIX MaTepuanoB MNPOM3BOAMTCA B
COOTBETCTBMU C YTBEPXKOEHHON MpoLeaypon.

FoToBas npoaykuus

5.63 [lo Bblgaun paspelleHnsl Ha BbIMNYCK roToBas MNPOAYKUMS [OOMMKHA CcofepXaTbCA B KapaHTWHe B
YCIOBUSIX, YCTaHOBMEHHbIX NPOU3BOANTENEM.

5.64 [Jo MOMeHTa nony4YyeHusl paspelleHus Ha BbINyCK [OOMKHa ObliTb MpoBedeHa OLEHKa TFOTOBOW
NPOAYKUUM 1N JOKYMEHTALMM B NOPSIAKE, YCTAHOBNEHHOM pa3aernom 6 YacTtu | HacTosiwero TKI.

5.65 lMNocne Bblgayn paspeLleHnst Ha BbiMyCcK roToBasi NPOAYKUUSt AOSHKHA XPaHUTbCS Kak MpUroaHbIn ans
peanusauuu 3anac B yCoBUsIX, YCTaHOBIEHHbIX MPOU3BOAUTENEM.

OTKNOHEeHHbIe, MOBTOPHO UCNOJIb30OBaHHLIE N BO3BpalleHHbIe maTepuanbl U NpoAayKuus

5.66 OTKNOHEHHbIE MaTepuarbl U NPOAYKUMS AOMKHbI UMETb YETKYH0 MapKMPOBKY U XPaHUTLCHA pasgenbHO
B 30HaX C orpaHnyeHHbIM JocTynoM. OHM nognexaT Bo3BpaTy NOCTaBLUUKY, NnepepaboTke (ecnm aTo JonycTUMO)
UNN YHUYTOXEHUIO. JToOble BbIMONHEHHbIE AENCTBUSA LOIMKHBI OblTb 0hOPMIIEHbI JOKYMEHTANBHO U YTBEPXKAEHbI
muamMuy, umerLmnmMmmn cooTBeTCTBYOLWMNE NOJTHOMOYMNA.

5.67 [lMepepaboTka OTKMOHEHHOW MPOOYKLMM [OMyCKaeTCs B WCKMYUTENbHbLIX CIydasx Mnpu YCroBuu
OTCYTCTBMSA yXYOLIEHUS KayecTBa rOTOBOM MpOOYKUMWM W BbINOMHEHUs Bcex TpeboBaHui cneundukalui.
MepepaboTKy OCyLLECTBNSAIOT B COOTBETCTBUM C YTBEPXKAEHHON NpoLeaypoy NOCre OLEHKN BO3MOXHOIO pucka c
nocnenywmmM AOKYMeEHTanbHbIM 0popMineHnem.

5.68 lNoBTOpHOE MCNONbL30BaHNE BCEWN CEPUN UMM YacTU paHee NPon3BeAEHHbIX Cepuin COOTBETCTBYIOLLEro
KayecTBa NyTeM 06beANHEHNSI C CEPUEN TaKoW e NpoayKUMM Ha onpeaeneHHon cTagum Npon3BoacTBa LOIMKHO
ObITb CaHKLUMOHMPOBAHO 3apaHee. Takoe BBeAEHWE CredyeT OCYLLECTBMATL B COOTBETCTBUM C YCTAaHOBMEHHOM
npouenypowv ¢ y4eTOM OLLEHKM BO3HUKAIOLLMX PUCKOB, BKIoYasi Nioboe BO3MOXHOE BIUSIHUE HA CPOK rOOHOCTMU.
[eatenbHOCTb MO NOBTOPHOMY UCMOMNBb30BaHWIO cneayeTt opopMnAaTe JOKYMEHTAarbHO.

5.69 HeobxoanmocTb OOMOMHUTENBHOIO KOHTPOMS 000 roToBOW NPOAyKUMM, npolueallen nepepaboTky,
Unu npoaykumMu, B KOTOPYlO Obima BKMKOYEHa MOBTOPHO WCMOMb30BaHHAas npoaykuwsi, onpegensaet
nogpasgeneHne KOHTPOns KadecTBa.

5.70 BosBpalleHHas C pblHKA NPOAYKUUA, HaA KOTOPOW Obin  yTpayeH KOHTPOMb CO CTOPOHbI
npoussoauTensi, AormkHa ObiTb YHUYTOXEHA, 3@ UCKIMIOYEHMEM CIydaeB, KOorda HeT COMHEHMUN, YTO ee KayecTBO
ABNsieTCA yOoBMNeTBOpMTENbHbIM. PelleHne O MNOBTOPHOW peanu3auun, nepemMapKMpoBKE WM MOBTOPHOM
MCMOMb30BaHNM MOXET ObiTb NMPUHATO TOMBKO MOCIE KPUTUYECKOW OLEHKM, MPOBEAEHHOW noApasgefieHnem
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KOHTPOIA Ka4yecTBa B COOTBETCTBUU C NUCbMEHHOW npou,e/:l,yp0|7|. an 3TOM Heobxoanmo YYUTbIBATb XapakTtep
npoaykumn, ee npenbiCToputd U COCTOoAHUE, cobnogeHne cneumanbHbIX yCJ'IOBI/Il71 XpaHeHna un BpeM4,
npouwleuiee C gatbl BblMyCKa. I'Ipm NOOLIX COMHEHUSAX B OTHOLLEHMM KayecTBa npoaykumm He OonyckaeTca ee
NMOBTOPHOE MUCNOJ1b30BaHNe Unun I'IOBTOprII7I BbIMYCK, HO OONyCKaeTCAa ee XMMn4Yeckas nepepa60TKa C uenblo
pereHepauunn akKTUBHbIX WHIPEeOVNEHTOB. Bce BbinonHAemble OENCTBUSA  OOMKHbl  ObiTb O(bOpMJ'IeHbI
LOOKYMEeHTallbHO.

HexBaTka npoaykuuMu B cBA3N C npon3BoACTBEHHbIMU 3aTPyAHEHUAMU

5.71 TpousBoauTenb [AOMKeH cooblaTb [epXaTenio perucTpaluuoHHOro YOOCTOBEPEeHUs O NbbixX
3aTpyAHEHUAX B MPOM3BOACTBEHHbIX Omnepauunsix, KOTopble MOryT MPUBECTU K HEOBbIMHOMY OrpaHUyYeHuIo
nocTaBku. Takoe coobLleHMe [OOMKHO OCYLLIEeCTBNATLCA CBOEBPEMEHHO [AnA  YMpOLUeHMs npoueaypbl
yBeJOMNeHnss 06 OorpaHWYeHusIX MOCTaBKM CO CTOPOHbI [epXaTens permcTpaluuoHHOro YOoCTOBepeHus,
HanpaBnsemoro B agpec MuHucTepcTBa 3apaBooxpaHeHuss PecnyGnuku Benapycb W, npu HeobxogumocTy,
YMNONHOMOYEHHbIX OPraHoOB APYruX CTpaH.

6 KoHTponb KayecTBa

MpuvHUMN

MonoxeHns HacTosiwero pasgena [OOIPKHbl pacCcMaTpuBaTbCsl B COYETAHUMM C  MOJIOXKEHUSIMM  BCEX
COOTBETCTBYHOLMX pas3genoB Hactoswero TKIT.

KoHTpornb kadecTBa pacnpocTpaHsieTcs kak Ha npoueaypbl otéopa npob, cneundmrkauum n Ha npoeeaeHne
UCNbITaHWIA, TaK U Ha Mpoueaypbl OpraHn3auun, JOKYMEHTUPOBaAHUS U BbiMycka, rapaHTuMpyloLwme npoBeaeHne
HeobxoQMMbIX UCMbITaHMKW, a Tawkke obecneuymBaroliMe TO, YTO UCXOAHbIE W YNAKOBOYHbIE MaTepuarbl He
paspeLleHbl AN UCNOoNb30BaHUS, a NpoAyKuns — Ans peanv3auumn u NocTaBkM A0 TeX Nop, Noka UX Ka4ecTBO He
OygeT npM3HaHO COOTBETCTBYHOLLUM YCTAHOBIIEHHBIM TpeOOBaHUAM.

[eatenbHOCTb MO KOHTPOMK KayecTBa He orpaHuMumBaeTcs nabopatopHbiMu paboTamm K OOSKHA
pacnpocTpaHsTbLCA Ha BCE peLleHns, KacalLlmecsa kadecTsa npoaykumm. OcHoBononarawLwmmMm NpUHLKNOM Ans
yOOBNETBOPUTENBHOM paboTbl MOApa3fgeneHMs KOHTPONS KayecTBa CUYMTAETCA €ero He3aBMCUMOCTb OT
npon3BoACTBa.

O6wme TpeboBaHNA

6.1 Y kaxgoro nponsBoAnTENs OOJMKHO ObiTh NoApa3fernieHne KOHTPONA KavyecTBa, He3aBUCMMOE OT ApYruX
nogpasgeneHni u otgenos. PykoBoguTenb 3TOro nogpasgerneHus OOMKeH WMeTb COOTBETCTBYOLLME
KBanM@ukaumio 1 OnbIT, B €ro pacrnopsKeHNn MOXET ObITb O4Ha WM HECKONbKO KOHTPOIbHbLIX NnabopaTopui.
MoppasgeneHne [oOMKHO OblITb oGecneyeHo AOCTaTOYHbIMKM pecypcamy Anst 3pdEKTUBHOIO BbIMNOMHEHNS
MEpPOMNPUATUIA MO KOHTPOJSO KavyecTaa.

6.2 OcHoBHble 00513aHHOCTU PYKOBOAUTENS nogpasfeneHns KOHTPOMNs KayecTBa M3NOXEeHbl B pasgene 2
Yactu | Hactosiwero TKI1. MNogpasgeneHne KOHTPOMS KayecTBa MOXET UMETb Takke U WHble 00siI3aHHOCTH,
Takue kak paspaboTka, Banugauus M obecrneyeHme BbIMOMHEHUA BCEX MpoLedyp MO KOHTPOS KayecTsa,
HabnogeHne 3a KOHTPONbHbIMWU U (MNKN) apxXuBHbIMKM OBpasuaMuM MaTepuanoB W npogykuuu, obecneyeHve
NPaBUIbHOW MapKMPOBKM YMaKOBOK C MaTepuanamu u NpoaykuMen, MOHUTOPUHI CTabWIbHOCTU MPOAYKLUW,
yyacTve B paccrnefoBaHuMu NMPEeTEeH3NN B OTHOLLEHMM KadyecTBa npoaykuum v gp. NpoBeaeHne Bcex onepauun m
nX pesynbTaTbl TPEOYT JOKYMEHTANbHOro 0QOpPMIIEHMS.

6.3 OueHka roToBOM NPOAYKLUMM O0JPKHA OXBaTbiBaTb BCE OTHOCSALLMECH K HEel hakTopbl, BKITOYAS YCrOBUS
NpOn3BOACTBA, pe3yrnbTaTbl UCMbITAHUA B NPOLECCE NMPOU3BOACTBa, 0030p NPOM3BOACTBEHHON AOKYMEHTaL MK
(BKMNOYasi JOKYMEHTaLMIO MO YNakoBKe), COOTBETCTBME TpeboBaHNAM cneundukaLmnin Ha roTOBYK NPOAYKLUMIO 1
NpoBEpPKY OKOHYaTENbHON YNaKOBKM.

6.4 MNepcoHan nogpasfeneHns KOHTPOSsl KayecTBa AOMMKEH UMETb JOCTYM B NPOM3BOACTBEHHbIE 30HbI Anst
ocylecTBreHnst otbopa npob u npu HeobXo4MMOCTU NMPOBEAEHNST paccrefoBaHuS.

Hapnexawas nabopaTopHasi npakTMKa KOHTPOJS KayecTBa

6.5 [llomeweHus wn obopygoBaHME KOHTPOSbHbIX JNlabopaTtopuii  [OMKHbI  OTBeYaTb obwyMm
cneundunyeckum TpeboBaHMAM, NpeabsaBNAeMbiM K 30HaM KOHTPONSA Ka4yecTBa, yka3aHHbIM B pasgene 3 Yactu |
HacTtoswero TKI1.

[Ona npepoTBpalleHnss BO3MOXHOCTM  CIyYallHOW  MEPEKPecTHOM  KOHTaMuHaumm  nabopaTopHoe
o6opydoBaHNe He JOIPKHO NnepeMeLLaTbCcs Mexay 30HaMu C BbICOKOW CTEMEHbK PUCKa Ha PYTMHHOW OcHoBe. B
YacTHOCTK, MUKpobuonornyeckasa naboparopus gormkHa ObiTb OpraHM3oBaHa Takum obpa3oM, 4Tobbl CBECTU K
MUHUMYMY PUCK NEPEKPECTHOMO 3arpsi3HEHMS.

6.6 [llepcoHan, nomelwieHnss n obopygoBaHME KOHTPOSbHLIX nabopaTopuii AOMKHbI COOTBETCTBOBATb
3agadam, 0bycrnoBneHHbIM XxapaktepoM 1 06beMOM NPOU3BOACTBEHHbIX onepauun. B paae cnydaes BO3MOXHO
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MCNonb30BaHWe BHELUHWUX nabopaTopuii Npu yCrnoBUW BbINOMHEHUS UMK TpeboBaHWUA, yKasaHHbIX B pasgene 7
YacTtu 1 HacTosiwero TKI1, n BHeECEHUSA COOTBETCTBYIOLUMX 3anncen B AOKYMEHTbI MO KOHTPOIIO KayecTBa.

JokymeHTauus

6.7 [okymeHTaumsa nabopaTtopuin 4oMmKHa COOTBETCTBOBaTL TpeboBaHMAM, yKkadaHHbIM B pasaene 4 Yactu |
HacTodawero TKI. OcHoBHas 4YacTb 9TOM OOKYMEHTauum OTHOCUTCSI K KOHTPOIO kadecTBa. B nogpasgeneHuu
KOHTpOMNS KayecTBa AoMkHa 6bITb AOCTYMHa cneyoLwas AoKyMeHTaums:

i) cneuundukaumy;

il) npoueaypsbl, onuceiBaroLwwme oTbop Npod, NpoBeAeHNe NCMbITAHUIA, 3anucKn (B TOM YMCIe aHanuTuyeckue
paboure nucTbl 1 (Mnn) nabopaTopHbIE XYpPHanbl), PETMCTPaLMIO U NPOBEPKY;

iii) npouedypbl W 3anUCKM KanuMbpoBKM U KBanMUKaLUUM U3MEPUTESNbHLIX MPUOOPOB M TEXHUYECKOrO
obcnyxmBaHus 060pyaoBaHUS;

iv) MOPSAOK paccrnefoBaHMs pe3ynbTaToB, MMEKLWMX OTKIMOHEHMS OT cheuudukauni 1 BbIXOAAWMX 3a
npeaensl TEHAEHUUN (TPEHAOB);

V) aHanuTtudeckue oT4yeTbl (Mnn) cepTudMKaTbl aHanuM3a wnu Apyrme OOKYMeHTbl, MoATBepxaatolme
KayecTBo;

Vi) AaHHble MOHMTOPMHIa NPOM3BOACTBEHHON cpedbl (BO3AyX, BoAa, ApYrne TexHornornveckue cpeapl), rae
OHM TpebytoTCs;

vii) 3anucu no Banuaauum MeToauk UCNbITaHUI, TAe NPUMEHUMO.

6.8 Jliobyto AOKyMEHTauuto MO KOHTPOMK KayecTBa, CBA3AHHYHD C [OCbe Ha Cepuio feKkapCTBEHHOro
cpencTtBa, cregyeT XpaHUTb B COOTBETCTBUM C TpebOBaHMSAMW K COXPaHEHWIO [OOKYMeHTauuu cepwuu,
npegycMoTpeHHbIMKU pasgenom 4 Yactu 1 HacToswero TKIT.

6.9 [Ina HekoTOpbIX BMAOB AaHHbIX (pPe3ynbTaToB MCMbITaHWWA, BbIXOAOB, KOHTPOMSA NPOV3BOACTBEHHON
cpegobl M Op.) 3anvMcuM OOMKHbl BECTUCb CrMOCOOOM, MO3BOMSOLWUM MNPOBOAUTL OLEHKY CYLLECTBYHOLLMX
TeHaeHuMn (TpeHgoB). JlloOble OaHHble C OTKNOHEHUsMWU OT TpeboBaHWi cneundpukauun, BbIXOAALWME 3a
npegensl TeHAeHUMN (TPEHAOB), OIMKHbI BbITb PACCMOTPEHBI U HAanNpaBneHbl AN NPOBEeAeHNS paccrefoBaHNN.

6.10 B gononHeHne K nHdopMaLmu, SBNSALWENCA YacTbio AOKYMEHTALMN CEPUN, OOIPKHbI COXPAHSITLCS U
ObITb AOCTYNHbIMW ApYrMe MUCXOAHble AaHHble, 3aPMKCMPOBaHHbIE B TakKMX AOKYMEHTaX, kak nabopaTopHble
XypHanbl n (unu) 3anucu.

OT160p Npo6

6.11 Otbop npob® cregyeT OCYWeECTBNATb W OOKYMeHTanbHO OdOopMAsATb B COOTBETCTBMM C
OOKYMEHTUPOBaHHbIMY NpoLeaypamMm, KOTopble onpeaensioT:

i) MeTog oT6opa Npoo;

i) ucnonbdyemoe o60pyaoBaHNE;

iii) konnMyecTBO NpPo6, KOTOPOE AOMKHO OblTb 0TOGPaHO;

iV) MHCTPYKUUM no niobomy Tpebyemomy pasgeneHuto npobbl;

V) TUM 1 COCTOSIHUE KOHTENHEepa, UCMOMb3yeMOro Ans npob;

Vi) naeHTudukauno KOHTENHEPOB ¢ 0TOBpaHHLIMK Npobamu;

vii) nobble nognexawme cobnogeHno ocobble Mepbl NPEeAOCTOPOXHOCTU, 0COBEHHO Mpu oTbope npob

CTEePUIbHbIX UMW BPeAHbIX BELLECTB;

Viii) ycnoBusi xpaHeHus;

X) UHCTPYKLMUM MO OYUCTKE U XpaHeHnto obopyaoBaHns ans otoopa npob.

6.12 lMNMepepaHHble ANa UcnblITaHW 0Opasubl JOJKHEI ObiTb penpe3eHTaTUBHBI A1 CEpUMU MaTepuana unm
nNpoayKuUun, U3 KOTOPOW OHM O0ToBpaHbl. MoryT BbiTh Takke oTobpaHbl Apyrue npobbl Ans KOHTpons Hanbornee
Ba)XHbIX 3TanNoB npouecca (Hanpumep, ero Ha4vana unn okoH4YaHus). cnonbdyembii nnaH ot6opa Nnpob JomkeH
ObITb HagnexalmMm obpazoM 060CHOBaH 1M 6a3npoBaTbCA Ha MPUHLMNAX YNPaBNeHUsT pUCKaMm.

6.13 KoHTenHepbl ¢ obpasuamu OOIMKHbI MMETb ITUKETKY C yKadaHMeM UX COAEPXMMOro (Homep cepun),
narty otbopa npob, a Takke obo3HaYeHNE TapHbIX MECT, U3 KOTOpbIX ObINK 0TOoOpaHbl 06pasubl. Pabota ¢ HUMK
OOMKHa BECTUCb Takum 06pa3oM, YToObl CBECTM K MUHMMYMY PUCK MEPENYTbIBAHWUS U 3aMTUTL 0OpasLbl OT
HebnaronpusATHLIX YCIOBUIA XpPaHEHUS.

6.14 [JononHuTenbHble TpeboBaHMS B OTHOLUEHMU KOHTPOSbHBLIX M apXWMBHLIX OOpasLOB NpMBEAEHbI B
MpunoxeHuun 19 HacTosAwero TKIT.

MpoBegeHue ncnbiTaHUN

6.15 MeToauMkM WCMbITAHUA [OIDKHbI ObITb BanMAMpoBaHHbIMW. JlabopaTtopus, KoTopas ucnonb3yeT
METOOUKY UCMbITAHUA M KOTOpas He BbINOfMHsSMa ee nepBoHavyanbHyl Banuaauuio, AormkHa BepuduumMpoBaTtb
NPUrogHoOCTb  MEeToAMKM  ucnbiTaHuiA. Bce onepauMM no nNpoBedeHVMO  WUCMbITAaHUW, OMUCaHHbIX B
COOTBETCTBYWLUMX [OOKYMEHTax perucTpauMoHHOro [Jocbe, criegyeT MpoBOAMTb B COOTBETCTBUM C
YTBEPXXAEHHBIMW METOANKaMMU.

6.16 [lonyyeHHble pe3ynbTaTbl AOMKHbI OblTb  OOKYMEHTUPOBaHbl. PesynbTaTtel napamMeTpos,
onpedeneHHblX B KayecTBe MoKasaTenen kavyecTBa WM KakK KpUTUYECKWe, M BCe BblYMCNEHMs Heobxoammo
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NpoBepsiTb Ha COrMacoBaHHOCTbL APYr C APYroM M OueHuBaTb ANSA HUX TeHaeHuun (TpeHabl). Bce pacyetsl
cnepyet TwaTenbHO NPOBEPATh.

6.17 lNpoBegeHHble UCMbITAHUS AOMKHbI OblTb 3a40KYMEHTUPOBaHbI. 3anvMcu OOIDKHbI BKMYaTh B cebs
cnegylowue gaHHble:

i) HAMMEHOBaHWE NCXOLHbIX MaTepuanos UnNu NPOAYKUUA U, rae NPUMEHUMO, NeKapCTBEHHON POPMbI;

il) Homep cepuun u, rae NPUMEHNMO, HaMMEHOBaHWE NPon3BoANTENS U (MNKN) NOCTaBLUMKA;

iil) CCbINKM Ha COOTBETCTBYIOLLME cneundukaum n METOOUKM NPOBEAEHNS UCMbITAHUN;

iv) pe3ynbTaTbl UCMbITaHUS, BKIOYas HabnaeHUs 1 pacyeThl, U CCbINIKUA Ha BCe cepTUdUKaTbl aHanm3a;

V) gaTbl NPOBEAEHMS UCTbITAHUN;

Vi) hamunum 1 MHMUMansl Nuu, NPOBOAMBLUMX UCTIbITAHUS;

vii) baMmunumn n nHnumansl Nuu, NPOBEPUBLLMX NPOBEAEHME UCTbITAHWUI U pacyeToB (rge NPUMEHNMO);

viii) ogHO3Ha4yHOe 3aKkmniyeHne O BblAaye paspeLleHUs WU OTKIMOHEHMU Npoaykuuun (MnNu pelueHue o
Opyrom craTyce), gata v nognucb OTBETCTBEHHOIO NNLA;

iX) CCbINKM Ha MCnonb3oBaHHOEe 06opyaoBaHMe.

6.18 Becb koHTponb B Mpouecce MpPoOM3BOACTBA, BKMWYas W TOT, KOTOPbIA BLINOMHAETCA B
NPOM3BOACTBEHHOW 30HE MPOW3BOACTBEHHbIM MEPCOHanoM, HeobxO0AMMO OCYLLECTBMASATb B COOTBETCTBUM C
MeToaMKaMn, YTBEPXAEHHbIMW MnoAapasgeneHmemM KOHTPONs KadecTBa, a ero pesynbTaTbl — AOKYMEHTarbHO
odopMnATb.

6.19 Ocoboe BHUMaHWe cnegyeT yaenATb kKadecTBy nabopaTopHbIX peakTMBOB, MEPHOW MNOCyAbl,
TUTPOBaHHbLIX PacTBOPOB, CTaHAapTHbIX o06pa3uoB M nuTaTenbHbiX cped. Wx cnegyet rotoBuTb U
KOHTPONMpoBaTb B COOTBETCTBUM C [OOKYMEHTUPOBAHHLIMU MpoLleaypamu. YpoBeHb KOHTPOMS AOIMKEH ObITb
CcopasMepeH C X Ha3Ha4YeHeM 1 JOCTYMHbLIMWU AaHHBIMW O CTabUNBHOCTY.

6.20 CtaHgapTHble obpa3subl AOMKHbI ObITb MPU3HAHBLI MPUTOAHLIMU ANA UCMONb30BAHUSA MO Ha3HAYEHWIO.
Nx kBanudwmkaums u ceptudmkaums B KayecTBe TakOBbIX [AOMKHbl ObiTb OAHO3HAYHO YCTaHOBMEHa MU
OOKyMeHTupoBaHa. B kavecTBe nepBUYHbIX CTaHAapTHbIX OOpasuoB NpeanovYTUTENbHO UCMONb30BaHME
hapMakonenHblX CTaHA4apTHbIX 00pasuoB M3 oduumansHO MPU3HAHHBIX MCTOYHUKOB (MPWM UX HamuMyuu), ecnu
MHOe He 0BOCHOBAaHO B MOSHOW Mepe (MCNoNb30BaHMe BTOPWMYHBIX CTaHAAPTHbLIX 0OpasuUoB paspeLleHo, ecrnu
Oblna nNPoAEeMOHCTPUpOBaHa W LOKYMEHTMPOBaHa WX MNPOCMEXMBAEMOCTb A0 MEPBUYHbIX CTaHOAPTHbIX
ob6pasLoB). 3T hbapmakoneriHblie 0Opasubl AOMKHbI UCNOMBb30BaTHCSA B LIENSAX, ONMCAHHbIX B COOTBETCTBYHOLLMX
hapMakonenHblx cTaTbax (MOHOrpadusx), ecrnm MHOEe He paspeLleHO YNOMHOMOYEHHBIM opraHoM Pecnybnukm
Benapycs.

6.21 JlabopaTopHble peakTuBbl, paCTBOPbI, CTaHOAPTHbIE 00pas3ubl U NUTaTenbHbIe Cpeabl, AOMKHbI ObiTb
MapKupoBaHbl C YKasaHWeM faTbl NPUroTOBNEHUS U, rae NPUMEHUMO, BCKPLITUS, U NOANUCU UcnonHutens. Ha
3TMKETKax OOMKHbI OblTb YKasaHbl CPOKM FOAHOCTM PeakTMBOB M MUTATENbHBIX cpef, a Takke ocobble ycrnoBus
UX XpaHeHus. Ona TUTPOBaHHbLIX PacTBOPOB HEOOXOAMMO TakkKe ykasbiBaTb AaTy NocregHero yCTaHOBIEHUSs
TUTPa 1 COOTBETCTBYIOLLMI NOCNEeAHUIN AENCTBYIOLLNN KOS(PMDULIMEHT NOnpaBKku.

6.22 TlMpn HeobGXOQMMOCTU Ha KOHTEWHepe criefyeT ykasbiBaTb AaTy MOMyYEeHWst KakOoro BeLLecTBa,
MCMNonb3yemoro Ans NpoBeAeHUs MCMbITaHU (Hanpumep, peakTMBOB, PacTBOPOB M CTaHAAPTHbIX 06pasuoB).
Heobxogumo cobnogaTe MHCTPYKLMKU MO MX UCMONb30BaHMIO U XpaHeHuio. B onpeaeneHHbIx criyyasx nocre
NnonyyYeHns Unu nepea MCNonb3oBaHMEM pPeakTUBOB MOXeT OblTb HeobXoOuMO NpoBeAeHne MX UCMbITaHUSA Ha
WOEHTUYHOCTb U (UKU) MHOTO UCMbITAHUS.

6.23 lNuTatenbHble cpeapbl OMKHbI OblTb NPUIOTOBMAEHLI B COOTBETCTBUN C TPeBOBaHNSMM NPON3BOANTENS
cpenpl, ECN MHOE Hay4vHO He 0BoCcHOBaHO. MpUrogHOCTb BCEX NUTATENbHbLIX CPea OOSMKHA NPOBEPSATLCS nepen
UX MCMOMb30BaHMEM.

6.24 Vcnonb3oBaHHble MUKpoOOMOnornyeckMe cpedbl W WTaMMbl  JOIDKHbI  ObITb  MOABEPrHYTHI
JEKOHTaMMHauMM B COOTBETCTBMM CO CTaHAAPTHOM Mpouenypov U yTUNM3MpOBaHbl Takum o0Opas3om, YTOoObI
npegoTBpaTUTbL MEPEKPECTHYI0 KOHTaMMHaLMIO W cOoXpaHeHue ocTatkoB. CpOkM XpaHEHUs UCMNOfb3yeMblX
MUKpPOBUONormieckux cpes AOmKHbl ObITb YCTaHOBMAEHbI, AOKYMEHTMPOBaHbI U HAy4YHO OBOCHOBAHBI.

6.25 XKMBOTHbIX, MCMOMb3yeMblX AMs KOHTPOMsS KOMMOHEHTOB, MaTepuarnoB WNW MpoayKuuu, crneayet
nomewiatb B KapaHTWH nepef paboTton ¢ HMMK. YKMBOTHbIX TpebyeTca cogepxaTb M KOHTPONMPOBaTb TaKUM
obpasoM, 4Tobbl 06ecneynTb MX MPUrOAHOCTb AN 3annaHMpPOBAHHOIO MCMONb3oBaHWsA. XKMBOTHbIE OOJKHbI
ObITb  naeHTUMUMpoBaHbl. HeobxogumMo BECTM COOTBETCTBYHLIME 3anncK, OTpaxalolme UCTOpUK UX
UCNosb30BaHUS.

Mporpamma TeKyLero UcnbiTaHUA CTabUIIbHOCTHU

6.26 MNocne Havana peanu3auum 3aperMcTpMpoBaHHOIO NEKapCTBEHHOIO CPeAcTBa CrefyeT NpoBOAUTb
MOHWUTOPUHI CTabUNbHOCTU JIEKapCTBEHHOrO CpPEeACTBa COMMacHO [AEWCTBYIOLWEN Ha MOCTOSAHHOW OCHOBE
nporpaMmme, kotopas nossonuna Obl BbiBUTL Ntobyto npobnemy (Hanpumep, M3MEHEHMSI YPOBHEW MpuMecen
unu npouns pacTBoOpeHUst) O CTabunbHOCTBLIO NPOAYKLIMM AaHHOMO COCTaBa BO BTOPUYHON (MOTPebUTenbCKom)
yrnaKkoBKe.

6.27 Lenamn nporpammbl TEKyLLEero MU3yyYeHusi CTaburiibHOCTU SIBNSAIOTCA OCYLLECTBIEHWE MOHWUTOPWHIa
nNpoayKTa Ha MPOTSKEHUW BCEro cpoka e€ro rogHoCTU M onpeferieHne TOoro, YTo NPOAYKT OcTaeTcsl (M MOXHO
OXuaaTb, YTO OCTaHeTCcs) B npefernax CBOUX cneuudurkauuin npu XpaHeHWM B YKa3aHHbIX B MapKMpOBKE
YCIOBMSIX.
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6.28 Ota nporpamma, rnaBHbiM 06pa3oM, OTHOCUTCA K JI€KapCTBEHHOMY CPEACTBY B YMaKOBKe,
npeaHasHayeHHOMY Ons peanusauun, OAHaKo criefyeT yaensaTb BHUMaHWe U HepacdacoBaHHOW NPoayKuuu.
Hanpumep, ecnu HepaccacoBaHHYHO MPOAYKUUIO XPaHAT ANUTENbHOE Bpems nepen YnakoBKOW U (Mniu)
nepegayen ¢ NPOM3BOACTBEHHOrO yyacTka Ha Y4acTOK YNakoBKW, HEOOXOAMMO OLEHUTb U U3YYUTb BNUSHWE
Takux ycrnoBUM Ha CTabunbHOCTb ynakoBaHHOW Npoaykumu. JononHutensHO criegyet obpatnTb BHUMaHWE Ha
NMPOMEXYTOUHYIO NPOOYKUMIO, KOTOpas XpaHUTCA W MUCMOMb3yeTcs B TeyeHue ANuTenbHOro nepuoaa.
VMccnepoBaHne cTabunbHOCTU BOCCTAHOBIIEHHOIO NMpoAyKTa (MPUrOTOBMEHHOrO Nepea NpUMEHeEHUeM) crnegyet
NPOBOAWTL MpuW pa3paboTKe NEKapCTBEHHOIO CPEeACTBaA, TEKYLLUMA KOHTPOMb CTabUNBHOCTY Takon NPOAYKLUUN He
Tpebyetcsa. OpgHako, roe npUMEHMMO, MOXET MPOBOAUTLCA KOHTPOSb CTabWMbHOCTM BOCCTAHOBIEHHOTO
npoaykTa.

6.29 [lNporpamma TekyLlero MUCMbiTaHUst CTabUNbHOCTU AOMKHa ObiTb M3NOXEeHa B NMUCbMEHHOM BuAE B
COOTBETCTBMM C Ob6LLIMMK npaBunamn, npuseaeHHbIMM B pasgene 4 Yactu | Hactoswero TKI, a pesynbTaThl
oduumnansHO npeacTaBneHol B Buae otveta. Ob6opygoBaHue, ucCnonb3yemoe AN nporpaMmmbl TeKyllero
ucnbiTaHusa CcTabunbHOCTM (B 4YACTHOCTW, KIMMaTUYecKne Kamepbl), AOMMKHO NPOWTWU KBanudukauuio w
obcnyxmBaTbCsl B COOTBETCTBUM C OBLLMMK npaBunamu, ykaszaHHbiMu B pasgene 3 Yactu | HacToqwero TKI u
MpunoxeHun 15.

6.30 MnaH n (MnM) NPOTOKOM TEKYLLEero WCMbITaHUsA CTabunbHOCTM [OJPKEH OXBaTbiBaTb Nepuod OO
OKOHYaHMS cpoka FO4HOCTU U CoAepXaTb cneayolme aaHHble (HO He OrpaHNYnBaTbLCS UMK):

i) KONIMYECTBO cepun (Cepuit) AN pasNUYHbIX 4O3UPOBOK M pa3HbIX pa3MepoB CEPUIA, ECITM 3TO MPUMEHNMO;

i) cooTBeTCcTBylOWME U3NYECKME, XMMUYECKMe, Mukpobuonorudeckne wu 6Guonorumyeckne MmeToabl
UCNbITaHUN;

iii) KpUTEPUN NPUEMINEMOCTH;

iV) CCbINIKM HA METOANKN UCMNbITAHWI;

V) onucaHue cucTeMbl KOHTeHepa (YKynOpPOYHbIA 3fIEMEHT);

Vi) YacToTa NUCMbITaHMIN (TOYKN KOHTPOISA BO BPEMEHW);

vii) onucaHue ycrnoBui XpaHeHus (criegyeT WCMonb30oBaTb CTaHOapTM3npoBaHHble cornacHo TKI1 431
yCcroBust  Ans  ONAWTENbHOrO  UCMbITAHUA CTAbUNbHOCTWU, COOTBETCTBYHOLUME YKa3aHHbIM B  MapKMpPOBKE
NekapCTBEHHOroO CpeacTBa);

viii) opyrne HeobxognMble NapameTpbl, cneumduyeckme ona AaHHOro NeKapCcTBEHHOIO cpeacTaa.

6.31 MnaH u (MM) NPOTOKON TEKYLLEro WUCNbITaHMs CTabUNbHOCTM MOryT MMETb OTNUYMSA OT MnaHa
nepBOHaYarnbHOro AONTOCPOYHOrO UCMbITAHWUSA CTabUNbHOCTU, NPEACTaBMEHHONO B PErncTpauuoHHOM O0Chke,
npu ycnoBuyn 060CHOBAHNS U JOKYMEHTUPOBAHMWS 3TOrO B NIiaHe (Hanpumep, OTNINYMSA B YacTOTe UCMbITaHUA UMK
n3meHeHus npu aktyanusauumu TKIM 431).

6.32 KonnuyectBo cepuii U YyactoTa MUCMbITAHUA AOMMKHbI 0b6ecneunTb HeoBX0ANMOE KONMUYECTBO AAHHbIX,
4TO6bI MMETH BO3MOXHOCTb MPOBECTU aHanu3 TeHaeHuun. Ecnn He 060CHOBaHO MHOE, B NpOrpaMmMy MCMbITaHWs
CTabunbHOCTU €XerogHo crefyeT BKAYaTb Kak MUHUMYM OOHY CEpulo NPOU3BEAEHHOrO NeKapCTBEHHOro
CPEACTBa B KaXXAOW JO3MPOBKE U B KaXXOOM BMAE NEPBUYHOM YNAKOBKM (MCKIMHOYEHNEM SBNAOTCA Cry4vau, korga
B TeyeHMe roga He npou3BEeOEeHO HUM ofHowm cepum). Ecnn gns Tekywero ucnbiTaHMs CTabunbHOCTM
NEeKapCTBEHHbIX CPEACTB HEeOo6X0OMMO UCMONb30BAHWE JKMBOTHBIX M HE CYyLLECTBYET arlbTepPHaTUBHbIX
BanMAMPOBAHHbIX METOAMK, YaCTOTy WUCMNbITAHMA MOXHO YCTaHaBnMBaTb C Y4E€TOM MOAXOA4d, CBSA3AHHOIMO C
oueHkon pucka. Npu ycnoBum Hay4yHoro obOCHOBaHMS MOryT ObiTb MCMOMb30BaHbl MAaHbl C MPUMEHEHUEM
OpaKeTMHra 1 NOCTPOEHNst MaTpuL.

6.33 B HekoTOpbIX cnydasix B MNpOrpaMMmy TeEKyLlero WCnbITaHMs CTabunbHOCTW crnegyeT BKAYaTb
JononHuTenbHble cepun. Hanpumep, Tekywlee WChNbiTaHWe CTabuNbHOCTU CreadyeT OCYLIEeCTBNATb Mocne
noboro 3HaAYUTENBHOTO W3MEHEHUSI WU 3HAYUTENBLHOTO OTKIMOHEHMS B Mpouecce NpOM3BOACTBA WK
ynakoBbIBaHWs. [Nsi BKIIOYEHUST B NpOrpamMmy AOMKHblI OblTb MPUHATHI BO BHMMaHWe nobble onepauumy no
NMOBTOPHOMY MCMOMb30BaHMWI, NepepabdoTke Unu pereHepaumn.

6.34 Pe3ynbTaThl TEKYLLErO UCNbITAHUS CTAaOUNBHOCTU AOMKHbI ObITb 4OCTYMHbI KIMOYEBOMY NepcoHany u, B
YacTHOCTK, YMNOMHOMOYEHHOMY nuuy (nuMuam). Ecnmn Tekywiee wusyvyeHue CcTabunbHOCTU NPOBOAUTCS Ha
nnowaake, OTANYHON OT NPOM3BOLACTBEHHOW NSIOLWAAKW, HA KOTOPOW NPOM3BOAMTCSA HepacacoBaHHbIN NPOLYKT
UNu rotoBas NPOAYKUUSA, TO MeXOy COOTBETCTBYHLLMMK CTOPOHAMU OOIMKHO ObiTb 3aKMHOYEHO MUCbMEHHOE
cornawleHne. PeaynbTaTbl TeKyWEro WCMbITaHUs CTabWunbHOCTM LOIDKHbI MPeacTaBnATbCA Ha  MIioLagky
npouseBoacTea Ans ux ob63opa ynonHOMOYEHHLIM OpPraHoM.

6.35 PesynbTathl, BbIXogsWmMe 3a npegensl cneundmkaunm, unmn CcyLeCTBEHHbIE HETUMUYHBLIE TEHOEHLUN
(TpeHabl) porkHbl paccnegoBatbes. O nOOM MNOATBEPXKOEHHOM pe3yrbTaTe, BbIXOASLWEM 3a npeaensb
cneunduKkaLmMn, UMM CYLECTBEHHOW HeraTMBHOM  TeHAaeHuun  (TpeHga) Heobxogumo  coobiaTb
COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM OopraHaMm. HeobxoamMmo paccMOTpeTb BO3MOXHOE BIIMSIHME Ha CepuM,
BbIMYLLEHHbIE HA PbLIHOK, B COOTBETCTBMM C pasgesnioM 8 Yactu | HacToswero TKIT n npokoHCYynbTUpOBaThCA C
COOTBETCTBYIOLLMMN YNONHOMOYEHHBLIM OpraHaMu.

6.36 Cnenyet BeCTU B MUCbMEHHOM BUAE 3aKNIOYEHMS NO BCEM MOMNYYEHHbIM AaHHbIM, B TOM Yucrie nobble
NMPOMEXYTOYHbIE BbIBOAbI MO Nporpamme. Takve 3akniodeHns cnegyeT nogsepratb nepnoamdeckomy ob3opy.
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TpaHccpep (nepegaya) MeToamMK UCNbITaHUN

6.37 Jo TpaHcdepa (Nnepepayn) METOOUKN UCNbITaHWMM Nepefarollas CTOPoHa OOMmkHa ybeauTbca B TOM,
4YTO MeToauKa (M) UCNbITAaHNSi COOTBETCTBYIOT OMMCaHHOW B PErMCTPaLMOHHOM 4OChE.

Heobxogumo nNpoBecTM NPOBEpPKY MepBOHAYanbHOW Banugauun METOOVKMA WCMbITaHUA ONA rapaHTuiu
COOTBETCTBMSA OEWCTBYHOLIMM pekoMeHdauusMm. [Jo Hayana npouecca TeXHUYeCcKoro TpaHcdepa Heobxoanmo
NPpOBECTM W [OKYMEHTANbHO OMOPMUTL aHanM3 pacxoXaeHuh, 4YTo TpebyeTcss Ana  onpepeneHus
HeOOXOAMMOCTUN NPOBEAEHUS KAKUX-NNMOO AONOMNHUTENbHbIX BannaauMoHHbIX paborT.

6.38 TpaHcdep (Nnepenava) MeTogmk UCMbITaHWMIA OT OAHOW Nnabopatopuu (Nnepegatoilern naboparopumn) B
apyryto nabopatopuio (npuHumatowas nabopatopus) 4OMmKeH ObiTb ONUcaH B NOAPOGHOM NPOTOKONE.

6.39 lNpoTokon TpaHcdepa (Nnepegayn) METOANK UCTIbITAHWIA JOJPKEH BKMOYaTh criegytollee:

i) noeHTUMKauna UCNbITaHUN, KOTOpble AOMKHbI OblTb BbIMNOMHEHbLI, W COOTBETCTBYHOLLME METOAMKM
ucnblTaHWi, NOANexXalne nepegade;

i) noeHTUMKauusa goNONHNTENbHBIX TPeBoBaHUIN K 00yYEHMIO;

iii) naeHTMduKaumsi cTaHgapToB 1 00pas3LoB 4SS UCTIbITAHUN;

iV) wnoeHTMduKaumsa mnbbiXx cheunanbHbIX YCNOBUM TPaHCMOPTUPOBKM M XpaHeHua obpasuoB Ans
UcnbITaHUI;

V) KpUTepuu nNpuUEMsSIEMOCTM, KOTOpble [OJPKHbl OblTb OCHOBaHbl Ha TEKyWMX BanugauMOHHbIX
nccrnegoBaHUsSX MeToA0NOMMM U CBS3aHbl C pekoMeHZaunsamu, yctaHoBneHHbimn TKI 432,

6.40 OTKNOHEHWst OT NPOTOKOMa OOSPKHbI ObITb paccrnefoBaHbl 4O 3aBepLleHus Mpouecca TpaHcdepa
(nepepaun) meTtogmk ucnoitaHni. OT4eT O TpaHcdepe (nepegade) METOAMK UCMbITAHUM OOIPKEH codepxaTb
CpaBHUTENbHbIN pe3ynbTaT npouecca 1 onpeaenats obnactu, Tpebyowme ganbHenwen pesanaaumm MeToank
ncnblTaHWI, eCN NPUMEHMMO.

6.41 Ecnn npumeHMMO, HeobxoaMmo paccMoTpeTb ocobble TpeboBaHUSA, OnNUcaHHble B PYKOBOACTBAX U
Kacawolmecss TpaHcdepa KOHKPETHbIX aHanMTUYEeCKMX METOOMK (Hampumep, CnekTpockonui B OGnvkHen
WHdpakpacHom obracTu).

7 OesaTenbHOCTb, NepeAaBaeMas AnA BbINOMHEHUsI APYTOMY NULY (ayTCOPCUHT)

MpuvHUMN

JTiobasa pgedATenbHOCTb, Ha KOTOpYyl pacnpocTpaHsieTca HacToswwmi TKI 1 koTopasd nepegaHa gpyromy
nvuy (ayTCOpCUHr), AOMKHa ObITh Hagnexawum obpa3om onpegeneHa, cornacoBaHa 1 NPOKOHTPONMpPOBaHa BO
n3bexaHne pPasHOYTEHUN, CMOCOOHBLIX MPUBECTM K HEYAOBMNETBOPUTENIBHOMY Ka4vecTBY MpPOOYKUUM UMK
BbINOMHAEMbIX paboT. CornaweHne Mexay 3akasdMkoM W MCNOMHWTENEeM [OIMKHO ObiTb OdOpPMIIEHO B
NMCbMEHHOM BUAE C YKazaHWeM YETKO onpegeneHHbiXx 0683aHHOCTEN Kaxaon 13 cTopoH. Cuctema ynpasneHus
KaueCTBOM 3aka3uvMka [OfKHAa TOYHO YCTaHaBNuBaTb, KakuMm 0Opa3oM  YNOMHOMOYEHHOE Lo,
noaTBepXXaaroLLee BblMyCK KaX40n cepumn NpoayKLun, BbINOMHSAET CcBoU 0693aHHOCTM B NOMHOW Mepe.

TpeboBaHus, NpMBeAeHHbIE B JaHHOM pa3ferne, yCTaHaBnMBalT OTBETCTBEHHOCTb NPOU3BOAUTENEN Nepes
YNOMMHOMOYEHHbIM opraHom Pecnybnukn Benapycb B OTHOLUEHWW perncTpaumm NeKapCTBEHHbIX CPeacTB U
nueH3npoBaHns npomssoacTea. OHM He yCTaHaBMMBAKT OTBETCTBEHHOCTb MCMOMHUTENS WM 3akasyuka nepen
notpebutenem, koTopas perynupyetcs apyrumm HOpMaTUBHLIMU NMPABOBbLIMM aKTaMW.

O6wue TpeboBaHUA

7.1 [esitenbHocTb, NepedaBaeMasl ONs BbINOMHEHWA APYromMy nuuy (ayTCOPCUHT), [OOMmkHa OblTb
ohopMmnieHa NUCbMEHHbIM COrnalleHWeM, B KOTOPOM YyKasaHbl NpoAayKuus, paboTbl MW YCRyrn, ¢ KOTOPbIMU
CBA3aHa yKasaHHas OeATenbHOCTb, U BCe CBA3aHHbIE C TAKON AeATENbHOCTbIO TEXHUYECKUE MEPONPUATUS.

7.2 Bce MeponpusTis, NPOBOAUMbIE B pamKax OeATenbHOCTW, NepefdaHHOoW AN BbINOMHEHUA OpPYromy
nuuy (ayTtcopcuHra), Bknoyasi nobble NPeasioXeHHble WU3MEHEHUs] TEeXHWUYECKUX WM WHbIX MepornpusiTUi,
JOIMKHbI OTBeYaTb TpebGoBaHMsIM 3akoHogaTtenbcTBa Pecnybnvku Benapycb W perMcTpaumMoHHOMY [O0Cbe
neKkapcTBEHHOro CPeaCcTBa, rae aTo NPUMEHUMO.

7.3 Ecnun gepxaTtenb perncTpauvoHHOro YAOCTOBEPEHUs NEeKapCTBEHHOro CpeacTsa 1 npoussoauTenb He
ABMSAOTCA OOHOW OpraHu3auueil, OOMKHblI MPOBOAMTLCS COOTBETCTBYIOLLME MEPOMNPUSATUSA, Y4uTbIBalOLLIME
NPUHLMMNLI HAcToALLIero pasaena.

3aka3uuk

7.4 dapmaueBTUYeCKas CUCTEMA Ka4yecCTBa 3akaszumka [OIDKHA BKIOYaTb B Ce0S KOHTPOSb M MPOBEPKY
nobon [OeATenbHOCTW, NepedaHHOW AONns BbIMOMHEHWs ApyroMy nuuy (ayTcopcuHr). 3akasyuk rapaHtupyet
Hanuyune npoueayp, obecneynBatoLLMX KOHTPOSb YKa3aHHOM AeATENbHOCTU.

OTK npoueaypbl AOMKHbI BKOYaTb B ce0S MPUMHUMMLI YNpaBreHns puckaMu Ons KadecTBa U y4UTbIBaTb
HUXXeNpUBEOEHHbIE NOSNOXKEHUS.

7.5 o nepepaynm OeATENbHOCTM ANsl BbIMNONIHEHWMST WUCMOMHUTENIO 3akas3yuk [OfkeH ybeguTbest B
NPaBOMOYHOCTM, MPUFOAHOCTU W KOMMETEHTHOCTU MWCMONMHUTENS B OTHOLIEHUW YCMELIHOrO BbINOMHEHUS
COOTBETCTBYOWMNX paboT. 3akaszumk Takke OTBeYaeT 3a BK/OYEeHWe B COrnalleHVe MONoXeHWUN,
obecneyvnBaloLnX BbINONTHEHNE TpeboBaHun HacTosiwero TKI1.
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7.6 3akas3yuk OOIPKEeH MPeAcTaBWUTb MCMOSTHUTEN0 BCO WHOPMauUMio U CBedeHusi, Heobxoammble Ans
NpaBUIbHOrO BbINOMHEHUA NPEeaYCMOTPEHHbLIX B COrnalleHun paboT B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Pecnybnvkn bBenapycb, ¥ perncrpaumMoHHbIM [OCbe FNEKApCTBEHHOrO CPEeACTBa. 3akasyuk [OrkeH
rapaHTMpoBaTb, YTO UCMOSHUTENb MOMHOCTBLIO OCBeAOMIIEH 000 BCEX CBA3aHHbIX C Npoaykumen unu paboton
npobnemax, KOTopble MOTyT NPeACcTaBNsATb ONACHOCTb AN ero NoMeLLeHnIn, 060pyaOBaHUS, NnepcoHana, Apyrnx
MaTepuanos Unu NPOaYyKLUMK.

7.7 3akasumk [OMKeH KOHTpONMpoBaTb W MPOBEPSATb AEWCTBMS WCMOMNHWUTENs, BKMOYasd BHeOpeHue
ncnonHuTenem nwboro HeobxoaUMOro ynyyLeHus.

7.8 3akasunk aBnseTcs OTBETCTBEHHbIM 3a MPOBEPKY WM OLEHKY 3anucen M pesynbTaTtoB, CBSA3aHHbIX C
OeATenbHOCTbIO, NepefaHHoON AN BbIMOJSIHEHMS OPYroMy nuuy (ayTcOpcuHr). 3akas3uuk JomkeH ybeautbes
CaMOCTOSATENIbHO WM Ha OCHOBaHWW MOATBEPXKAEHUS YMNOMHOMOYEHHOrO nuua WCNOMHUTEnNsi, 4To BCH
NpoayKkumMss M maTtepuansl, NpeacTaBneHHble eMy UCnonHuTenem, ObINM npousBedeHbl B COOTBETCTBUWM C
HacTodawmM TKI n pernctpaLmoHHbIM JOCbE NEKAaPCTBEHHOrO CpeacTaa.

UcnonHutenb

7.9 WcnonHutenb AormkeH MMeTb Heobxoammblie nomelleHusi, obopyaoBaHne, a Takke 3HaHWs, OnbIT U
KOMMNETEHTHbIN NepCcoHan AN Haanexallero BbiMONHeHNs paboT, NOpyYeHHbIX MY 3aKa3uMKOM.

7.10 WcnonHuuTtenb [OMXKeH YAOCTOBEPUTbCH, YTO BCe NpPeACTaBneHHble eMmy NPOoAyKUMs, WUCXOOHbIe
mMaTepuanbsl U CBeAEHUSA NPUrOAHbI ANS UCMOMNb30BaHWS MO HAa3HAYEHUIO.

7.11 VicnonHuTenb He AOIMKEH nepefdaBaTb TpeTben CTOpoHe paboTbl UNWM yCryrn, NopyveHHble emy no
cornawenvio, 6e3 npegBapuTEnbHOrO PacCMOTPEHUS M COrNacoBaHWs C 3aka3vukoMm. [lpu  3aknoyeHum
cornalwleHns mexgy WCMOMHUTENneM u TpeTben CTOPOHOM AorkHa ObiTb obecneyeHa rapaHTus TOro, 4TO
nHdopmaums, BkNoyasd ceegeHus ob OueHke COOTBETCTBUSA TpeTbeW CTOPOHbI, MPeacTaBnseTCs TakuM xe
06pa3om, Kak Mexay NnepBoHayanbHbIMU 3aKa3yvkoM 1 UCMOSTHUTENeM.

7.12 VicnonHuTenb He OOMXEH MPou3BOAUTb HECAHKLUMOHUPOBAHHbIE M3MEHEHMWS, BbIXOASALWME 38 pPaMKu
COrnalueHns, MOCKOMbKYy 3TO MOXeT HebnaronpuMaTHO MOBMUSATb Ha KavecTBO paboT, MPOBOAMMBIX AnA
3aKasuuka.

7.13 WcnonHuuTtenb AOMKEH MNOHMMaTb, 4TO paboTbl, NepegaBaemble AN BbINOMHEHUA OPYroMy nuvuy
(ayTcopcuHr), BKntoyas NpoBeAeHne aHanmaa no KOHTPakTy, NoAsexaT NpoBepKe YNONIHOMOYEHHbIMW OpraHamu.

CornaweHue

7.14 Mexnay 3aKa3yuMKOM W UCMOMHUTENEM [OIMKHO ObiTb COCTABMEHO cCOornalleHue, B KOTOPOM criegyet
onpedenuTb UX B3auMHble o00sa3atenbcTBa WM npouenypbl nepejadv  UWHGOpMauuMW, CBsi3aHHblE C
OedaTenbHOCTbI0, NepeaBaemMoin ANs BbINONHEHUS ApYroMy nuuy (ayTcopcuHra).

TexHu4eckme acnekTbl cornawleHus [AOMKHbl COCTaBMATbLCA KOMMETEHTHbIMKM NuuamMu, UMerLMU
COOTBETCTBYHOLUME 3HaHWSA, CBA3aHHble C YKasaHHOW [eATerlbHOCTbIo, corflacHo Hactoswemy TKI1. Bce
cornawleHnsa o OeATenbHOCTU, nepefaBaeMon Ha ayTCOPCUHE, OOMKHbI COOTBETCTBOBATbL 3aKOHOAATENbCTBY
Pecnybnukn Benapycb, pernctpaumoHHOMY OOCbe fEeKapCTBEHHOro cpefctBa M ObITb cornacoBaHbl 06emmu
CTOPOHaMMU.

7.15 B cornaweHuMm JOSKHO ObITb OAHO3HAYHO YyKa3aHO, KTO OTBeYaeT 3a KaxAbli aTan AeATenbHOCTMH,
nepegaBaemMon Ansi BbIMOMHEHUS OPYromy nuuy (Hanpumep, yrnpaBfeHWEe 3HaHUAMW, MEPEHOC TEXHOMOoruwu,
obecneyeHve LUenu MOCTaBKW, 3aKMYeHMe COrnalleHNss C TPETbEW CTOPOHOM, 3aKyrka WCXOOHbIX U
YMaKoBOYHbIX MaTepmnanoB M UX Ka4yecTBO, NPOBeAEeHNe UCMbITaHUA 1 BblAaya paspeLlleHnsa Ha Ucnorib3oBaHue
NCXOAHbIX 1 YNAKOBOYHbIX MaTtepuarnos, NpoBeaeHne NpomM3BoaCcTBa U KOHTPOrs KavyecTBa (BKIOYasi KOHTPOrb B
npouecce Npon3BOACTBa, OTOOP 06pa3LIoB U UX aHanm3)).

7.16 Bce 3anucu, cBdA3aHHble C OeATenbHOCTbIO, MNepefaBaeMon Af1 BbINOMHEHUs ApyroMy nuvuy,
Hanpumep, 3anucy nNpou3BOACTBa, aHanuMsa W peanu3aumm MpoAayKuuKM, a TaKke COOTBETCTBYHOLINE
KOHTPOIbHbIE 006pasubl JOIDKHbI XPAHUTBCS Y 3akadvmMka WIM SOMKHblI OblTb €My [OCTyrMHbl. Jllobble 3anucwy,
OTHOCALLMECA K OLEHKe KadecTBa MpoaykuuMn, B crydae npeabsBrieHna npeTeH3un, npeanonaraemMoro
HECOOTBETCTBUSA TpebOBaHUAM WNU MNpWU paccrefoBaHUM B crydae npegnosiokeHns o danbcudukaumm
NPOAYKUMN O0IMKHBI ObITb AOCTYMHbLI 3aKa34MKy U TOYHO OMnpeaeneHbl B ero COOTBETCTBYIOLLNX NpoLeaypax.

7.17 B cornaweHnnn OOMmMKHO ObiTb MpegyCMOTPEHO MPaBO 3akasyuMka Ha ayauT OesATenbHOCTU, KoTopas
BbINONHAETCHA UCMOMNHUTENEM NN B3aUMHO COrMacoBaHHOW TPeTben CTOPOHOMN.

8 I'IpeTeH3m1, Aed)eKTbl KadecTBa U OT3biBbl NpoAYKUUN

MpuHUMN

B uenax 3awmTbl 300p0BbA MOAEN N XKMUBOTHLIX OO/MKHbLI BbITb B HANM4MM CUCTEMbI U COOTBETCTBYIOLLME
npouedypbl MO PEerncTpauuv, OLEHKe, paccrnegoBaHUI0 M PACCMOTPEHUIO MPEeTeH3Ui, B TOM  uuche
noTeHUManbHbIX AedeKToB kadecTsa, U (Npy Heo6xoaMmMocTn) No 3PdPEeKTUBHOMY M onepaTMBHOMY OT3bIBY U3
ceTun pacnpefeneHuns nekapcTBeHHbIX CPEACTB AN YerioBeka UM BETEPUHAPHbLIX NpenaparoB U UcCneayemblx
nekapcTBeHHbIX cpedcTB. [puHUMMLI yNpaBneHus puckamu AN KayecTBa [dOSKHbI MPUMEHSATLCA MNpU
paccrnefoBaHum 1 oLeHKe AedeKTOB KayecTBa, a Takke B MpoLecce NPUHATUS pPeLleHNnii B OTHOLLEHUN OT3bIBa
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NPOAYKLNN, KOPPEKTUPYIOLLNX U NpeaynpexaaroLnx AeUCTBUMN U ApYrnx Mep No CHWXEHUIo pucka. PykoBoacTBo
B OTHOLLUEHWM 3TUX NPUHLMNOB coaepxuTcsa B pasgene 1 Yactu | Hactoswero TKI.

Bce 3avHTepecoBaHHbIE YNONMHOMOYEHHbIE OpraHbl AOMKHbI ObiTb CBOEBPEMEHHO NPONHE(OPMUPOBAHbLI B
cnyyae noaTBepXAeHHOro aedpbekta KkavyecTBa NekapCTBEHHOro cpeacTBa UMM MCCNegyemMoro nekapCTBEHHOro
cpeacTtea (NpousBOACTBEHHOro aedpekra, NopyYyM MNPOAYKUMM, BbiIBNEHUs anbcudmkaumm, HecooTBETCTBUS
perncTpaumoHHOMy Aocbe unu canmny cneumdukaumn npoaykra unu nodblx OpYrux cepbesHbiXx npobnem c
KayeCTBOM), KOTOPbIA MOXET MPUBECTU K OT3bIBY MPOAYKLMM UM HEODOLIYHOMY COKpaLLLEHMIO MOCTaBOK.

B cuTyauusix, ecnu npoaykT Ha pPbIHKE MPU3HAETCA He COOTBETCTBYHLUMM PErMcTpauMoHHOMY [AOChbe
nekapCcTBEHHOIo cpefcTBa, He TpebyeTcs yBeOOMMSTb 3aMHTEPECOBAaHHbIE YMOIHOMOYEHHbIE OpraHbl Mpw
YCINOBMKN, 4YTO CTENEHb HECOOTBETCTBMS YOOBMETBOPSET OrpaHuWYeHusM, ykasaHHbiM B [lpunoxenun 16
HacToswero TKI1, B oTHOWEHUN 0bpalleHnsi ¢ He3annaHNPOBaHHBIMU OTKIOHEHUSIMMU.

B cnyyae pestenbHOCTW, nepefaBaeMon Ans BbIMNOMHEHUA APYroMy nuuy (ayTcopcuHra), B cornalleHum
OOMMKHbI BbITb OnNUCaHbl ponn 1 00A3aHHOCTU NPOU3BOAUTENS, BNagenbua pernctpaumoHHOro Aocbe n (1Unu)
CMOHCOpa WM TPEeTbMX CTOPOH B OTHOLUEHUU OLEHKW, MPUHATUSA peLueHu, pacnpoCTpaHeHus MHopMauun u
peanusaumnn AeNCTBUIA NO CHUKEHUIO MOTEHLMAaNbHOW ONacHOCTU, CBA3aHHOW C AeeKTHON NPOoaYKLUUEN.

PykoBOACTBO B OTHOLLUEHWM OEATENBbHOCTU, NepefaBaemMon ANsi BbINMOMHEHWS APYroMy nuuy (ayTcopcumHra),
npveegeHo B pa3sgene 7 Yactu | Hactodwero TKI. Takvme cornaweHuns Takke AOMKHbl COAepXaTb KOHTaKTHbIe
[aHHble OTBETCTBEHHbIX UL, KaXAOW CTOPOHbI AN OCYLLECTBMNEHUS CBSA3M C LIENb ynpaBreHns aedekramm
KayecTBa 1 BONpOCaMu, CBSA3aHHbIMW C OT3bIBOM.

MepcoHan n opraHnsauyus

8.1 OTBETCTBEHHOCTb 3a ynpaBfieHMe paccrnefoBaHMEM MPEeTEeH3Uh u OedeKTOB KavecTBa U NpUHATUE
peLeHNn B OTHOLLUEHUU Mep, KOTOpble AOMMKHbI ObiTb MPUHATHI ONS yNpaBneHus nobbiM NoTeHUnansHbIM
PWUCKOM, BKIIOYasA OT3bIBbl, AOIMKEH HECTU COOTBETCTBEHHO OOYYEHHBLIN M OMbITHbIM MepcoHan. AT nuua
OOMXKHbI ObITb HE3aBMCUMbI OT Noapa3feneHnii cobiTa U MapkeTuHra opraHu3auum, ecnm uHoe He ob60OCHOBaHO.
Ecnu ogHMM 13 aTux nNuy, He ABNSETCS YNOMHOMOYEHHOE NULO, y4acTByloLlee B cepTudmnkaumMm anga Bblnycka
COOTBETCTBYIOLLEN cepun (cepuir), YNONMHOMOYEHHOE §ULO [JOJMKHO ObITb CBOEBPEMEHHO OdumumansHO
NPOuHOpPMUPOBaHO O NIOOLIX paccnefoBaHUAX, AEWACTBUSX MO CHDKEHUIO pucka M Niobbix onepauusix no
OT3bIBY.

8.2 Heobxoanmo MMeTb OOCTaTOYHOE KONMMYeCTBO OOY4YeHHOro nepcoHana M pecypcoB ans obpaboTku,
OLLEHKN, paccrnefoBaHNsa N pacCMOTPEHUSA NPETEH3NN 1 edeKTOB KavyecTBa, ANs peanu3auun nodbix 4eNCTBUN
MO CHWXEHWIO pUcKa, a Takke ONs B3aMMOAEWUCTBMS C YMOMHOMOYEHHbIMU opraHamu B cdepe obpalieHus
neKkapcTBEHHbIX CpeacTs.

8.3 JomkHO npeagycMaTpuBaTbCs WUCMONb3OBaHWE CMEeUManucTOB pasfnuyHbIX noapasfeneHui, Bkhyas
Hagnexawmum obpa3om 06yyYeHHbIN NepcoHan No yrnpaBreHUo KayecTBOM.

8.4 Ecnn paboTta ¢ npeteH3mamMuM 1 gedektammn kadecTsa B OpraHusaumm ynpaensaeTcs LeHTpanm3oBaHHo,
pacnpegeneHve ponen n ob6s13aHHOCTEN 3aMHTEPECOBaAHHbBIX CTOPOH AOIMKHO OblTh JOKYMEHTMPOBAHO. [py 3TOM
LeHTpann3oBaHHOe ynpaBreHue He JOMKHO NPMBOAUTL K 3afepKkaMm B paccneoBaHumn NnpeTeH3un U gedekToB
KayecTBa W ynpasreHun UMu.

Mpouenypbl o6paboTkn M paccrnefoBaHMA MPETEH3UN, BKNOYass BO3MOXHbIe AedeKTbl
KayecTBa

8.5 [lormkHbl 6bITb B HANMYMM NUCbMEHHbIE NMPOLEaYpPbl, ONUCbIBaKOLWME AENCTBUS, KOTOpble HE0BX0aNMO
NPUHATL MPU NONyYeHUU NpeTeH3un. Bce npeTeH3un JoMmKHbl ObiTb 3a40KYMEHTMPOBAHbI U OLEHEHbI, Y4TOObI
YCTaHOBUWTb, MPEACTABMSAOT NN OHN COBON NOTEeHUManbHbIA AedekT KayecTBa Unm Apyryto npodnemy.

8.6 Ocoboe BHMMaHVe crefyeT YOenATb YCTAaHOBMEHUO TOro, OTHOCUTCA 1NN MPEeTeH3us Wnu
nogospesaeMblit edekT KayecTBa K panbcucmkaumnn.

8.7 MNockonbKy He Bce MPETEH3MK, NofyYeHHble KOMMNaHWen, MOryT npeacTaBnaTh dakTnyeckne gedekTbl
KayecTBa, MPETEeH3Un, KOTOpble He CBUAETENbCTBYIOT O MOTEHUuanbHOM pJdedekTe KayecTBa, cnegyer
Hagnexawum obpa3oM 3a40KYMEHTMPOBATbL M AOBECTUM OO0 CBEAEHUs COOTBETCTBYHOLIEN crnyxbbl unu nuua,
OTBETCTBEHHbIX 32 paccnefoBaHne N ynpaBreHne npeTeH3nsMyn nogobHOro poga, Takumm Kak nogo3peBaeMble
HexenaTenbHble SABMEHUS.

8.8 [omkHbl ObITb B HanMU4MM MMUCbMEHHbIE Mpoueaypbl, YTOOblI 06nerYnTb 3anpocbl O paccregoBaHUm
KayecTBa CepuM IeKapCTBEHHOro CpeAacTBa B LensiX COAEWCTBMS  paccrefoBaHWU0  COOOLEHUn o
nogo3peBaeMbiX NOOOYHbIX peakUnsix.

8.9 Ecnu uwHuuumpyeTcs paccrnepgoBanue fgedekta KadecTBa, LOMKHbI ObiTb B Hanmuuum npouenypbl,
npegycMmaTpuBaoLLme cnegyouee:

i) onMcaHme coobLEeHHOro aedekTa KadecTBa;

ii) onpegeneHne 3HaummocTn gedekta kadecTBa. B pamkax aToro criegyeTt npegycmaTpuBaTb MPOBEPKY
WUNX UCMbITaHUsE apObuTpaXHbIX U (M) apXMBHBIX 06pasLIOB, M B HEKOTOPbLIX Cly4vasX OOJPKEH BbINMOJTHATLCS
0030p 3anucen Npou3BOACTBA CEpPUN, 3anucer o cepTudmKaLmMm Cepum 1 3anncen o pacnpegeneHum cepum
(ocobeHHO ANs YyBCTBUTENBHON K TEMMepaType npoayKuun);

iii) HeoBxoaMMoCTb 3anpocuTb obpaseL Uy BO3BpaTUTb BCIO AeEKTHYI0 NPpOoaYKLUUIO OT 3asBUTENS U, ecnn
obpasey nony4eH, HEO6XOANMOCTb BbINOMHEHUSI COOTBETCTBYIOLLEN OLEHKN;
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iv) oLleHKa pucka, KOTOpbI NpeacTaBnaeT AedekT kayecTBa B 3aBUCUMOCTU OT CEPbE3HOCTU U 3HAYMMOCTHU
aToro gedekTa;

V) Npouecc NPUHATUSA peLLEHUN B OTHOLLEHUN NOTEHLMAaNbHOW HEOOXOAUMOCTM Mep MO CHWXKEHUIO pUCKa,
KOTOpble HEOBXOAUMO NPUHSATL B CETU pacnpeneneHus (0T3biB CEpUM UNK NpoayKTa Unu apyrue encTeums);

Vi) OLleHKa BNUSHWS, KOTOPOE MOXeT Oka3aTb ntoboe AencTeme no 0T3biBY Ha JOCTYMHOCTb NIeKapCTBEHHOTO
CpeacTBa Ans nauMeHTOoB (KMBOTHbIX) Ha NMobOM pbiHKe, rae obpallaeTca JaHHOe NekapCcTBEHHOE CPeacTBo, a
TaKkke HeobXoOMMOCTb YBEAOMUTb COOTBETCTBYHOLUME YMOMHOMOYEHHble opraHbl Pecnyonukn benapycb o
TakoM BNUSIHUN;

Vi) BHYTPEHHUA M BHELWHUA OOMEH WHOpPMaUMEN, KOTOPbIN OOIMKEH OCYLLECTBMASATLCA B OTHOLUEHWUM
AedekTta kKauecTBa 1 €ro paccrnenoBaHus;

viil) naeHTMduKaumst NoTeHUManbHON NPUYUHLI AedekTa KadecTBa;

ix) HeobxoAuMMOCTb B oOnNpedeneHnn U OCYLLEeCTBMEHUM COOTBETCTBYHOLLUMX KOPPEKTMPYIOLLMX W
npeaynpexaatroLmx 4eNCTBUA, a Takke B OLleHKEe NX pe3ynbTaTUBHOCTH.

PaccnepnoBaHue U NpUHATHE peLueHUi

8.10 WHdopmauusa, cBuOeTenbCTBYWOLWAA O BO3MOXHbIX AedeKktax KadecTtBa, [JormkHa ObiTb
3aperMcTtpyupoBaHa CcO BCEMW MUCXOAHbIMM noppobHocTamu. OBGOCHOBaAHHOCT UM 3HAYMMOCTb  BCEX
3aperMcTpupoBaHHbIX AedEeKTOB KayecTBa OOJKHbI ObiTb LOKYMEHTMPOBAHbI U OLEHEHbI B COOTBETCTBUM C
npuHUMNamMmn yrnpasneHus puckammn Ansi KayecTBa C Lenblo 060CHOBaHUSA peLUeHWUA, NPUHATBIX B OTHOLUEHWU
obbema NpoBOANMOro paccrefoBaHus u NpeanpUHMMaemblX AeNCTBUN.

8.11 Ecnu pedekT kavectBa obHapyeH MM noJo3peBaeTcs B KAKOW-TO OAHOW CEpUW, OOIPKHO ObiTb
yAeneHo BHMMaHWe NpoBepKe ApYrnx Cepuin U B HEKOTOPLIX CryYasx ApYrnx NpoAaykToB, YTOObLI onpeaenutb, He
0oKasarnucb N OHW TakKe 3aTPOHYTbl. B yacTHOCTW, AOMKHBLI BbITb CCNeaoBaHbl ApyrMe cepumn, KoTopble MOryT
cofepxaTtb YacT AedeKTHOWM cepun nnm gedekTHbIX KOMMOHEHTOB.

8.12 PaccnepoBaHue gedpekta kayecTBa LOMKHO BKMo4YaTb 00630p MpeabigylimMx OT4YETOB O AecdbekTax
KadecTBa unu noby0 Opyryl0o COOTBETCTBYIOLLYK MHGOpMauuio O MoObIX NpuMaHakax crneunduyeckmx umnm
NOBTOPSOLLMXCA NPOo6remM, TPeOYOLINX BHUMAHKS 1, BO3MOXHO, AaNbHENLINX PETYNATOPHbIX AEACTBUN.

8.13 PewweHus, npuHATbIE BO Bpems W nocne paccriegoBaHns AedeKkToB KadyecTBa, AOMKHbI OTpaxaTb
YPOBEHb puUCKa, KOTOPbIA NpeacTaBnseT AedeKT KayecTBa, a TaKKe Cepbe3HOCTb foboro HecooTBETCTBUS
perucTtpauMoHHOMy  OoCbe  (OOCbe  uccnegyemoro  npoAaykra) unm TpeboBaHuAM  Hagnexallen
NPOU3BOACTBEHHOW MNPAaKTUKWA. Takme peleHns [OmkHbl OblTb CBOEBpEeMeHHbIMW, 4YTOObLI obecneunTb
nogaepkaHve 6e30MacHOCTM MauMEHTOB M XKMBOTHBbIX COPa3MEpPHO YPOBHIO pUCKa, KOTOPbIA MOXET
npeacTaBnsaTb 3Ta npobnema.

8.14 XoTs Ha paHHWX CTaausix paccnefoBaHns nosnHasi MHdopMaLuus 0 XxapakTtepe U 3Ha4nMmocTy gedekra
KayecTBa He Bcerga MOXeT ObiTb [OCTYMHa, MPOLECChl MPUHATUSA pELUeHUn BCe Xe AOIDKHbl obecneynBaTsb,
YTOObI COOTBETCTBYIOLUME AENCTBUSA MO CHXKEHMWIO PUCKA NPUHUMANUCh B COOTBETCTBYHOLLNX BPEMEHHBIX TOYKax
B XOZ4€e TaKux paccnefoBaHuii. Bce npuHATblE pelleHnss U Mepbl B OTHOLWIEHUM AedbekTa kavecTBa crnegyeT
3a0KyMEHTUpPOBaThb.

8.15 B cnyyasix, ecnn gedeKkT kadyecTBa MOXET NPMBECTW K OT3bIBY NPOAYKUMM UM HEOObIYHOMY
COKpaLUEeHVIO MOCTaBOK MpoAyKUMM, MPOU3BOOUTENb [OOMKEH CBOEBPEMEHHO NpPOMHGopMupoBaTe 06 3TOM
aepxaTenst permcTpauuoHHOro yaocToBepeHus (CnoHcopa) 1 Bce 3aMHTepecoBaHHbIE YNONTHOMOYEHHbIE OpraHbl
B chepe obpalLeHNs nekapCcTBEHHbIX CPEACTB.

AHanu3 oCHOBHbIX NPUYUH, KOPPEKTUPYIOLUME U Npeaynpexaarowme geMcTBUA

8.16 B xope paccrnepnoBaHns AOedeKTOB KayecTBa AOMKEH NPUMEHATbCS COOTBETCTBYIOLWMN YPOBEHb
paboTbl MO aHanNM3y OCHOBHLIX NPUYKUH. B cnydasx, ecnvm UCTUHHasA nNpuynHa gedekTa KayecTBa HE MOXET ObITb
onpegeneHa, 4OMKHO ObITb yAeneHo BHUMaHue naeHtTudmkaunm Hambonee BEpPOSTHOM MPUYMHBLI 1 0OpaLLeHuo
C Hen.

8.17 Ecnu B kayecTBe NpuymHbl AedekTa kavyecTBa MOAO3PEBAETCA MMM ONpefeneHa 4denoBeveckas
owmnbkKa, 9TO JOMKHO ObiTb odhulmanbHO 06OCHOBAHO U TWATENBHO PACCMOTPEHO, AN Toro Ytobbl He Obinu
ynyLeHbl U3 BUAYy BO3MOXHbIE NMPOLECCHbIE, MpoLeaypHbIE UM CUCTEMHbIE OLIMOKN Ny Npobnembl.

8.18 B oTHOWweHUM pJedeKkTta kadecTBa [AOMKHbl OblTb onpegeneHbl W MNPUHATBI COOTBETCTBYHOLUME
KOppeKTUpyoLmne n npegynpexgarowme encTeusa. Pe3ynbTaTMBHOCTb Takux AENCTBUMIA cnegyeT NpPoBEpPUTb U
OLEHUTb.

8.19 3anncu o gedekTax KayecTBa crieqyeT perynsipHo NpocMaTpmBaTh U aHanNM3nMpoBaTb TEHOEHUMN ONs
BbISIBIIEHNS NHOOLIX crneundmryeckmx unm noBTopsAoLWwmnxcs npobnem, Tpedbyrowmx BHUMaHKS.

OT3bIB NpOAYKLUMU U ApYyrve AeNCTBUA NO CHUXXEHUIO NOTEeHUMaNnbLHOro pucka

8.20 [domkHbl 6bITb YCTAHOBMNEHbI MNUCbMEHHbIE MNPOLEeAypbl, PerynapHo nepecmaTpuBaemMble WU
obHoBNsemMble MO Mepe HeobxoaAMMOCTM, B Lensax OCyLleCcTBreHus nbon OeATenbHOCTM MO OT3biBY WU
OCYLLLECTBMNEHMIO MOObIX APYrNX OENCTBUN MO CHUXEHMUIO pUCKa.

8.21 lMNocne pasmMeLleHns NPpoAyKUMM Ha pbiHKE 000N BO3BpAaT €€ U3 CeTu pacnpeaeneHnst n3-3a gedekra
KayecTBa [OMKEH paccMaTpuBaTbCs M YNPaBNATbCA Kak OT3bIB. JTO MOMOXEHME HE MPUMEHSIETCS K U3bATUIO

33



TKN 030-2017

(Bo3Bpaty) obpasuoB NpoaykuMW U3 CETU pacnpefeneHus Ans COAeNCTBUSA paccnefoBaHuio OTHYETHOCTU NO
nedekTam KayecTBa.

8.22 [omkHa BblTb BO3MOXHOCTb MHMLMMPOBAaTL onepauuy no OT3biBy onepaTvBHO M B noboe Bpems. B
HEKOTOPbIX Cryyasx B LEendx 3aliMTbl 300POBbS HACENEeHUs UMW XMBOTHbIX, MOXeT noTpeboBaTbCcA HavaTb
onepauun rno oT3bIBY 40 YCTAHOBIEHNS UCTUHHOW NPUYMHBI U 3HAYMMOCTUN AedeKTa KavyecTsa.

8.23 3anucu o aucTpmbblounn cepymn (NPOAYKUMM) AOMKHBI OblTh NErko AOCTYMHbI ANSA WL, OTBETCTBEHHbIX
3a 0T3blIB, M coAepXaTb AOCTATOMHYI0 MHOPMaUMio 06 ONTOBbLIX NOKyNaTensax MU 3aka3ynkax, HenocpeacTBEHHO
nonyyMBLUMX MpOAYKUMIO (C ykasaHWem agpeca, HOMepoB TenedoHa u (unu) dakca, paboTarowmx
KPYrnocyToO4HO, HOMepa CepuvM W KONM4yecTBa MOCTaBMEHHOW MpoAyKuuMu), B TOM 4MCRe B OTHOLUEHUU
3KCNOPTUPYEMOM NPOAYKLMN U MEANLIMHCKUX 06pasLoB.

8.24 B oTHOWeEHUN wuccrnegyembix neKapCTBEHHbIX CpPeacTB AOMMKHbl ObiTb MAEHTMdUUMPOBAHbLI BCe
uccregoBaTenbCkue NIoLaakn U ykasaHbl CTpaHbl Ha3HadYeHus. B oTHoOWeHun ncenegyemoro nekapcTBeHHOro
cpenctea, Ha KoTopoe ObiNo BblAaHO pPerncTpaunoHHOE YAOCTOBEpPEeHWe, MNpousBoauTenb Wccneayemoro
NeKkapCTBEHHOINO CpeAacTBa B COTPYOHWYECTBE CO  CMOHCOPOM  OOMMKeH WHOpMMpoBaTb AepxaTens
perncTpaumoHHOro yaoctoBepeHuss O nwbom gedekte KavyecTBa, KOTOpbIA MOXeT OblTb CBfA3aH C
3aperMcTpMpoBaHHbIM  flekapCTBeHHbIM  cpedcTBoM. CrOHCOp [OMmKeH BHeapwuTb npouedypy 6bicTporo
packoAMpOBaHWSA OCNEMMEHHOro NPOAyKTa, rae 3710 HeobxoaAMMo AN onepaTUBHOrO oT3biBa. CNOHCOP OOIMKEH
obecneuntb, 4TOObLI Mpoueaypa packpbiBana WAEHTUYHOCTb OCIENSIeHHOro MpoAdyKTa TOMbKO B TOW Mepe,
KoTopasi Heobxognma.

8.25 CnegyeT ygenuTb BHMMaHue MOCMEAYOWNM  KOHCYNbTauusM C  3aMHTEPEeCOBaHHbIMM
YMOSTHOMOYEHHbLIMW OpraHamu no BOMPOCY, HACKOMNBbKO AaNeKo AOIMKHbI pacnpoCTPaHATLCH AEACTBUS MO OT3bIBY
B CETU pacnpefeneHus, yuntbiBasg NoTeHUManbHbI PUCK AN 340POBbS HACENeHUs WK XMBOTHbIX U Noboro
BO3€NCTBMSA, KOTOPOE MOryT okas3aTb npeanaraemble OerCTBUS MO OT3bIBY. YMNOSIHOMOYEHHbIE OpraHbl Takxe
OOMKHbl  BblTb  MPOMHMOPMUPOBaHLI B CUTyauusX, KOrga He BeAeTCs HMKakux [OeWCTBUA NOo  OT3biBY,
NPeanoXeHHbIX Ans AedEeKTHON cepun, B CBA3M C UCTEYEHUEM CPOKa rogHOCTM (Hanpumep, Ans NPOoAyKuMu C
KOPOTKMM CPOKOM rogHOCTM).

8.26 B cny4yae HamepeHuns 0To3BaTb NPOAYKLMIO 06 3TOM AOMKHbI ObITb 3apaHee NpoMHgopMMpoBaHbI BCe
3aMHTEepecoBaHHble YMNOMHOMOYEHHble opraHbl. [Ans O4YeHb Cepbe3HbiXx npobrnem (TO eCcTb C BO3MOXHbIM
Cepbe3HbIM BMUSHWEM Ha 300POBbE MAUWMEHTOB WM KMBOTHbIX), MOXHO NPWHUMAaTb CPOYHble AENCTBUS MO
CHWXKEHWI0 pucka (Hanpumep, OT3bIB MpOAyKuWMW), npedBapuTenbHO yBedOMMB 00 3TOM YMONIHOMOYEHHbIe
opraHbl. Besge, roe BO3MOXHO, HeobXxoOMMO CTpPEMUTbCA K TOMy, 4TOObl Takve pgewncteus Obinn
3abnaroBpeMeHHO, A0 UX BbINOMHEHMWS, COMIacoBaHbl C 3aMHTEPECOBaHHbLIMW YNONIHOMOYEHHbIMW OpraHamu.

8.27 CnepyeT Takke y4uTbiBaTb, MOTyT Nn npegnaraemMble AeNCTBUS MO OT3bIBY NO-pa3HOMY MOBAWUATbL Ha
pasnunuHble PbiHKW, W, €Cnn 3TO TaK, AOMKHbl ObiTb paspaboTaHbl U 06CYXOEeHbl C 3auHTEepecoBaHHbIMU
YMONTHOMOYEHHbLIMU OpraHaMy COOTBETCTBYIOLLME AENCTBUS MO CHIDKEHWIO PUCKa AN KOHKPETHOro pbiHKA.

[o NpUHATUA pelleHnst O TakMX Mepax MO CHWDKEHUIO PUCKa, Kak OT3blB, JOIMKEH OblTb pacCMOTPEH pUCK
HexBaTKM feKkapCTBEHHOIO0 CpeacTBa, He MMEILWero 3apermcTpMpoBaHHOW anbTepHaTuBbl, C Yy4eTOM ero
TepaneBTUYECKOro HasHayeHus. Jliobble pelleHnss 0 HEMPUHATMN OXUOAEMbIX MEP MO CHDKEHNIO pUCKa SOIKHbI
ObITb NpegBapuTenbHO COrnacoBaHbl C YNOMHOMOYEHHBIMU OpraHamu.

8.28 Oto3BaHHas npoaykuus AorkHa ObiTb MAEHTUULMPOBAHA M XPaHUTLCA OTAESNbHO B HaOEeXHOM
MecTe 00 MPUHATMA peLleHWss O TOM, Kak C Hel nocTynutb. [OmkHO ObiTb AOKYMEHTanbHO OdOpMIIEHO
odmumanbHoe pacnopspkeHne B OTHOLLEHUM BCEX OTO3BaHHbLIX cepwuid npoaykuun. OcHoBaHue AN NPUHATUS
ntoboro peleHuss o nepepaboTke OTO3BaHHOW MPOAYKUMU OOSMKHO ObiTb 3a40KYMEHTUMPOBAHO U 0OCYXAEHO C
COOTBETCTBYIOLLMM YMONIHOMOYEHHbIM OpraHoM. Takke AOIKeH ObITb YY4TEH OCTaTOUHbIN CPOK rOAHOCTU N0ObIX
nepepaboTaHHbIX Cepuii, KOTOpble NpeanoniaraeTcs pa3MecTUTb Ha PbIHKE.

8.29 Xopg npouecca OT3blBa [OMKEH pPerucTpupoBatbCs [0 MOMEHTa 3aBeplueHWss U Bbinycka
OKOHYaTeNbHOro OTYeTa, BKYatowero B ceba 6anaHc mexay KOnM4ecTBOM MOCTaBIIEHHOM M BO3BPALLEHHON
NpoayKuun (Cepun NPoayKumn).

8.30 3hdPeKTUBHOCTL MEPONPUATUIA NO OT3bIBY CreAyeT PerynsapHo oueHuBaTb AN NoATBEPXAEHUS Toro,
YTO OHM OCTaKTCH HAZEXKHBLIMWA U NPUFOAHBIMW AN UCNOJMb30BaHNS. TakMe OLEHKM AOMKHbI pacnpoCTPaHATHCS
Ha cuTyauun, BO3HMKaloLWwue kak B pabodee, Tak n B Hepaboyee Bpems. [1pn BbINONHEHMN Taknx OLEHOK cneagyeT
paccMoTpeTb HeOOXOOUMOCTb BbINOSIHEHWUSA WMWTAUMUM OEWCTBMA MO OT3blBY. 3OTa OUEHKa [OSMKHa ObiTb
AOKyMeHTanbHo odopMrieHa n obocHoBaHa.

8.31 B pononHeHue K OT3bIBY CYLLECTBYIOT U ApYrne BO3MOXHbIE AENCTBUSA MO CHWKEHUIO pUCKa, KOTopble
MOTyT MpeanpuHUMaTbCcs B LEnsxX YnpasneHus puckamu, cosgaBaembiMy dedektamu kadectBa. Takue
OeNCTBUS MOTyT BKMovaTh B ce65 Bbinyck NnpeaynpeautenbHbliX COOOLEHUA ANS MEAULMHCKUX U BETEPUHAPHbIX
pabOTHNKOB B OTHOLLUEHWW WCMONb30OBaHUSA MMM MOTEHUManbHO AedekTHOM cepwuu npoaykumun. Ux cnepyet
paccmaTpvBaTb B WHAMBMAYaNbHOM nopsgke W obcyxgaTb C COOTBETCTBYHOLUMMM  YNOSIHOMOYEHHBIMM
opraHamu.
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9 CamouHcneKkuus

MpuvHUMN

CamoMHCNeKLMs OOfmKHA MNPOBOAMTBLCS C LENbl MPOBEPKM BbIMNOSIHEHMSA NpeanpuaTuem TpeboBaHU
HacTosawero TKIT 1 npeanoxeHns HeOOXOAUMbIX KOPPEKTUPYIOLLNX OENCTBUNA.

9.1 CnepyeT perynspHO aHanuanpoBaTb BOMPOCHI, kKacaloLmnecs nepcoHana, nomMmeLleHnin, obopyaoBaHus,
OOKYMEeHTaumn, TeXHOMOrM4yecKoro npolecca, KOHTPOMs KayecTBa, peanu3aluu INekapCTBEHHbIX CpeacTs,
MeponpusaTUi No paboTte ¢ NPeTEeH3NsIMN U B OTHOLLIEHWUM OT3bIBOB MPOAYKLUMM U AEATENBHOCTU NO NPOBEAEHMIO
CaMOVHCMNEKUUIN B COOTBETCTBUU C 3apaHee YTBEPXAEHHOW MporpaMMon B COOTBETCTBUM C OnpeAeneHHbIM
rpaconukom NPOBEPKN UX COOTBETCTBUSA NpUHLMNaAM obecneyeHmns KadecTea.

9.2 CaMouHCNeKuMs [[OoIhKHa MNPOBOAUTLCA HEe3aBMCMMO W TwWaTenbHO crneumasnibHo Ha3Ha4YeHHbIM
KBanM@@UUUPOBaHHbIM NMLOM (N1uamu), COCTOSALWMM B LWITaTe npeanpuatus. Npn HeobXoanmMocTn MoXeT ObITb
npoBefeH HE3aBUCUMbIA ayaAnUT 3KCNepPTaMn CTOPOHHUX OpraHn3auni.

9.3 PesynbTaTbl CAMOMHCNEKLNA OOMKHbI OblTb OPOpMNeEHbl AOKYMeHTanbHo. OTYeTbl JOMMKHbI COAepXaTb
B cebe Bce HabnoaeHus, caenaHHble B XO4€e NPOBEPKM, U, TAe NPUMEHUMO, NPeAfIOXEHMS N0 KOPPEKTUPYIOLLINM
aencrteuaM. [encTBusi, npeanpuHUMaemble No pesynbTaTam MNpPOBeAeHHbIX CaMOWHCMEKUUI, Takke creayeT
0GopMIATb AOKYMEHTAsbHO.
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YACTDb Il
OCHOBHbIE TPEBOBAHUA K AKTUBHbIM ®APMALEEBTUYECKUM CYBCTAHLIUAM,
MCNOJIb3YEMbIM B KAYECTBE UCXOOHbIX MATEPUAITIOB

1. BBepgeHue

Hepxatenn perncTtpaumMoHHbIX YOOCTOBEPEHWUA W MNPOU3BOOAMTENN JIEKAPCTBEHHBLIX CPEACTB [OOJDKHbI
Mcnonb3oBaTb B KAYeCTBE MCXOAHbLIX MaTepmnarioB TONMbLKO Te akTUBHbIE hapMmaleBTMYeckne cybecTaHumm (ganee
— A®C), koTopble npousBedeHbl ¢ cobntogeHmeM Hactosiwero TKIT. OTu npuHUMNBbI NPON3BOACTBA aKTUBHbIX
dapmavneBTUYeckux cybcTaHuuin AeTanbHO U3NoXeHbl B HacTosLwen yacty TKIT.

1.1. Uenb

Hactoawasa 4vacte TKI npeactaBnseT coboi pyKOBOASLME YKasaHus, Kacarlowmecs Haanexaliero
NMPOM3BOACTBA aKTUBHbIX hapmaueBTMYeCKMX CyOCTaHUMM C COOTBETCTBYIOLLEN CUCTEMOW ynpasneHus
kadectBom. OHa Takke mnpegHasHayeHa AN MNOMOWM B obecrneyeHunM KayecTBa M UMCTOTbl aKTUBHbIX
dhapmaLeBTMYeCKMX CyGCTaHUuA B COOTBETCTBMMN C MPEAbABNSEMbIMU K HUM TpeboBaHMAMU.

B HacTosiwen yactu TKIT noHaTne «npov3BoacTBO» BKIOYaeT B ceba BCe BMAbl onepaunin ¢ akTUBHbIMM
dapmaueBTMYeckumMn cybcTaHumMaMU: NPUEMKY MaTepuanos, MPOM3BOACTBO, YMNAaKOBKY, NepeynakoBky,
MapK1pOBKY, NepemMapKNpoBKY, KOHTPOSb Ka4yecTBa, Bbiaadvy paspeLleHnss Ha BbiNYCK, XpaHeHue 1 peanusaumio,
a TakKe COOTBETCTBYIOLLUME MepPbl KOHTPONA. MNMOHATUA «OOIMKEH», «crneayet», NPUMMEHSIEMblE B HACTOSILLEM
TKI1, ykasbiBaloT Ha pekomeHaaLumn, BbINONHEHWE KOTOPbIX NpeanonaraeTcs, 3a UCKNIYEeHNeM cryyaeB, Korga
UX BbINOMHUTbL HEBO3MOXHO, UMM €CMW B COOTBETCTBYIOLLMX NPUMOXEHUSX He yKa3aHbl UHble TpebGoBaHus, unm
OHW MOTYT ObITb 3aMeHEeHbl anbTepPHAaTUBHbIMU AENCTBUAMMW C SKBMBANEHTHbIM YPOBHEM 0GecneveHuns kavyecTBa
NPOAYKLUN.

Hactoawun TKIT B uenom He pacnpocTpaHsoTCA Ha BOMPOCbI OXpaHbl TpyAa MnepcoHana, 3aHAToro B
NPOU3BOACTBE, a TaKkKe He 3aTparMBaloT BOMPOCHI 3aLUUTLI OKpYXxKatoLen cpefbl. KOHTPOrb, OCyLLEeCcTBNSAEMbIN B
3TOM crfyyae, £ABMNAETCS HENOCPeACTBEHHONW 00A3aHHOCTbIO Npou3BOAMTENS W permameHTupyeTcs
3akoHogaTtenbcTBom Pecnybnukn benapychb.

Hactoawun TKIM He ycTaHaBnuBaeT TpeboBaHus, nNpeabsaBrsieMble MNPy BKITHOYEHUN  aKTUBHbIX
hapmaLeBTMieckux cybctaHumi B [ocyaapcTBEHHbIN peecTp NekapcTBeHHbIX cpeacTs Pecnybnukm benapychb,
N He 3ameHsaT TpeboBaHum dapmakonerHblix ctaten. OH He 3atparmBaeT yHkuMM MuHUCTepcTBa
34paBooxpaHeHnss Pecnybnukn benapycb yctaHaenuBate TpeboBaHMs K BKNOYeHUIO B [OCygapCTBEHHbIN
peecTp nekapCTBeHHbIX cpedcTB Pecnybnukn benapycb (MnnM K nonyyeHuio crneuuanbHOro paspeLleHus
(nMMUEeH3nM) Ha NPOM3BOACTBO) aKTUBHbBIX (hapMaLeBTUYECKUX CyOCTaHLMIA.

1.2. O6nacTb NnpuMeHeHunsA

Hactodwasa 4vacte TKI1 yctaHaBnusBaeT TpeboBaHMA K NPOM3BOACTBY aKTUBHbIX dhapMaueBTU4EeCKUX
cybCcTaHuun, ucnonb3yembiX B NMPOU3BOACTBE JIEKAPCTBEHHbIX CPEeACTB ANs MEeAWULMHCKOro U BEeTePUHAPHOro
npumeHeHns. K npon3BoaCTBY CTEPUIbHBIX aKTUBHbLIX hapMaLeBTU4EeCKMX CybCTaHUUn OHa NpMMEHMMa TOSbKO
[0 cTaguu cTepunmnsaunm 1 He pacnpocTpaHsaeTCs Ha MpPOLEeCcChl cTepunuaaumm u NPon3BOACTBA CTEPUNbHbIX
aKTMBHbIX (hapMaLeBTUYECKUX CYOCTaHUWUA B acenTUYEeCKUX YCroBusx. OTU npouecchl crieqyeT NpoBOAWTL B
COOTBETCTBMM C MpUHUMMNAMK, NPeaycMOTPeHHbIMU HacTosiwmm TKI, n TpeboBaHusMK, NpesyCcMOTPEHHbIMU
Mpunoxenuem 1 HacToswero TKIT n 3akoHogaTenscTBom Pecnybnvkn Benapyces.

B cnyyae npou3BoacTBa BETEpPMHAPHLIX MpenapaTtoB NPOTMB 3KTOMapasMToB Afst obecneyeHnst kayectsa
MOTYT UCMOMb30BaTbCsA ApYyrne HopMaTUBHbIE JOKYMEHThI.

Hactoawaa 4vacte TKIT He pacnpocTpaHsieTcs Ha LUenbHYl [OHOPCKYH KpOBb M Nnasmy, MOCKOMbKY
TpeboBaHMst No 3abopy U UCMbITAHMIO KPOBMW PEryNMPYOTCA COOTBETCTBYHOLLUMMU HOPMATUBHBbIMU NMPaBOBLIMMU
aktammn Pecnybnukn Benapycb, ogHAKO pacnpoCTpaHsSeTCs Ha akTMBHble (hapmMaueBTMYECKME CyOCTaHUmM,
nonydyaemblie C MCMOMb30BaHMEM [OOHOPCKOM KPOBWM UMW MNria3Mbl B KavyeCTBE MCXOOHOro Cbipbsi. HacTosias
yactb TKI1 He pacnpocTpaHseTca Ha HepacdacoBaHHbIe feKapCTBEHHbIe CPeAcTBa U MPUMEHSIETCS KO BCEM
OPYrMM aKTUBHbLIM MCXOAHbLIM Matepvanam ¢ y4eTom NobbIX OTCTYNNEHUN, NPESYCMOTPEHHBIX MPUMOXEHUAMM K
HacTosiwemy TKI1, B yacTHocTu MpunoxeHnamm 2 — 7, roe ykasaHbl ONONHUTENbHble TpeboBaHNA K akTUBHBIM
hapmMaLeBTUHECKUM CYOCTaHLUUSIM.

Paspen 19 HacToswen Yactn TKI cogepxuT TpeboBaHuMsl, pacnpoCcTpaHstoLMECS TONbKO Ha NPOM3BOACTBO
aKTMBHbIX apMaLeBTUYEeCKUX CyObCTaHUMiA, WCMNOMb3yeMblX [AMfs MNOMyYeHUs neKapCTBEHHbIX CpeacTs,
npeaHasHayYeHHbIX AN KNMHUYECKUX NCCnea0BaHUN.

Mog wcxogHeIMM  MaTepuanamy Ons  NpoM3BOACTBA  aKTMBHbIX — hapMaueBTMYECKUX CcybcTaHumm
MOHMMAIOTCH Cbipbe, MPOMEXYTOYHbIE MNPOAYKTHI WM ApyrMe akTuMBHble dapMaueBTMieckne cybctaHuuw,
KOTOpble UCMOMb3yTCS B MPOU3BOACTBE aKTMBHbLIX hapMaueBTUYECKMX CYOCTaHUMA M KOTOPble Kak BaXXHbIV
CTPYKTYPHbIN dparMeHT BBOOATCA B CTPYKTYpPY akTuBHOW dhapmMaueBTudeckon cybctaHuumn. KcxogHble
MaTepuanbl ONnd MNpOM3BOACTBA aKTUBHbIX hapMaueBTUYEeCKUX CcybcTaHUMW MOryT ObiTb 3aKynneHbl Mo
COIMalleHN0 Y OOHOr0 WM HECKOMbKMX MOCTaBLUMKOB MO0 NpOM3BOAUTLCH CaMOCTOATENbHO. WcxoaHble
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MaTepuanbl Ans  NPOM3BOACTBA aKTMBHbIX apMaLeBTUYeCKUX CcyObCcTaHUMh, Kak
YCTaHOBMEHHbIE XUMUYECKNE CBONCTBA N CTPYKTYPY.

MpousBoauTens [OOMKEH onpedenuTe W [OOKYMeHTanbHO o60CHOBaTb CTaauilo, C KOTOPOW OOIMKHO
HauyMHaTBLCS MPOM3BOACTBO aKTMBHOW (hapmaleBTMYecKoM cybGcTaHumu. [na npoueccoB CUMHTE3a 3Ta CcTaaus
onpefenseTca Kak Ctaausi BBOAA B TEXHOMOrMYECKUA MpoLeCC MCXOAHbIX MaTepuanoB ANd NpovM3BOACTBa
aKTUBHbIX papMaLeBTUYeckux cybectaHumn. [ns gpyrux npoueccoB (dhepmMeHTaumnm, aKCTPaKLMM, OYUCTKN U Np.)
OaHHYI0 CTaauio onpeaensoT C y4eTOM KOHKpPEeTHbIX ocobeHHocTeln npousBoacTBa. B Tabnuue «lMpumeHeHne
nonoxeHnn Yactm Il Hactoawero TKI k npoussogctey APC» npuBeneHbl pPyKOBOASLLIME YKasaHus
OTHOCUTENTbHO MOMEHTA, korga 0Obl4HO BBOASAT B MPOLIECC MCXOOHbIE MaTepuanbl A4S MPOM3BOACTBA aKTUBHbIX
hapmaueBTMYECKNX CYOCTaHUMA. HaumHas ¢ aToM cTaguu, Ha AaHHble MPOMEXYTOYHble MPOAYKTbl U (MUNnn)
CTaauMu NPOU3BOACTBA aKTUBHbIX hapMaueBTUYECKNX CyOCTaHUMN OeNCTBYHOT TpeboBaHMsA HaAcToSALWEen 4acTu

npasuno, WMeEKT

TKM.

Ta6nuua 1 — NpumeHenne Yactu Il HacTosiwero TKIM k npoussoacTey A®C

Twn npoussoacTea

HaumeHoBaHwue ctagum nponssoactea APC, Ha KOTopble pacnpoCTpaHseTCs eNCTBUE NONOXEHMIN YacTy I

APC HacToswero TKI (BblgeneHbl cepbiM LLBETOM)
Xumunyeckoe npov3BOACTBO BBEAEHMWE B npoun3BOACTBO
npon3BoACTBO WCXOQHOTO ChIpbs NpOLIECC NCXOAHOro NPOMEXYTOYHOro
ans A®C cblpbs Ang npoaykra
npoussogcTea AQC
ADC, nonyyaembie cbop opraHos, n3merbYeHve, BBEEeHWe B NpoLiecc
13 CbIpbsi KUBOTHOIO | XMOKOCTEN Unu CMeLLMBaHUE U NCXOQHOrO Cbipbs A4S
NPOUCXOXAEHUSI TKaHen (vnn) nepBuYHas npoussoacTea AGC
obpaboTka
ADC, nonyyaembie cbop pacTteHunn M3MernbYeHne un BBEEHWe B NpoLiecc
13 CbIpbs nepBuYHas MCXOQHOrO Cbipbs A4S
pacTuTensHoro 3KCTpaKUus npoussoactea APC
NMPOVNCXOXAEHMS
PactutenbHbie cbop pacTteHun JanbHenLas obpaboTka
3KCTPaKTHI, 3KCTpaKuus hr3nHeCKUMU
MCMonb3yemble B - MeToAaMU 1 ynakoBKa
kayectBe APC
ADC, cocTosilume u3 | cbop pacteHun n obpaboTka
pasmMernbYeHHbIX (nnmn) pusmyeckummn
Unu pacTepTbixX B KyNbTUBUPOBaHMWE - - MEeToAaMU 1 yrnakoBKa
NMOPOLLIOK pacTeHUi n cbop
BroTtexHonorus: cosfaHve nogaepxaHue KyNbTUBMPOBaHWE BblAENeHne n obpaboTka
depmeHTaums rmaBHOro 1 paboyero 6aHka KINeToK 1 (unu) o4yucTka hu3nyeckmMm
(kynbTBMpPOBaHWe paboyero 6aHkoB KNeTok depmeHTauus MeToAaMU 1 ynakoBKa
KneTok) KINeToK
«Knaccuyeckasn» cosgaHve baHka nopaepxaHue 6aHka | BBOA KNeTok B BblJENEHNE U obpaboTka
depmeHTauus ans KNeTok KNeTok npotecc o4yucTka hU3NYECKUMU
npoussogcTea AGC epmeHTaLmn METoAaMU N yNakoBKa

YcuneHne TpeboBaHuin Hagnexalen Npon3BoaCcTBEHHOM NPaKTUKK

OHu BkntovaloT B cebst Banuaaumio KpUTMYECKUX CTafui NPOM3BOLACTBEHHOrO MpoLecca, OKasbiBaroLLMX
BMMSHME Ha Ka4yeCTBO aKTMBHbIX (bapmaueBTUYECKMX cyOcTaHuui. B To ke Bpems BbiOOp MpousBoauTENem
CTagum TEXHOJSOMMYECKOro Mpolecca AN NpoBefeHust Banvaauum He obsi3aTenbHO O3Ha4yaeT, YTo aTa cTagust
ABNsieTca kputudecko. TpeboBaHusa Hactoswen 4dactu TKIT pacnpocTpaHstoTcs, kak nNpaBuio, Ha cTaguw,
BblENEHHbIE B yKa3aHHOW Tabnuue cepbiM LUBETOM. OTO HE O3HA4aeT, YTO B MpoLiecce Npou3BOACTBA OOIMKHbI
BbINONHATBLCS BCE CTaauW, yKasaHHble B AaHHOW Tabrnumue. CTporocTb cnegoBaHusi TpeboBaHUAM HacTosLEen
yactu TKI pgomkHa Bo3pacTaTb OT paHHMX CTagui MPou3BOACTBa aKTUBHbBIX hapMaueBTU4eCcKux cybcTaHuum K
3aBepLUalLMM CTagusiM TEXHOJTOMMYECKOro MpoLecca, OYUCTKM U YMakoBKU. Takyto obpaboTky dumanyeckumm
MeTo4aMM aKTUBHbIX (papMaueBTUYECKMX CYOCTaHUWMA, Kak rpaHynvMpoBaHWE, MNOKpbITUE OOGOMNOYKOM unu
dumsmyeckoe M3MeHeHne pasmepa 4Yactuy (Hanpumep, rpybbIi M TOHKMA MNOMOM), crnegyeT NpoBOAWUTb B
cooTBeTCTBMU C TpeboBaHmamMU HacToswero TKIM. Hactoswas yacte TKI He npuMeHsieTcs K cTagusiM, KoTopble
npeaLwecTBYOT BBEAEHWIO B MPOLECC BeLLeCTB, onpedeneHHbIX Kak UCXoOHble MaTepuanbsl And npovM3BoacTBa
aKTMBHbIX (hapMaLeBTUYECKUX CYOCTaHLNNA.

B Yactu Il TKIT ncnonb3yeTca NoHsATME «akKTMBHas dhapmaveBTuyeckasd cyGCcTaHuua», KOTopoe crneayet
paccmatpuBaTb KaK CUHOHMM MOHATUSA «aKTUBHbIN apmaueBTuyeckuin mnHrpegmeHT» (ADU). TMNoHatwus,
ynoTpebnsemble B HacToswern yactu TKI, n nx onpegenenuns (kotopele npuBeaeHsl B pasgerne 20 « TepMuHbl
onpegeneHus») criegyet nNpUMeHsATb Tonbko B 4actu |l HacTtosawero TKI1. [Ona aHanorMyHbIX MOHSTUM,
ynotpebnsembix B Yactu | HacTtosawero TKI, npuBeneHbl onpegenenns B obuwiem pasgene «TepMuHbl 1
onpegeneHua» Hactodwero TKI, cnegoBaTenbHO, MX crnefyet MNPUMEHATb TOMbKO B KOHTekcTe Yactu |
HacTtoswero TKIT.
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2 YnpaBneHue Ka4yectBoM

2.1 MpuHUMNbI

2.10 OTBETCTBEHHOCTb 3a KA4eCTBO JOIKEH HECTM BECb NEepcoHarn, 3aHATbIN B MPON3BOACTBE.

2.11 Kaxgbin npou3BoauTens AOMKeH paspaboTartb, [OKYMEHTanbHO OdOpMUTL U BHEOpUTb
3P PEKTNBHYIO CUCTEMY YyNpaBfeHUs Ka4yeCTBOM Mpu akTUBHOM y4aCTUM PYKOBOASLLEro M COOTBETCTBYHOLLEro
Npon3BOACTBEHHOrO NepcoHana.

2.12 Cunctema ynpaBfeHusl KayecTBOM [OJDKHa OXBaTbiBaTb OpraHM3auMOHHYH CTPYKTYpy, mpouenypbl,
npoLlecchbl U pecypckbl, a Takke AeATEeNbHOCTb, Heobxoaumyo aAna obecneyeHus rapaHTum cooteeTcTBus APC
BCeM TpeboBaHMAM COOTBETCTBYHOLUMX CneundukaLmn B OTHOLLEHUW KavecTBa W uucToTel. Cnepyet
onpenenuTb 1 0POPMUTL AOKYMEHTaNbHO BCE BUAbI EATENBHOCTU, UMEIOLLME OTHOLLEHUE K KAa4YeCTBY.

2.13 HeobxogaMmo uMeTb He3aBUCUMbIN OT MPOU3BOACTBEHHOrO oTaena otaen (oThenbl) KayvecTsa,
KOTOPbIN BbINOMHAET yHKLMN obecrnedeHns KadecTBa U KOHTPOSst KayecTBa. ATO MOryT ObiTb NMBO OTAENbHbIE
cnyxbbl obecnevyeHnss KayecTBa M KOHTPONSA kayecTBa, NMMBO O4HO NMMLUO WM rpynna nvy B 3aBMCMMOCTU OT
pa3mepoB M CTPYKTYPbl OpraHusaumu.

2.14 HeobxogMmo TOYHO OMpenenuTb nNul, YNOMHOMOYEHHbIX BblAaBaTb paspelleHne Ha BbIMyCcK
NpomMeXxyTouHon npoaykuum n APC.

2.15 Bce peicTtBus, wuMelolmMe OTHOLIEHME K KadvecTBy, cnegyeT odQoOpMnsaTb [JOKYMeHTanbHO
HenocpeaCcTBEHHO NPU NX BbIMOSTHEHUN.

2.16 Jlioboe OTKNOHEHWE OT YCTAHOBMIEHHbIX npoueayp cregyeT ogOopMAATb AOKYMEHTAnbHO MU
obocHoBbIBaTb. Heobxogumo npoBoAMTb paccrnefoBaHMEe KPUTUYECKUMX OTKIOHEHWW, a Takke OodOopMNATb
[OKyMEeHTanbHO 3TO paccriefoBaHne 1 caenaHHble BbIBOAbI.

2.17 Matepmanbel He MoryT ObiTb paspelleHbl K BbIMYCKY WX  UCMOMb30BaHbl [0 MOMyYeHus
YOOBIETBOPUTENBHOIO 3aKMYEHNA MO pe3ynbTaTam OLEHKM, NpOBeAEeHHOW OTAenoM (oTgenamm) KavyecTsa,
ecnn Ha npeanpuaTUU He CyllecTBYeT COOTBETCTBYIOLUMX CUCTEM, paspelualrolmnx Takoe WCnonb3oBaHuWe
(HanpuMep, BbINYCK B cTaTyce kapaHTuHa, kak onvcaHo B 10.20 HacToswen yactn TKI1, nubo ncnonb3oBaHue
ChbIpbs UMY NPOMEXYTOYHON NPOAYKLUN, OLIEHKA KaueCcTBa KOTOPbIX eLLe He 3aBepLUeHa).

2.18 Cnepnyet paspaboTaTtb npoueaypbl CBOEBPEMEHHOIO OMOBELLEHNS] OTBETCTBEHHbBIX PYKOBOOSALLMX ML
0 pesynbTatax MHCMEKUUA YNOMHOMOYEHHbIX OPraHoB, CEpPbe3HbIX HefocTaTkax B OTHOLIEHUM cobnoaeHus
TpebosaHui HacToswero TKI1, gedektax nNpoaykuMm v O NPUHATUM COOTBETCTBYIOLMUX Mep (Hampumep, O
NPeTeH3nsAX B OTHOLUEHNN Ka4yeCTBa, OT3bIBaX, AENCTBUAX YNONTHOMOYEHHbIX OPraHoB 1 Ap.).

2.19 [Ins gOCTWXEHMS Lenu yrnpaBneHus kKa4ecTBOM A0MMKkHa ObiTb BHEAPEHA BCECTOPOHHE pa3paboTaHHas
N npaBunbHO (OYHKLUMOHMUPYIOLWAs CMCTEMa KayecTBa, BKMYawLlas B ceba Hagnexallyto npovu3BOACTBEHHYHO
NPaKTUKY, KOHTPOIb KaYeCcTBa M yrpaBieHNe puckaMn ans KayecTaa.

2.2 YnpaBneHune puckamMmum AnA KavyecTtsa

2.20 YnpaBrneHue puckammn Onsi kavyectBa SIBNAETCA CUCTEMATUYECKMM MPOLIECCOM OLEHKW, KOHTPONS,
nepegayn mHdopmaumm n ob3opa puckoB Ans kadectsa ADC. OTOT MpoOLECC MOXHO OCYLLECTBASATb Kak
NepcrnekTUBHO, Tak U PETPOCMNEKTUBHO.

2.21 Cuctema ynpaBreHust puckamu Ans KayecTBa AofkHa rapaHTUpoBaTh, YTO:

- OLleHKa puckoB HasmpyeTcs Ha Hay4yHbIX 3HAHWAX, OMblITE MPOM3BOACTBA U B KOHEYHOM CYETE CBSI3aHa C
3almMTON NnaumneHTa nytem obmeHa nHopmauuer ¢ notpedbutenem APC;

- YPOBEHb ycunui, opmanusaummn n 4oKyMeHTanbHoro ohopMneHus npouecca yrnpasneHusi puckammn ans
KayecTBa COM3MEPUM C YPOBHEM PUCKOB.

Mpumepbl MpoUEeccCOB U NPUMEHEHUsI YMNpaBneHUs puckamu Ans kadecTBa npuBedeHbl B Yactum |l
HacTtoswero TKI.

2.3 O6sa3aHHOCTK oTAena (oTAenoB) KayecTBa

2.30 OTpen kavyecTBa OOIMKEH ObiTb BOBMIEYEH B PELUEHNE BCEX BONMPOCOB, OTHOCSLLUXCS K Ka4ecTBy.

2.31 Otpgen kayecTBa LOMKEH paccMmaTpyBaTb M COMNMacoBbiBaTb BCE JOKYMEHTbI, UMEKLLUE OTHOLLUEHME K
KayecTBY NPOAYKLUN.

2.32 OCHOBHble 00513aHHOCTN HE3aBUCMMOrO OTAEeNa kavyecTBa He noanexar nepegaye opyrum cnyxodam.
OTn 00683aHHOCTM [OIMDKHbI OblTb MPEeACTaBneHbl B MUCbMEHHOM BUAE WM BKMYaTh criegywuwee (HO He
06s3aTenbHO OrpaHMYnBaTLCS 3TUM):

1) Bblgaya paspelleHus Ha BbiNycK Uiy oTknoHeHne Bcex ADC. Bbigada paspelleHus Ha BbIMyCK Unn
OTKIIOHEHME MPOMEXYTOYHOW MPOAYKUMW, MpegHa3HaA4YeHHOM [nNs MCMOoNb30BaHUS BHE Ccdepbl KOHTPONS
npeanpusTUA-Npon3BOANTENS;

2) co3gaHMe CUCTEMbl Bbldayu paspelleHuMst Ha BbIMYCK WM OTKIIOHEHWUSI UCXOAHOrO  CbIpbS,
NPOMEXYTOUHOM NPOAYKLMK, MaTepuanoB AN ynakoBKA U MapKUPOBKU;

3) npoBepka 3anofnHEHHbIX 3anncen No NPOU3BOACTBY CEpUM U JOKYMEHTOB nabopaTopHOro KOHTPOMs B
OTHOLLIEHUUN KPUTMYECKUX CTaAMN NpoLiecca nepen Bblaaden paspelleHms Ha Bbinyck AGC ana peanusauuu;

4) obGecne4veHne paccneoBaHus NPUYUH KPUTUYECKNX OTKIOHEHUI U UX YCTPaHEHUe;

5) cornacoBaHue unu yTeepxaeHune Bcex cneumngukaun 1 0CHOBHbIX NPON3BOLACTBEHHbIX UHCTPYKLINIA;
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6) cornacoBaHue Unu yTBEpXAEeHWE BCex npouenyp, KOTopble MOryT OkasbiBaTb BMWSIHUE Ha KayeCTBO
npomMexyTo4Houn npoaykuuu nnu A®C;

7) obecnevyeHne nNpoOBeOAEHUS BHYTPEHHUX ayouMToB (CaMoOMHCMeKuun); opobpeHue npousBoautenemn
NpoMeXyTo4HoM npoaykuum n ASC,

8) paboTaloLmx No KOHTPaKTy;

9) yTBEpXOEHWE W3MEHEHMIN, KOTOpble MOTEHUManbHO MOryT MOBMUATH Ha KayeCTBO MNPOMEXYTOYHOM
npoaykuum nnn A®C;

10) paccMOTpeHue n yTBEPXKAEHUE MPOTOKOSIOB U OTYETOB MO Banugauuu;

11) obecnedyeHne NpoBedeHMS paccrefoBaHUS W MPUHATMS PELLEeHWA MO MPETEH3UsIM, CBA3aHHbIM C
KayecTBOM;

12) noaTBepXAeHUe TOro, YTO CUCTEMbI, UCMONb3YOLNECH ANst TEXHUYECKOro 0BCny>KUBaHUs, KanmbpoBku
N NOBEPKM KPpUTUYECKOro obopyaoBaHust, aBnaoTCA aPEKTUBHBIMY;

13) obecneyeHne WUCNbITAHUN WUCXOOHOTO Chipbsi U MaTepuanoB W [OKYMEHTanbHOro odopMneHus
pe3ynbTaTos;

14) obecneyeHne HanuuMs AOaHHbIX O CTAOUNBHOCTM ANs NOATBEPXOEHWS YyCTaHaBNuBaeMbix AaT
NpoBeAEeHUS MOBTOPHBIX UCMbITAHUIA UMM UCTEYEHNST CPOKOB rOAHOCTM, a Takke ycnosun xpaHeHns A®C n (unu)
NPOMEXYTOYHOM NPOAYKLUKN B TEX CNy4dasix, Korga 3to LenecoobpasHo;

15) npoBegeHue 0030pOB KayecTBa MpoAyKuuu (COrmacHo ykaszaHusiM, NpuBedeHHbIM B 2.6 HacTosLen
yactu TKI).

2.4 O65a3aHHOCTX NO NPOU3BOLACTBEHHOMN OEeATENIbLHOCTU

O6sa3aHHOCTM NO NPOM3BOACTBEHHOW OEATENbHOCTU OOMKHbLI ObiTb NpeacTaBneHbl B MMCbMEHHOM BMAE U
BKIOYaTh cneaytoLlee (Ho He 0653aTernbHO OrpaHNYMBaTLCS ATUM):

1) paspaboTka, nepecmoTp, YTBEPXKAEHWE W pPacnpoCTpaHEeHWEe WHCTPYKUMA MO  MNpPOM3BOACTBY
NpoMeXxyTouHom npoaykuumn nnn A®C B COOTBETCTBUM C YTBEPXKAEHHOW NpoLLeaypon;

2) npoussogcteo A®PC 1, Npyu HeOOXOAMMOCTM, MPOMEXYTOYHOW MPOAYKUMM B COOTBETCTBMM C 3apaHee
YTBEPXKAEHHBIMU UHCTPYKLMAMU;

3) NpoBepKy Bcex 3anucen Mno NPOWM3BOACTBY CEpUU MPOAYKUUW U NOATBEPKAEHWE WX 3anofiHEHUs U
noanucaHus;

4) obecneyeHne 0653aTENBHOIO OOKYMEHTANbHOrO OMOPMIIEHUS BCEX OTKIIOHEHWA OT npolecca
nNpou3BoACTBa W MNPOBEAEHUS WX OLUEHKM, a Takke pacCcnefoBaHuUs BCEX KPUTMYECKUX OTKIOHEHUA W
OOKYMeHTarnbHOro opopmeHns Nony4yeHHbIX BbIBOAOB;

5) obecnedyeHne YNCTOTbl MPOU3BOLCTBEHHbBIX MOMELLIEHUI U, NPY HEOBXOAMMOCTK, X Ae3uHdeKLnN;

6) obecneveHne BbINOMHEHNA HEOBXOAUMbIX KAaNMBPOBOK M XpaHEHUS COOTBETCTBYIOLLUX 3anucen;

7) obecneveHne Hagnexaiwiero obcnyxuBaHWs nomelleHW u obopydoBaHMs, a Takke XpaHeHus
COOTBETCTBYHOLLUUX 3anucem;

8) obecnedeHune NPOBEPKM 1 COrNacoBaHmsi MPOTOKOMOB Banuaaumm u oTYETOB;

9) oueHKa npeanaraemblX U3MEHEHMI B OTHOLLEHMM NPOAYKLUMK, NpoLecca unm obopynoBaHus;

10) obecnedveHune kBanuduKaLMu HOBbIX M, NMpU HEOOXOOAMMOCTM, MOLEPHU3UPOBAHHBLIX MOMELLEHUA U
obopynoBaHus.

2.5 BHyTpeHHMe ayauTbl (CaMOMHCNEKUus)

2.50 [na nopTtBepxaeHust cootBeTcTBMA npomdBoactea ADC TpeboBaHusam Hactoswero TKI1 cnepyet
perynspHo nNpoBoAnTb BHYTPEHHWUE ayaAnUTbl COrfacHO YTBEPXAEHHOMY rpadouky.

2.51 PesynbTaTbl BHYTPEHHErO ayauTta v nocnenyowne KoppektTupylwmue gencTena crnegyeTt opopMnaTb
OOKYMeHTansHO M [OOBOAUTL [0 CBeAeHUs OTBETCTBEHHbIX pykoBoauTenen npeanpuatud. CornacoBaHHble
KOppeKkTupytoLine AenCTBMS crieyeT BbINOMNHATbL CBOEBPEMEHHO N 3hPEKTUBHO.

2.6 O630p KayecTBa NPOAYKLMUMU

2.60 [lns noaTBepXXAaeHUs MOCTOSHCTBA MpoLecca cnenyeT perynsapHo npoBoguTtb 063op kavectBa ADC.
Takne 0030pbl kayecTBa crefyeT NPOBOAWTb, KaK MPaBMIIO, €XErogHo C MOCMNeAyHLUM [OKYMEHTanNbHbIM
odopmneHnem. OHM SOIMKHbI BKITOYaTb B cebsi, No kpanHen mepe, criegyloLlee:

- 00630p pe3ynbTaToB KOHTPOMSA B NMpoLecce NPOM3BOACTBA B KPUTUMYECKUX TOYKaX U ucnbitaHun APC no
KPUTUYECKNM MoKasaTensim;

- 0630p BCex cepuii, HECOOTBETCTBYIOLLMX YTBEPXKAEHHBIM CnieundmrKaumnsam;

- 0630p BCeX KPUTUYECKUNX OTKITOHEHWUW NI HECOOTBETCTBUN U CBA3AHHbBIX C HUMU paccnenosaHMVl;

- 0630p NOObLIX U3MEHEHWI, BHECEHHBIX B MPOLECCHI UMW aHaNUTUYeCKne METOAMNKY;

- 0030p pe3ynbTaToOB NPOrpamMmmbl U3y4eHUs CTabubHOCTY;

- 0630p BCex BO3BPATOB, NPETEH3MI U OT3bIBOB, CBA3a@HHbIX C KAYECTBOM;

- 0630p aieKBaTHOCTM KOPPEKTUPYIOLLNX AEACTBUN.

2.61 Heobxoaumo aHanv3upoBaTtb pe3ynbTaTbl 3TOro 063opa v oueHuBaTb, criegyeT nv NpeanpuHUMaTh
KOppeKTUpytoLlee OeUCTBME WM NPOBOAWUTL NOBTOPHYK Banupauuto. OB6oCHOBaHWE HEOOXOLMMOCTU TaKoro
KOPPEKTUPYIOLLETO OENCTBUSA OOIMKHO ObiTb OhOpMIIEHO AOKyMeHTanbHO. CornacoBaHHble KOppeKTupytoLime
OeVCTBUSI CnefyeT OCYLLECTBNSATL CBOEBPEMEHHO M 3PeKTUBHO.
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3 MNMepcoHan

3.1 KBanudwmkauma nepcoHana

3.10 JomkHO BbITb AOCTATOMHOE KOMUYECTBO MepcoHana, UMeLero cooTBeTCTBYylLee obpasoBaHue,
NOAroTOBKY W (MNM) NPaKTUYECKUWA OMbIT ANS OCYLLECTBIIEHMS NPOWM3BOACTBA MPOMEXYTOYHOW MPOAYKLUUN W
A®C, a Takke Hagsopa 3a UX NPON3BOLACTBOM.

3.11 O6s3aHHOCTM BCEro nepcoHana, 3aHsATOro B MPOWM3BOACTBE MPOMEXyToYHOM npoaykuum n APC,
OOMMKHbI 6bITb TOYHO onpeaeneHbl U U3NOoXKeHbI B MMCbMEHHOW hopMe.

3.12 Heobxogumo perynsipHo nNpoBoAuTb obyveHwe nepcoHana C NpuBIIEYEHUEM KBanmnuuUpoBaHHbIX
CNeuManucToB, Kak MWHMMYM, NO BOMPOCaM, CBSA3aHHbIM C KOHKPETHbIMU OnepaunsiMu, BbIMOMHAEMbIMU
COTPYAHVMKOM, a Takke ¢ TpeboBaHusmn Hactoswero TKI1, umelowmMyn OTHOLIEHME K (DYHKLMUOHAMNbHbLIM
ob6sizaHHOCTAM coTpygHuka. CriegyeT BecTu 3anmcu oOyyeHwsi, a camo oOyyeHue criegyeT Mnepuoguyvecku
OLUEeHMBaThb.

3.2 'mrneHa nepcoHana

3.20 MNMepcoHan gomkeH cobntogaTte NpaBuna rmrmeHbl.

3.21 T[lepcoHan [OMKEH HOCUTb YUCTYIO, COOTBETCTBYIOLLYIO €ro NPOU3BOACTBEHHOW [esATeNbHOCTU
ogexay, KOTopyt nNpu HeobxoaMMOCTH criedyeT MeHATb. YTobbl 3aWuTMTE NPOMEXYTOUHYI0 npoaykuuo n ASC
OT KOHTaMuHauuu, npuv HeobxoAMMOCTWM credyeT WCMOoNb3oBaTb AOMOMHUTENbBbHYIO 3aLlUMTHYI0 O4exay,
3aKpbIBaoLLYIO FONOBY, NMLO, PYKNU N KNCTU PYK.

3.22 lNepcoHan gormkeH n3beratb HENOCPEACTBEHHOMO KOHTaKTa C MPOMEXYTO4HON npogykumnen unn ASC.

3.23 KypeHue, xeBaHve, nNpuvem nuwy, NUTbe U XPaHEeHWe MULLEBLIX MPOAYKTOB AOMYCKaOTCS TOMNbKO B
creunanbHO NpegHasHavYeHHbIX 30HaX, OTAENEHHbIX OT MPON3BOACTBEHHBLIX 30H.

3.24 Tlpy HanmMuun y COTPYAHWKOB WHMEKUMOHHbIX 3aboneBaHWin WNM OTKPbITbIX MOBPEXAEeHWA Ha
He3alMLWEHHbIX y4acTkax MOBEpPXHOCTM Tena MX crnegyeT OTCTPaHuTb OT ydacTus B paboTe, MOCKOMbKY Mmpu
aToM kadectBo APC nopsepraetcs pucky. Jlioboro coTpyaHuka C SIBHbIMM Mnpu3Hakamu 3abonesaHus wnu
OTKPbITEIMU NOBPEXAEHNAMM KOXW (MO pesynbTataM meauumnHckoro obcnegosaHns unu HabnwogeHus) cnegyet
OTCTPaHUTb OT paboT, NpU BbINOMHEHUN KOTOPbLIX COCTOSIHME ero 340POBbs MOXET OkasaTb HebraronpustHoe
Bo3gencTeme Ha kavectso APC, 0O BbI3AOPOBMAEHUS UNN NONYYEHUS MEOULMHCKOIO 3aKMyYeHUs O TOM, YTO
COTPYAHWK JonylueH Kk paboTe.

3.3 KoHcynbTaHTbI

3.30 KoHcynbTaHTbl MO BoOMpoOcam MNPOWM3BOACTBA WM KOHTPOMNS MPOMEXYTOYHOM npodykumm unu APC
OOMKHblI UMETb COOTBETCTBYlOLLee obGpasoBaHue, NOAroTOBKY, MPAKTUYECKUA OMbIT UMK Moboe UX codveTaHune
Ans Toro, YTo6bl KOHCYNbTUPOBATL MO BONpPOcaM, AN PELUEeHUs KOTOPbIX UX NPUrnacunm.

3.31 CnenyeT BECTU UX YYET C yKasaHMEM NUYHbIX AaHHbIX, agpeca NpoXunBaHus, KBanudukauum 1 smuaa
YCNyr, NpeaoCcTaBseMbIX 3TUMU KOHCYNbTaHTaMMU.

4 3paHnA n NnoMeLleHus

4.1 MNMpoeKTMpoBaHMe U CTPOUTENLCTBO

4.10 3gaHus M MOMELLEHUs1, UCMoNb3yeMble NPW MPOM3BOACTBE MNPOMEXYTOYHOW npoaykuum mn APC,
cnepyeT pacnonaratb, MPOEKTMPOBaTh U KOHCTPYMpPOBaTb TakuM o6pa3om, YTOOblI 06ecneynTb BO3SMOXHOCTb UX
OYMCTKN, OOCNYXNBAHNS U PYHKLMOHMPOBAHUSA B COOTBETCTBMM C TUMOM U CTaanen Npom3BoacTea. MNomelLeHns
cnegyeT NpOeKTUpoBaTb TakMM 00pa3oM, 4YTOObI CBECTU K MUHUMYMY BO3MOXHYK KOHTamuHauuio. Ecrnu
yCTaHOBMEHbI cneundukaumm B OTHOLUEHUN MUKPOOMONOTMYECKMX MOKa3aTenen NpPOMEXYTOYHOW MPOAYKUUK
unn A®C, nomelleHust cnegyeT NMPOEKTUpPOBaTb TakMM 0Opa3oMm, YTOObl MO BO3MOXHOCTM OrpPaHUYUTb PUCK
HexenaTenbHOM MUKPOBHOM KOHTaMUHaLUN.

4.11 3paHna 1 NOMeLleHust OOMKHbI ObiTb AOCTATOMHO MPOCTOPHBLIMW Afsl NPaBUMBHOTO PACMONIOXKEHUS]
obopynoBaHWsi, XpaHeHUs W MepeMelLleHnss MaTepuanoB, 4YTOObl NpenoTBpaTUTL MnepenyTbiBaHue U
KOHTaMUHaLMIO.

4.12 Ecnun obopynoBaHue (Hanpumep, 3akpbiTble UM U30IMPOBaHHbIE CUCTEMBI) 0becnednBaeT HagEXHY0
3alMTy MaTepmarnoB, OHO MOXET BblTb PacnonoXeHO BHE NOMELLEHUS.

4.13 lNepeMelLeHe MaTepuanoB U NepeaBuXKeHue rnepcoHana B 340aHWM U MOMELLEHUAX OOIMKHO ObiTb
NnpeagycMoTpeHo TakMMm 06pa3oM, YTOObI NPeoTBpaTUTL NepenyTbiBaHMe UM KOHTAaMUHALMIO.

4.14 CnepgyeT onpefenntb KOHKPETHbIE 30HbI UK OPYrne CUCTEMbI KOHTPOISA ANS Cneayowmux onepauui:

- NnpueMka, naeHTudukauus, otéop Npob 1 KapaHTMH NOCTyNaKLWUX MaTepuarnos 40 Bblgavn paspeLleHus
Ha MCNoNb30BaHNE UK OO OTKITOHEHUS;

- XpaHeHne MpPoMeXyToyHou npoaykumm n A®C B KapaHTMHE OO0 Bblgayu paspelueHus Ha BbiNyCcK Ui Jo
OTKIMOHEHNS;

- oTbop Npob npomexyTouHon npogykuumn n ASC;

- XpaHeHne OTKITOHEHHbLIX MaTepuarnoB A0 u3baBneHnsi OT HUX (HanpumMep, BO3BpaT, NOBTOpHasi obpaboTka
UIN YHUYTOXEHME);
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- XpaHeHVe MaTepuranos, KOTOpble pa3peLleHbl K MCNOMNb30BaHMIO; TEXHOMNOMMYeckue onepauuu,

- onepauuun No ynakoBKe U MapKUpoBKe;

- NpoBeaeHne nabopaTopHbIX aHaNU30B.

4.15 CnepgyeT npegycMOTpeTb HanmyMe HeoOXOAMMbIX MOMELLEHMI ANA NOAroTOBKM MepcoHana (MbiTbe
PYyK 1 Ap.) B U TyaneTHbIX KOMHaT B AOCTAaTOYHOM KONMMYECTBE M NOAAEPXMBaATb B HUX YMCTOTY. K HUM gorkHa
ObITb NogBedeHa ropsvas U xonogHas BOAa, OOMKHO OblTb B HANMYMM MbIFIO UMM UHOE MOMOLLIEE CPEACTBO,
BO3QYLUHbIE CYLUMMKW WM OAHOPA30Bble MOMOTEHUA. YMbIBAnbHUKM W TyaneTHble KOMHaTbl OOJDKHbI ObITb
oTAeneHbl OT NMPOM3BOACTBEHHbLIX 30H, HO FerkogocTynHel. Criegyet obecneunTb Hanuune noMmeLleHuin Ans
nepeoeBaHns 1 Npu HEOOXOAUMOCTY ANl NPUHATMA OyLa.

4.16 JlabopaTopHble 30HbI (paboTbl) cnefyeT, kak MpaBwuno, OTAENSATb OT MNPOM3BOACTBEHHbLIX 30H.
HekoTopble nabopaTopHble 30HbI, B YaCTHOCTU, 30HbI, NCMOMb3yeMble OS89 KOHTPOMs B MpoLecce Npou3BoacTBa,
MOXHO pa3MellaTb B NMPOM3BOACTBEHHbLIX 30HAxX NpW YCNOBMU, YTO Onepauum TEXHONMOrM4YecKkoro npouecca He
OKa3bIBalOT HEDNAronpUATHOrO BNUSHMA Ha TOYMHOCTb NabopaTopHbIX u3mMepeHnin, a nabopaTtopHble paboTbl He
OKa3blBalOT HEDNAronpUATHOroO BO3AEWCTBUSA Ha TEXHOMOMMYECKMI NPOLLECC, MPOMEXYTOUHYK NPOAYKLUIO Unn
A®C.

4.2 NHXXeHepHble CUCTEMbI

4.20 Bce mHxeHepHble CUCTEMbI, KOTOpble MOMYT MOBMMATL HA Ka4eCTBO NPOoAyKUMKU (HanpuMep, nap, rasbl,
CXaTbll BO3yX, @ TakkKe CUCTEMbl HarpeBaHWs, BEHTUINALUM U KOHAWLMOHUPOBAHUSA BO3AYyXa), AOIDKHbI MPONTH
kBanudukaumio. Vx cnegyet cooTBeTCTBYHOLWMM OBPasoOM KOHTPONMPOBATb W MpeanpuHUMaTtb Mepbl, ecriu
npeBblLeHbl A0NYCTUMbIE Npeaenbl. JomKHbI UMETLCHA B HanMunm YepTeXn 3TUX MHXKEHEPHbBIX CUCTEM.

4.21 Tpwn HeobxogMmocTu criegyeT npedycMaTpvBaTb COOTBETCTBYIOLIME CUCTEMbI BEHTUMNALMU U
dvnbTpaumMn Bo3dyxa, a TakkKe BbITSXHble YCTPOMCTBA. OTW CUCTEMbI AOIMKHbI ObITb CMPOEKTUPOBaHbLI M
CKOHCTpYMpOBaHbl Taknum o6pas3om, 4YTOObl CBECTM K MUHMMYMY PWCK KOHTaMMHaUMUM W NepeKkpecTHOW
KOoHTamuHauum. OHKM Takke AOMKHbl ObiTb CHabxeHbl obopydoBaHMEM ANS KOHTPONS AaBrfeHus BO3adyxa,
HanuMunMs MUKPOOPraHM3MOoB (ecnn 3TO HeobxoauMO), 3anblIIEHHOCTU, BRAXHOCTU U TemnepaTypbl, ecnu 3To
TpebyeTcsa Ans gaHHom ctagum npoussogctBa. Ocoboe BHUMaHWe criegyeT yaensdTb 30Ham, B KoTopbix A®C
noaBeprarTcs BO3AENCTBUIO NPOM3BOACTBEHHOM CPeabl.

4.22 B npou3BOACTBEHHbIX MOMELLEHMSAX C peuupkynsauuert Bosdyxa criegyeT npegycMmoTpeTb Mepbl Mo
npegoTBpaLLEHNI0 pUCKa KOHTaMUHALMUM N MEPEKPECTHON KOHTaMUHaUmMK.

4.23 CtaumoHapHble TpybonpoBoabl cnegyeT AOMKHbIM 00pasom MaeHTUMUMPoBaTb. ATO MOXHO caenaTb
C TMOMOLLbID MapKUPOBKM OTAENbHbIX TpybonpoBogoB, COOTBETCTBYIOWEW OOKYMEHTauuu, CUCTeM
KOMMNbIOTEPHOIO KOHTPOMS MNu uHbiMM cnocobamu. Tpybonposoasl cnefyeT pacnonarate Takum obpasom,
4YTOObI N36exaTh PUCK KOHTAMUHALMM NPOMEXYTOYHON npoaykumm unn ASC.

4.24 CTOKM OOIMKHbI MMETb COOTBETCTBYHOLLME pa3Mepbl U obecnevmBaTb pa3pbiB CTPyM UK, ecnu 3To
HeobxoaMMo, MeTb YCTPOWCTBO AN NpefoTBpaLleHns obpaTHOro noToka.

4.3 Bopa

4.30 JomkHo ObITb MOATBEPXKAEHO, YTO BOAa, ucnonb3dyemasi B npomssoactBe APC, cooTBeTcTByeT
npeanonaraeMomMy HasHauYeHuto.

4.31 Ecnv HET Opyrux ykasaHwui, Ka4ecTBO BOAbl, UCMOMb3yeMOl B MPOU3BOACTBEHHOM NPOLIECCE, OOIMKHO
Kak MMHMMYM COOTBETCTBOBaTb TpebOBaHMsAM, yCTaHOBNEHHbIM B Pecnybnuke benapyck K NUTbEBON BOAE.

4.32 Ecnu gns obecneveHuns kayectea APC xapakTepuCTuK MMTLEBON BOAbl HEAOCTATOYHO M HEODXOOAUMBI
bonee xectkue TpebOBaHUS K XMMUYECKUM M (MNN) MUKPOOMOMNOrMYECKUM XapakKTepUcTMKaMm BOAbI, OOJIKHbI
ObITb pa3paboTaHbl COOTBETCTBYHOLWME cneundukalmm Ha Bogy Mo puanyeckum (XMMUYECKMM) CBOMCTBAM,
obLleMy 4Mcny MUKpPOOPraHu3MoB, HEOOMYCTUMbIM MUKPOOPraHmamam u (Unu) copepXXaHui SHOOTOKCMHOB B
BOJe.

4.33 Ecnv npousBoguTenb NoABepraeT BOAY, MCMNONb3yeMylo B NMPOU3BOACTBE, cneumanbHon obpaboTtke
0N OOCTMXKEHUS OnpeaerieHHoro Ka4yecTea, To nNpouecc 00paboTkmM OOMMKEH NMPOWTU Banuaaumio n ero cnegyet
KOHTPONMPOBAThL C Y4ETOM YCTaHOBJIEHHbIX NPEeLEnoB.

4.34 Ecnn npousBoguTenb HectepunbHo APC HamepeBaeTCs MCMoNb30BaTb CBOK MPOAYKUMIO AN
nocrnenywLwero NpoM3BoACTBa CTEPUIBHOMO JNIEKAPCTBEHHOrO CpeacTBa MMM YTBEPXKAAET, YTO ero npoayKums
npurogHa Ans nonyyYeHus CTEPUIIbHOIO JIEKapCTBEHHOrO CpeAcTBa, TO BOAY, MCMOMb3yeMyK Ha MOCNegHUX
CTagusix BblOENEHUs M OYUCTKU, CrefyeT nogBepratb MOHUTOPUHIY U KOHTPONMPOBAaTb B OTHOLUEHUWN 06LLEro
KOnmM4ecTBa MUKPOOPraHU3MOB, HE4OMYCTUMbIX MUKPOOPTraHN3MOB M SHLOTOKCMHOB.

4.4 PaspeneHue 30H

4.40 TMpon3BoACTBO MPOAYKLUMN C BbICOKOM CEHCMBUMU3UPYIOLLEA aKTUBHOCTbLIO, TAKOW KakK MeHWULWUMNUHGI
Unu LedanocnopuHbl, creayeT OCYLIEeCTBNATbL B CNeluanbHO BblAeNeHHbIX NPOU3BOACTBEHHbIX 30HaX, KOTopble
MOTYT BKMNoYaTb NomMellleHnsl, o6opyaoBaHue Ans o6paboTkM Bo3ayxa M TexHororndeckoe o6opyaoBaHume.

4.41 CneuuanbHO BblOerNeHHble MPOU3BOACTBEHHbIE 30HbI OOMKHbI ObITb MpPeoycMOTpeHbl Takke [Ons
BELLECTB C MHMUUUPYIOLWUMMU CBOMCTBaMM, C BbICOKOW (hapMaKkonormyeckoi akTMBHOCTbIO UMM TOKCUYHOCTbIO
(Hanpumep, HeKOTopble CTePOUAbI UMM LIMTOTOKCMYECKUE NPOTMBOOMNYXOMNEBble CPeACcTBa), 3a UCKIIOYEHNEM TeX
crydyaes, Koraa ycTaHOBMEHbI U OCYLLECTBNAIOTCS BanuaMpoBaHHble NpoLeaypbl MHaKTUBALMK U (UNT) OYUCTKK.
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4.42 Cnepyet paspabotaTb M BBECTM B [OEWCTBME COOTBETCTBYHOLIME Mepbl AN NpedoTBpalleHus
nepekpecTHON KOHTaMMHaALUMW CO CTOPOHbI MepcoHana, MaTepuarnoB N UHbIX OOBEKTOB, NepemMeLlatoLLmnxcs U3
OlHOW BblAEMNEHHON 30HbI B APYrYIO.

4.43 Jliobble TexHomormyeckne onepauuu (BKMYasi B3BelUMBaHME, pas3MONl  WAM  YMaKoOBKy) C
BbICOKOTOKCUYHBIMU  HedpapMaLeBTMYECKMMUN BeLLlecTBaMK, TakMMU Kak repbuumabl M nectuumabl, He
Jonyckaetca nNpoBoAUTb B TeX Xe 34aHuax 1 (unu) Ha Tom ke obopyaooBaHWMM, KOTOPbIE UCMONb3YTCA ANd
npoussoactea A®PC. PaboTy C TakuMu BbICOKOTOKCUYHBIMK HedapMaueBTUYECKMMN BeLLecTBaMn U UX
XpaHeHue criefyeT OocyLecTBNATb oTAenbHO oT ADC.

4.5 OcBelleHune

4.50 Bo Bcex 3oHax AOIMKHO OblTb 0becneyeHo COOTBETCTBYOLLEE OCBELLeHUe Ans Toro, YTo6bl NPOBOAUTL
OUUCTKY, TEXHUYECKoe 0BCMyXuBaHne 1 Hagnexallee BbINOMHEHWE onepauuii.

4.6 CToKM U oTxoabl

4.60 Ctoku, oTxodbl U apyrme oTpaboTaHHble maTtepuansl (Hanpumep, TBepAble, Xuakne n rasoobpasHble
nobo4yHbIe MPOAYKTbl NMPOM3BOACTBA) BHYTPU U CHAPYXW 34aHUN, @ TakKe Ha HenocpedCTBEHHO npuneratollen
TeppuTopun cnefyet yoansatb CBOeBpeMeHHo, obecneumBas ©OesonacHocTb M cobniogas  CcaHUTapHO-
rmrmeHnyeckne Hopmbl. KoHTeliHepbl And mycopa W (MnM) CTOYHble Tpybbl  OOMKHbI  BblTb  4eTKO
NpPOMapKnpoBaHbI.

4.7 CaHuTapHas o6paboTka U TexHu4eckoe o6cnyxmBaHume

4.70 3paHuA, wcnomnb3yemble MNPy MNPOM3BOACTBE MPOMEXYTOYHOM npoaykummn un ADPC, crnepyet
Hagnexawmum obpasom ob6cnykuBaTb, PEMOHTUPOBATL U COAEPXKaTb B YNCTOTE.

4.71 CnepyeTt paspaboTaTb NWCbMEHHbIE NPOLEeaypbl, B KOTOpPbIX OMNpederieHa OTBETCTBEHHOCTb 3a
npoBeAeHNe caHuWTapHon 06paboTkn, npuBedeHbl rpaduKkM NPOBEOEHUS OYMCTKW, NepeyncrneHbl MeTodbl,
obopynoBaHne 1 maTtepuarnbl, UICNOMb3yeMbIE NPY OYNCTKE 34aHUIA Y NOMELLEHNA.

4.72 Tpn HeobGxoammocTu cnefyeT Takke paspaboTaTb NMUCbMEHHbIE Mpoueaypbl MO UCMOSNb30BAHUIO
COOTBETCTBYIOLUUX CPEACTB NPOTUB PbI3YHOB, MHCEKTULMAOB, PyHrMUnaoB, yMUraHTOB U CPEACTB OYUCTKM U
nesvHdekumn, 4Tobbl M3bexaTb KOHTaMuMHaumm oOOpyoOBaHUSA, WCXOAHOTO  Cbipbsl, YMNAKOBOYHbLIX U
MapK1pOBOYHbIX MaTepuarnos, NpoMexyTo4Hon npoaykuum n A®C.

5 TexHonornyeckoe obopyaoBaHue

5.1 MNMpoeKkTMpoBaHue U MOHTaxX

5.10 ObopynoBaHue, ucnonb3yemMoe npyv MNpou3BOACTBE MPOMEXYTOYHOM npogykumm n A®C, A0mKHO
UMETb COOTBETCTBYIOLLYIO KOHCTPYKLIMIO, COOTBETCTBYHOLLUME pas3Mepbl U pacrnonaratbCs B COOTBETCTBUM CO
CBOWM Ha3HayeHMem ¥ Takum obpasom, 4YToObl nepcoHan MOr OCyLeCTBAATb OYUCTKY, Ae3nHdekuuio (npu
HeobX0AMMOCTI) N TEXHMYECKOE OBCnyXuBaHMe.

5.11 lNMoBepxHOCTM 000PYAOBaHMUS, KOHTAKTUPYIOLLME C CbIPbEM, NMPOMEXYTOUHbIMW NpoaykTamu unm APC,
He OOJ/IKHbl BNUSATb Ha Ka4eCTBO MPOMEXYTOYHbIX NpoaykToB U AD®C 1 npuBoauTb K BbIXOAY MokasaTenewm nx
KayecTBa 3a npeaernbl 4OMYCTUMbIX 3HaYeHUN, YCTaHOBMNEHHbIX B YTBEPXAEHHbIX cneundukaumnsx.

5.12 TexHonoruyeckoe obopygoBaHue crieqyeT UCMonb3oBaTh TOMBKO B Npefenax paboymx AvanasoHoB,
YCTaHOBIEHHbIX NpY KBanudukauuu.

5.13 OcHoBHOe o06opygoBaHWe (HanpuMep, peakTopbl, €MKOCTM [AJ1 XPaHeHusl) U CcTauuMOoHapHble
TEXHOMOrMyeckne InUHUKU, UCMOomb3yemMble B MNPOU3BOACTBE MPOMEXYTOYHOW npoaykumm mnu A®PC, cnepyet
COOTBETCTBYOLWUM 06pa3om ngeHTudmumposaTsb.

5.14 Jlwobble BewlecTBa, HeobxoguMmble AN YHKUMOHUPOBAHUSA OOOPYLOOBaHWS, TakKMe Kak CMa3Ku,
XNOKOCTW ANS HarpeBa Unu xnagareHTbl, He JOIMKHbI KOHTaKTUPOBaTb C NPOMEXYTOUYHOW npoaykumen unm ASC,
4YTOObl HE U3MEHATb KavyecTBO MpPOMEXyTouHoW npoaykuuen unn APC 3a npegenbl AOMYCTMMbIX 3HAYEHWUN,
YCTaHOBMEHHbIX B cneundukauusax. CnegyeT NpPoBECTU OLEHKY NOObIX OTKMIOHEHW OT 3TOro TpeboBaHus,
4yTOObI YyOeguTbCs, YTO OTCYTCTBYeT HebnaronpusTHOe BO3ZEWCTBME ITUX MaTepuarnoB, BAUSIOLEE Ha WX
NPUrogHOCTb AN uUcnonb3oBaHus. [lpn  BO3MOXHOCTM  criedyeT WCMonb3oBaTb CMaskM UM Mmacna,
npegHasHadYeHHble 518 MULLLEBOW NPOMbILLNIEHHOCTH.

5.15 Bo Bcex cnydvasix, kKorga 3TO NPUMEHUMO, credyeT WCNonb3oBaTb 3akpbiTOe WAN repMeTU4HO
3akpbiBatlowleecss obopyaoBaHue. [lpy  MCMOMb30BaHMM OTKPLITOrO OOOpPYAOBaHMA WM €ro  OTKPbITUK
HeoBX0AMMO NPUHATL Mepbl NPEeAOCTOPOXHOCTU, YTOBbLI CBECTU K MUHUMYMY PUCK KOHTaMUHaLWW.

5.16 [JomkeH MMEeTbCS B HanMU4uMM akTyallbHbI KOMMJIEKT YepTexen UCnonb3yemoro obopynoBaHus, a
Takke KpUTUYECKUX CUCTEM OBBA3KM (HanpuMep, KOHTPOSIbHO-U3MEpUTErbHbBIX NPUBOPOB, BCMOMOraTefbHbIX
cucTem).
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5.2 TexHn4yeckoe obcnyxuBaHue n oYnMCcTKa obopyaoBaHus

5.20 lNpocdumnaktuyeckoe TexHnyeckoe obcnyxumeaHme obopyaoBaHus cnegyeT NpoBOANTbL B COOTBETCTBUM
C YTBEPXAEHHbIMU rpacdmkamun 1 npouegypamm, B KOTOPbIX JOIPKHA ObITb onpegeneHa OTBETCTBEHHOCTb 3a MX
npoBeaeHue.

5.21 Heobxogmmo paspaboTaTb MUCbMEHHbIE WUHCTPYKUUM MO OYUCTKE 0BOpyaoBaHMS M MOCreayloLlero
nony4yeHus paspeLleHnss Ha €ero UCnonb30BaHWE Npu NPOU3BOACTBE MNPOMEXYTOYHOW npoaykumm n ADC.
Mpoueaypbl OYNCTKM AOMKHbI OblTb OMUCaHbl AOCTATOMHO MOAPOOHO, YTOBbI OnepaTopbl MOMMW NPOBOAMUTL
O4UCTKY 0BOpyaoBaHUA noboro TMna BOCNPOU3BOANMBIM U 3hPEKTUBHBIM crocobom. 3Tu npouenypbl AOMKHbI
BKMoYaTh B cebs:

- YCTaHOBMEHME OTBETCTBEHHOCTU 3a O4UCTKY 06OpyaOBaHUS;

- rpadukm ounCTKM, BKItodas (Npyu HeobxoaAnMocTn) rpadmkm caHuTapHon obpaboTku;

- MOMHOEe OMMcCaHWe METOAOB M Matepuarnos, BKIOYas NPUroTOBIIEHNE MOKLUMX CPeacTB, UCMONb3yeMbIX
ONsl 04UCTKN 0BopyaoBaHUS;

- MHCTpYKuMM no pasbopke n cbopke kaxagon (mpu HeobXxoauMMocCTW) eauHuubl obopygoBaHus AOns
obecneyeHns Hagnexallen O4YMCTKY;

- HCTPYKUMM NO yAaneHUo MapkKMpoBKN NpeabiayLLen cepuu;

- HCTPYKLMM MO 3aLUMTe YMCTOro 060pyaoBaHnsa OT KOHTaMUHALMK;

- nepej ero Ucnornb30BaHNEM;

- NOPSIAOK NPOBEPKU YUCTOThI 06OpyaoBaHMA HENOCPEACTBEHHO Mepen ero UCMonb30BaHWEM, €Cnv 3TO
NpakTU4eCKN OCYLLIECTBMMO;

- yCTaHoBMneHWe (Korga NpMMEHMMO) MakCMMarbHOro NPOMEXyTKa BPEMEHN MeXAy OKOHYaHMEM npouecca
N 04UCTKOWN 0BOPYAOBaHUS.

5.22 O6opynoBaHvMe U MPUHALIEXHOCTM criegyeT ouvnwaTh, XpPaHUTb U Npu HEOOXOAMMOCTU noaBepratb
Oe3nHeKkunM nnm cTtepunuaoBaTtb A58 NPeAoTBpaLLEeHMs KOHTaMMHaUUK unmn nepeHoca marepuana, KoTopble
MOTyT MPUBOAMTL K BbIXOAY MNOKa3aTenen KadecTBa MNPOMEXYTOYHOW npogykumm u APC 3a npegensl,
YCTaHOBMEHHbIE B crieuundmrkaumsx.

5.23 B oTHoweHun obopynoBaHusi, NpegHa3HaYeHHOro Ansd HEnpepbIBHOMO TEXHOMOrMYecKoro npolecca
unu gns Npou3BOACTBA KaMnaHWAMM nocrefoBaTerbHbIX CEPUA OJHOM U TOWM Xe NPOMEXYTOYHOW NPOAYKLIMM
unu ogHom mn Tom xe ADPC, crnegyeT NpPoOBOAUTbE OYUCTKY 4Yepe3 onpeaerneHHble NPOMEXYTKM BPEMEHM BO
n3bexaHne HakonmneHnst U NepeHoca KOHTaMUHAHTOB (HanpuMep, NPOAYKTOB Pa3foXeHUs Unn HegonycTUMOro
KOnmnyectsa MUKPOOPraHNM3mMoB).

5.24 OGopypoBaHue, uUcnonb3yemoe [A5i NPOM3BOACTBA pasHblX MaTtepuarnos, crnegyet ouvaTtb B
NPOMEXYTKax Mexay NX CMEHOWN BO n3bexaHne NepekpecTHOM KOHTaMUHaLMW.

5.25 CnegyeT yCTaHOBUTb KPUTEPUWM MPUEMIIEMOCTU B OTHOLLUEHWM OCTATKOB, a Takke 0BOCHOBaTb 3TU
KpuTepum 1 BbIOOp NpoLeayp O4YMCTKMA U MOKOLLMX CPEeaCTB.

5.26 O6GopynoBaHue [OMKHO ObiTb COOTBETCTBYHOLIMM 06pa3oM MNpOMapKMpOBaAHO B OTHOLLUEHUU €ro
COLEPXKMMOrO U COCTOSIHWUST YACTOTHI.

5.3 KanubpoBka

5.30 KanmbpoBKy KOHTPONbHO-M3MEPUTENBHOMO U aHanuMTU4eckoro obopyaoBaHust (B TOM 4YuCrie BECOB,
NpMGOPOB AN MOHUTOPUMHIA), MMEIOLLLEr0 KpUTUYECKOE 3HadYeHne ans obecneyeHms kayecTBa NPOMEXYTOYHON
npogykuun nnu APC, cnegyeT NpoBOAWUTb B COOTBETCTBMM C MUCBMEHHBIMWU MHCTPYKUMAMU U YCTAHOBIIEHHBLIM
rpadonkom.

5.31 Kannbpoeky crnegyeTt NpoBOguTb C UCMONb30BAHMEM CTaHOAPTHbIX 00pa3uoB, NPOCEXUBAEMbIX OO
COOTBETCTBYHLUNX CEPTUDULMPOBAHHBLIX CTAHAAPTHBIX 0OPa3LOB (€CNM TaKOBLIE CYLLECTBYIOT).

5.32 3anucu npoBegeHus kannbpoBOK OOIMKHbI COXPAHSATHCS.

5.33 Tekywuii ctaTyc KanmbpoBKU KpUTUHECKOTO 000PYA0BaHUA A0OMKeH ObiTb M3BECTEH U LOCTYNEH ANS
€ro NpoBepKM.

5.34 He cnenyet ucnonb3oBaTb NPUOOpLI, HE COOTBETCTBYHOLLME KPUTEPUAM KanmbpoBKN.

5.35 OTKMOHEHMS OT YTBEPXAEHHbIX CTAHAAPTOB KanMOpPOBKM OIS KPUTUYECKUX NPUOOPOB HEOOXOAMMO
paccnegosaTb, 4TOObl onpegenuTb, MOBMAMANO NN 3TO HA KavyecTBO MPOMEXYTOYHOW npogdykumm n ADC,
Npou3BefeHHbIX C UCMONb30BAaHNEM AaHHOro 06opyaoBaHMSA NOCMe ero NocrneHen yCrneLHon KanmbpoBKu.

5.4 KomnbloTepu3npoBaHHbIe CUCTEMbI

5.40 KoMnbloTepusMpoBaHHbIe CUCTEMbl, OTHOCSLUMECS K Haparexalleld npou3BOACTBEHHOW NpaKkTUKe,
nognexaT Banvpaumun. nybuHa n macwtab Banvaaumm 3aBUCAT OT MHOroo6pasusi, CIOXKHOCTU Y KPUTUYHOCTH
NPUMEHEHMS KOMMbIOTEPU3NPOBAHHbBIX CUCTEM.

5.41 Hagnexawwue kBanudukaumss MOHTaxa W KBanudukaums  OYHKUMOHUPOBAHUSA  OOJIKHbI
NpPOAEMOHCTPMPOBaTb MPUrOAHOCTL KOMMBIOTEPHOTO 00OpyAOBaHWS M NpOrpamMHOro obecneyeHust ans
BbIMOMTHEHNSA NOCTaBMIEHHbIX 3a4au.

5.42 lMNocTaBnsiemMoe Ha pbIHOK NporpaMmMHoe obecneveHue, KoTopoe Obifno KBanMpuunpoBaHo, He TpebyeT
NPOBEAEHUS UCMbITAHUIA TOrO e YpoBHSA. Ecnn cywlecTBylowas cuctema He npolufia Banuaauuio BO BPeEMS
YCTaHOBKW, MPU HanM4nmM COOTBETCTBYIOLLEN LOKYMEHTALMN MOXHO NPOBECTU PETPOCNEKTUBHYIO Banvaauuio.

43



TKN 030-2017

5.43 Heobxogumo, 4ToObl KOMMbIOTEPU3NPOBAHHBIE CUCTEMbBI MMENW OOCTATOYHbIN YPOBEHb KOHTPONS ANs
NpeaoTBpaLLEHNs HECaHKUMOHUPOBAHHOMO AOCTyNa K OaHHbIM  MAM  M3MEHeHus AaHHbiX. Heobxogumo
npeaycmoTpeTb Mepbl NO NPeaoTBpalleHMIo HeJOCTaTOMHOCTU AaHHbIX (Hampumep, B CBSA3M C OTCYTCTBMEM
perncTpaumm OaHHbIX BCNEACTBME OTKIOYEHUs cuctembl). [lomkHa permctpupoBaTtbCcs MHOpMaUua o nodbix
N3MEHEHNsX AaHHbIX, O NocneaHeM BBOAE AaHHbIX, O TOM, KEM W KOrga oHu Bbinv caenaxsl.

5.44 HeobxoaMmMo uMeTb NUCbMEHHbIE Mpoueaypbl MO 3KCMAyaTauum M TEXHUYECKOMY OOCIYyXUBAHWIO
KOMMbIOTEPU3MPOBAHHBIX CUCTEM.

5.45 Ecnun kputuyeckme aaHHble BBOASTCA BPYYHYHO, crieqyeT npeaycMoTpeTb OOMNOMHUTENbHYI0 NPOBEPKY
TOYHOCTU X BBeAEHUA. Takyto MpoBEPKY MOXET BbINOMHWTL BTOPOW onepaTop unmn cama cuctema.

5.46 Cb6ou B paboTe KOMNbIOTEPU3UPOBAHHbLIX CUCTEM, KOTOpble MOIYT MOBNUATL HA KavyeCcTBO
NpoOMeXyTo4yHon npoaykumm nnn APC, Ha OOCTOBEPHOCTb 3anvcen Wiy pesynbTaToB WCMbITaHUN, crnegyet
odpopMnATL AOKYMEHTanbLHO U paccnenosarb.

5.47 N3MeHeHUs B KOMMbIOTEPU3MPOBAHHbBIX CUCTEMax HeobXoO4MMO OCYLLIECTBNSATb B COOTBETCTBMM C
npoueaypamm BHECEHUSI WU3MEHeHUn, oduuManbHO KX CaHKLMOHWPOBaTb, OQOPMAATb [OKYMEHTanbHO U
TectupoBaTtb. CrnegyeT COXpaHATb 3anuMcy BCEX U3MEHEHMWN, BKITOYas MOAMMUKALMIO N YCOBEPLLUEHCTBOBAHME
KOMMbOTEPHOro obopyaoBaHWs, NPOrpaMMHOro obecneyeHmss n Apyrux KPpUTUYECKUX KOMMOHEHTOB CUCTEMBI.
OTn 3anucm JOMkHbl OblTb [OKa3aTenbCTBOM TOro, YTO cCUCTEMa nNoggepXvMBaeTcs B BanvMaupoBaHHOM
COCTOSIHUM.

5.48 Ecnu cbon nnv nosiomka CUCTEMbI NPUBOAAT K MOCTOSIHHOM NoTepe 3anucen, crnegyeT NnpeaycmMoTpeTb
CUCTEMY PE3EePBHOIO KOMMPOBaHWUs MHdopmaumm. Bo Bcex KOMMNbOTEPU3UPOBAHHBLIX CUCTEMAX AOIDKHbI ObITb
npegycmoTpeHbl cpeacTea, obecnednBarome 3aLnTy AaHHbIX.

5.49 B gononHeHne K KOMNbOTEPHOW CUCTEME A0NYCKaeTCs 3anucb AaHHbIX U APYrMM CriocoboMm.

6 [lokymeHTauuA 1 3anucum

6.1 Cuctema gOKyMeHTaumm u cneumndukaumm

6.10 Bce OOKYMEHTbl, MMelWMne OTHOLIEHME K MPOM3BOACTBY MPOMEXYTOYHOW npoaykumn unu APC,
crnegyeT COCTaBnsaTb, NPOBEPATb, YTBEPXAaTb W pPacnpoCcTpaHATb B COOTBETCTBUM C  MUCbMEHHbIMU
npoueaypamu. [JokyMeHTbl MOryT 6bITb 0pOpPMIEHbI Kak B MMCbMEHHOM BuAe, Tak U B 3NEKTPOHHOM BuAe.

6.11 Bbigayy, nepecmoTp, 3amMeHy WNM u3bATME BCeW [OKYMeHTauuu criedyeT KOHTponupoBaTtb C
COXpaHeHneMm cBedeHun 06 nx NnpeablgyLUNX BEPCUsiX.

6.12 CnepyeT opraHu3oBaTb CUCTEMY XpaHEHUsI BCeX AOKYMEHTOB (Hanpumep, OT4YeTOB O paspaboTke,
mMaclTabupoBaHumK, nepegave TExXHOMOrMN, Banupauunm npouecca, 3anucen obyyeHWs W NPOU3BOACTBA,
OOKYMEHTOB MO KOHTPOSO 1 3anucen peanu3aumm). Heobxoanmo ykasaTb CPOKU XpaHEHUS 9TUX JOKYMEHTOB.

6.13 Bce 3anucy npou3BOACTBa, KOHTPONS M pacnpedeneHns cregyeT XpaHuTb He MeHee 1 roga nocne
MCTEeYeHNs Ccpoka rogHOCTW cepun. 3anucu, cogepxalme AaHHble MOBTOPHbIX ucnbiTaHun ADC, cnegyet
COXpaHATb He MeHee 3 fneT nocne NOfIHOW peanu3aumn cepun.

6.14 3anucu cnegyeT BbIMOMHATbL HECMbIBAEMbIMW YEPHUIaMM B CneuuansHO NpegyCMOTPEHHbIX AN 3TOro
MecTax cpasy e Mnocfne BbIMoNHeHWs onepauui. Jluuo, caenasluee 3anucCb, AOMMKHO OblTb 0603HayeHo.
WcnpaBneHnsa B 3anucsax AOMKHbI OblTb 4AaTMPOBaHbI M MOAMNMCaHblI U HE OOMKHbI NPensaTCTBOBaTb MPOUTEHMIO
3anvcu B ee nepBoHavanbHOM Buge.

6.15 B TeueHve nepuopa XpaHeHUs opurnHanbl 3anucen UNU UX KONuu AOSMKHbl ObiTb NErkogoCTYMNHbI Ha
npeanpusTUn, rge ocywecTBnsanMcb paboTbl, onucaHHble B 3TuMX 3anucax. Ecnn obecneunBaetcs GbicTpoe
nonyyeHve 3anncen C NOMOLLIbIO AMEKTPOHHBIX UMW OPYTNX CpeacTB, OOMYCKaeTCa UCNonb3oBaHe ApYrmx MecTt
ONS VX XpaHeHus!.

6.16 Cneundwukaumm, UHCTPYKUMKU, Npoueaypbl U 3anMcu MOXHO XpaHuTb nnbo B opurMHane, nubo B BUAE
Konun (Hanpumep, OTOKONUKU, MUKPOUNbMbI, MUKpoduwn unu ap.). Ecnv ucnonb3oBanucb MeToAabl
YyMeHbLLEHUSA opuruHana (Hanpumep, MUKPOUIbMUPOBaHWE, 3MEKTPOHHble — 3anucu), HeobXxoaMMo WMeTb
COOTBETCTBYIOLLEE cuuThiBatoLee obopyaoBaHue, a Takke CPeAcTBa AN M3rOTOBMEHUSI NeYaTHbIX KOMUA.

6.17 Heobxogumo paspabotatb U OOPMUTb LOKYMEHTanbHO creuudurkaumMm Ha WCXOZHOE Cbipbe,
NMPOMEXYTOUYHYI0 npoaykumio (npu Heobxogumoctn), A®C n MaTepuanbl AN MapKMpPOBKM W yNaKoOBKW.
JononHutenbHO MOryT noHagobuTbCa crneuudukaummM Ha HeKoTopble Apyrme Mmartepuvanbl, Takue Kak
BCMOMOraTernbHble Matepuanbl, NpoKnagkM WUnu gpyrme martepuanbl, UCMOMb3yeMble B XO4e MNPOM3BOACTBA
npoMexxyTovHon npoaykumm nnu A®C, KoTopble MOryT ObITb KpUTUYECKUMK AN KavecTBa. CnegyeTt yCcTaHOBUTL
1 0POPMUTL JOKYMEHTaNbHO KPUTEPUN NPUEMINEMOCTM ANS KOHTPOMS B NpoLecce Npon3BoACTBa.

6.18 Ecnv ucnonb3yloTcs 3NEKTPOHHbIE NOAMUCU Ha AOKYMEHTaX, OHW AOIMKHbI BbiTb MAEHTUMULMPOBaHbI
N 3aLLMLLEHBI.

6.2 3anucu 06 ounCTKE U UCNonbL30BaHUM 06opyaoBaHUs

6.20 B 3anucax o6 ucnonb3oBaHUM, OYUCTKE, caHuTapHou obpaboTke m (Mnu) ctepunusaumm, a Takke o
TEXHUYECKOM OOCNY)XMBaHUM OCHOBHOro 060opyaoBaHMs [OMKHbI ObiTb ykasaHbl: gata, Bpems (rpu
HeobX0AMMOCTUN), HaMEHOBaHWEe NPOAYKUMM, HOMEpP KaXOOW cepuu NMpoM3BEAEHHOW Ha 3TOM 0bopygoBaHum
NpoAyKUUW, a TaKke HaMMeHOBaHMe nmua, KOTopoe NPOBOAMIIO OYMCTKY Y TEXHNYECKOE 0BCyXMBaHMe.
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6.21 He TpebyeTcsa cocTaBreHue OTAerbHbIX 3anucert o6 O4YMCTKE U mcnonb3oBaHMM obopynoBaHust B
cny4ae, eCnu OHO crneumanbHO NpeaHasHayeHo Ansi NPOU3BOACTBA OAHOMO HAUMEHOBaHMS NMPOMEXYTOYHOro
npoaykta unm A®C, n cepmm aToro NpoMexyTovHoro npoaykta unu A®C npousBOAATCS B NPOCrexXvBaemMon
nocnegosartenebHoOCcTU. B cnyyae ncnone3oBaHus cneyunansHO npegHasHayeHHoro obopygoBaHus 3anmcn O ero
OUYUCTKE, TEXHNYECKOM ODCINYXMBaHUM U 3KCMNyaTaumm MOryT OblTb YAacTbi0 JOCbE Ha CEPUIO UMK OTAENbHbIM
OOKYMEHTOM.

6.3 3anucu Ha ucxogHoe Cbipbe, MPOMEXYTOUYHbIe NPOAYKTbI, MaTepuarbl ANA MapKUPOBKU
1 ynakoBku A®C

6.30 Heobxogumo BecTu 3anMcu Ha MCXOOHOE Chblpbe, NMPOMEXYTOYHbIE NPOAYKTbI, MaTepuansl AN
MapKMpoBkK 1 ynakoskn APC, cogepxaluue cnegyolime gaHHble:

- HauMeHOBaHMEe MPOU3BOAUTENS, WAEHTUMUKALMA M KONMMYECTBO KaXAOW MOCTaBKM KaXKOOW cepum
NCXOOHOIO CbIpbs, NPOMEXYTOYHON NPOAYKLUN UM MaTepuraroB Afs MapkUpoBKK unn ynakosku ADC;

- HaVMeHOBaHWe MOCTaBLUMKa, KOHTPOSbHbIA HOMep (HOMepa) MOoCTaBLUuKa (MpyU Hanuynm) WMnuM Opyron
naeHTUMKaLMOHHBIN HOMEpP, HOMEp, MPUCBOEHHbIV NPY NPUEMKE, N AaTa NPUEMKN;

- pesynbTaTbl BCEX NPOBEAEHHbIX UCMbITAHUIA UM MPOBEPOK M CAENaHHbIe Ha MX OCHOBaHWW BbIBOAbI;

- 3anmcun, B KOTOPbIX NPOCIEXMBAETCA NCMOMb30BaHME UCXOOHOIO Chipbs U MaTepuraros;

- JOKYMeHTauums no OLEHKe 1 NPoBepKe MaTepuanos AN MapkupoBku 1 ynakosku APC, noareepxaaroLuas
COOTBETCTBME YCTAHOBMNEHHbIM cneundurKaunsm;

- OKOHYaTemnbHOEe pelleHne OTHOCUTENbHO OTKMOHEHHOIO MCXOAHOrO Cbipbsi, MPOMEXYTOYHOW NPOAYKLMK
Unu Matepuanos AN MapknpoBku 1 ynaxkosku APC.

6.31 CneagyeT xpaHnTb yTBEPXAEHHbIe 06pasLbl STUKETOK AS1A CPAaBHEHMS C HUMM BblNyCKaeMbIX 3TUKETOK.

6.4 OCHOBHbIe TeXHOsIorM4ecKue UHCTPYKUUMN

6.40 Ons obecneyeHnss OQHOPOAHOCTM MPOAYKTa OT cepun K cepun Heobxoammo, pa3paboTaTb OCHOBHbIE
TEXHOMOrMYeCckne MWHCTPYKUMM ONS KaXAoro Buaa NPOMexXyTodHonm npogykumm n A®C, nognucaHHble u
AaTMPOBaHHbIE OOHWM NULOM, a TaKke He3aBUCUMO MPOBEPEHHble NOAMUCaHHbIE U AaTUPOBAaHHbLIE NULIOM U3
oTAena kavecTBa.

6.41 OCHOBHblE TEXHONOIMYECKNE NHCTPYKLUMM OOSMKHbBI BKITIOYaTh B cebs:

- HavMEeHOBaHWe BbIMyCKaeMoW MPOMEXYTOYHON npoaykumm unm APC M cTagum TEXHONOrM4ecKoro
npouecca, a Takke, eCnn NpYUMeHNMO, COOTBETCTBYIOLLNIA KO, JOKYMEHTA;

- MOMNHBIA MepeyYeHb MCXOOHOrO CbipbA Y NMPOMEXYTOYHON MPOAYKUMW C yKasaHWeM HanmMeHOBaHUM Wiu
KOOOB, OOCTaTOMHbIX AN MX OAHO3HAYHOW WAEHTUdMKAUMM U OnpeaerneHns Kakux-nmbo cneumduyeckmnx
rnokasaTtenewn Ka4ecTsa,

- TOYHOE yKa3daHue KOMMYecTBa UMM COOTHOLLUEHWE KaKOoro HauMeHOBaHWS UCMOSfb3yeMOro Cbipbs WM
NPOMEXYTOYHOW MNPOAYKUMU C YyKasaHWem eauHuL, uamepeHus. Ecnv Takoe KonmyecTBo He sBnsdetcs
hbUKCMPOBaHHLIM, TO HeobXxoOuMMO MPUBECTM pacyeT QANnd  Kaxgoro pasmepa  Cepunm  wnv  pexuma
TexHonorm4yeckoro npouecca. Cnegyet NpUBECTU OTKIOHEHUS OT YKa3aHHbIX KONMYECTB, €CN OHU 0BOCHOBAHbI;

- MeCTO OCYLeCTBMEHUA TEXHOMOrMYECKOro npouecca U OCHOBHOE TexHomormyeckoe obopygoBaHwue,
KOTOpOe Npu 3TOM MCMNOMb3yeTCs;

- nogpobHble TexHonormyeckve OewcTBus, B TOM 4uCre focnegoBaTernibHOCTb, KOTOpyl Heobxoammo
cobnogaTth, M UCNonb3yemble AnanasoHbl NapaMeTpoB NpoLecca;

- yKkasaHusa no oTOopy npo6 M KOHTPOM B Mpouecce MNPOM3BOACTBA C YKa3aHMEM KpUTEpUEB
npuemnemMocTu (Npyu HeobxoanMocCTH);

- npegenbHble CPOKU 3aBepLUEHUs OTAenNbHbIX CTagui TEXHOMNOrMYeckoro npouecca u (Mnu) npouecca B
uernom (Npy HeobXoANMOCTH);

- oXwuaaemble [Auana3oHbl BbIXO4a MPOAYKLUMM Ha COOTBETCTBYHOLIMX CTagusix npouecca unuM B
onpeaeneHHoe BpeMs;

- ocobble ykasaHuWsi 1 Mepbl NMPedOCTOPOXHOCTM, KOTOpble cregyeT cobniogatb, UnmM COOTBETCTBYOLLME
nepeKkpecTHble CCbINIKM Ha HUX (MpU HEOBXO0AMMOCTH);

- yKasaHusi No XpaHeHWo MPOMEXYTOYHOM npoaykumm unu APC ana obecrneveHus MX MPUrOQHOCTU K
NCMONb30BaHMWIO, BKIOYas MaTepuanbl Afs MapKMPOBKW M YNaKoBKW, a Takke ocobble YCroBMSA XpaHeHWus C
yKasaHnem CpokoB (Npu Heo6XoaAMMOoCTK).

6.5 3anucu no Npon3BOACTBY M KOHTPOJIO KavyecTBa cepum (4OCLEe Ha cepuio)

6.50 [Ona kaxgoro npomexyToyHoro npogykta u APC [omkHbl GbiTb MOATOTOBMEHbI 3amnuMcu Mo
MPOM3BOACTBY 1 KOHTPOSO KayecTBa, KOTopble MOryT GbiTb cOGpaHbl B 1O0Cbe Ha cepuio, BKovatollee B cebs
MOSIHYI0 WMHOpPMaLMIO O MPOM3BOACTBE M KOHTPONE KayecTBa Kaxdon cepun. BHeceHue 3anuceit no
NPOM3BOACTBY CepuM OCYLLECTBNAETCA Mo dopme, KoTopasi [AOSKHa COOTBETCTBOBATb TEXHOJOMMYECKoM
MHCTPYKUMW U ABNATLCS akTyanbHoOW Bepcuei. Ecnn ykasaHHaa ¢popma cocTaefieHa Ha OCHOBaHWM OTAeNbHOM
YacTW TEXHONOMMYECKON WHCTPYKUMKM, TaKoM [OOKYMEHT [OIKEH cofepXaTb CCbIIKY Ha MCNonb3yemyto
[ENCTBYIOLLYIO TEXHOMNOMMYECKYH UHCTPYKLMUIO.

6.51 dopMbl ANA 3anucelt AOMKHbI OblTb MPOHYMEPOBaHbl C yKasaHWemM KOHKPETHOro HoMmepa Cepun Unu
NOEHTUMUKALMOHHOIO HOMepa, AaTUPOBaHbl U NoAnucaHbl Npu Bbigave. Mpy HenpepbiIBHOM NPOV3BOACTBE KOA
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NPOAYKUUK, a Takke gata U BpeMs BbiNycka MOryT CIYXWUTb OAHO3HaYHLIMU MAEeHTUdMKaTopamm 4o NPUCBOEHNS
OKOHYaTeNbHOro HOMepa Cepun.

6.52 B 3anucsAx no Npov3BOACTBY M KOHTPOMIO KayecTBa (AOCbe Ha Cepuio) NPOAYKLUMM Nocre 3aBepLueHmns
KaXXON Ba>KHOW TEXHOMNOMMYECKON CTaamm crieqyeT yKasbiBaTb CriefyoLme CBeeHus:

- Aata n Bpems (Npy HeobxoaAMMocCTHn);

- OCHOBHOE 1cnonb3yemoe o6opyaoBaHune (Hanpumep, peakTopbl, CyLLUIKA, MeNbHULbI U AP.);

- cneumndmnyeckas naeHTUUKaUNa Kaxaon cepun, BKOYas Maccy, eAuHULbI M3MepeHusl, Homepa cepui
NCXOOHOTO CbIpbs, MPOMEXYTOYHON MpOAYKUMM unu Nobbix matepuanos, npolweawmnx nepepaboTKky B xoae
NpPOun3BOACTBA;

- 3aperncTpupoBaHHble hakTUyeckne pesynbTaTtbl KPUTUYECKMX NapaMeTpoB NpoLecca;

- JaHHble 0 NobbIX NPoBeAEHHbLIX 0TOopax Npob;

- MOANNCY NKL,, BbINOMHABLUUX K&XXAYH0 KPUTUYECKYIO CTaauto npu paboTe, a Takke oCyLeCTBASBLUNX
HenocpeaCTBEHHbIN HAaA30p NN NPOBEPKY;

- pesynbTaThl UCNbITaHU B Npouecce Npou3BoAcTBa M nlabopaTopHbIX UCTbITAHWN;

- (baKTMYECKUI BbIXOA Ha COOTBETCTBYIOLLMX CTaAMsAX UNn B onpegeneHHoe Bpems;

- onucaHve ynakoBKU 1N MapK1MpOBKM A51S MPOMEXYTOYHOW npoaykummn nnu APC;

- obpaseu atukeTkn ansg APC nnm npoMexKyTo4YHON NPOaYKLMUW, €CrN OHW NPOU3BEAEHbI ANS NPOAaXW;

- moboe 3ameyeHHOe OTKMOHEHWe, ero oueHKa, MHgopmauus O NpPOBEAEHHOM paccnefoBaHuu (npu
HeobXoAMMOCTM) MMM CCbiflka Ha Takoe paccnefoBaHWe, ecnvM COOTBETCTBYIOLIME [AOKYMEHTbl XpaHATCH
OTAErbHO;

- pe3ynbTaTbl KOHTPONS NPU BblAaye paspeLleHns Ha BbiMycK.

6.53. JomkHbl ObITb paspaboTaHbl MUCbMEHHbIE NPOUEAYpPbl, KOTopble Heobxoaumo cobniogatb npu
paccrnefoBaHUN KPUTUYECKUX OTKIIOHEHUI WM NPU HECOOTBETCTBMM CEPUI MPOMEXYTOYHOM NPOAYKUMM UK
ADC ux cneuudpmkaumam. Takoe paccrnegoBaHne OOMKHO PacnpoCTPaHATLCH M Ha OPyrne cepum, K KOTOPbIM
MOrNn Bbl UMETb OTHOLLEHWNE JaHHblIE HECOOTBETCTBUS UMW OTKINOHEHNS.

6.6 3anucu nabopaTopHOro KOHTPONA

6.60 3anmcm nabopaTtopHOro KOHTPONSA AOMMKHbI BKMOYaTb B cebs NonHyo MHMOPMaUMIO, NONYYEHHYIO B
XO[e BCeX MCMNblTaHUA, NPOBEeAEHHbIX AN NOATBEPXKOEHUS COOTBETCTBUS YCTAHOBMEHHbIM crieumndukaumam un
CTaHAapTam, BKIHoYas nccnegoBaHns U KONMYECTBEHHbIE onpeaeneHns, B TOM Ymcne:

- onucaHve obpasuoB, NOMYYEHHbIX ANA NPOBEAEHUS WUCMbITaHUA, BKOYas Ha3BaHWe MCXOZHOro Cbipbs
WM UCTOYHMKA, HOMEpP Cepuu WNu OPYrovi XapakTepHbl kod, gaTa otbopa npobbl, konmvyecTBo obpasua,
npeAcTaBneHHoro Ans NnpoBeAeHUs UcnbiTaHui (MpyM HeOBXOAMMOCTH), U AaTa ero NonyyYeHus;

- OnucaHve Kaxagoro NCnorb3yeMoro MeToga UCrblTaHW UMK CCbIfka Ha Takon MeTOf;

- ykasaHue maccbl obpasua vnu gpyrux eguHul usmepeHuns ans obpasua, UCnonb3yemoro AN Kaxgoro
UCMbITaHWS, B COOTBETCTBUM C OMUCaHHbIM METOAOM, AaHHble O MPUrOTOBNEHUN W UCMbITAHUWM CTaHAAPTHbIX
obpa3suoB, peakTMBOB M CTaHAAPTHbLIX PACTBOPOB MM COOTBETCTBYIOLLME NEPEKPECTHBIE CCbINKY;

- 3anMcuK BCEeX UCXOAHbIX AaHHbIX, NOflyYaeMbIX B XO4€ KaXdoro UCMbiTaHus, B AOMOMHEHNe K rpadukam,
TabnMuam u cnekTpam, MONYyYeHHbIM C MOMOLLb fabopaTopHbiXx nNpubopoB, Hagnexawum obpasom
NAEHTUULMPOBaHHbIE AN KOHKPETHOrO BELEeCTBa U CEPUN, NOABEPraeMbIX UCMbITaHUIO;

- 3anMcM BCeX pacyeToB, BLIMOMHEHHbIX B CBA3M C NPOBEAEHMEM WCMbITaHWA, BKIOYasi, Hanpuwmep,
eOUHVLbI N3MepeHns, KoaPULMEHTbI NnepecdeTa 1 PaKkTopbl SKBUBANEHTHOCTY;

- pe3ynbTaThl UCMbITAHUIA U UX COOTBETCTBME YCTAHOBMNEHHBIM KPUTEPUAM MPUEMIEMOCTY;

- MoANMCh nnua, NPOBOAUBLLETO KaXgoe UchblTaHme, 1 gata (4aTbl) ero npoBeAeHuUs;

- Aata n nognucb BTOPOro nuua, CBUAETENbCTBYHOLIAS, YTO OpuUrMHanbl 3anucert Obinv NpoBepeHbl B
OTHOLLUEHMWN TOYHOCTU, MOMHOTBI U COOTBETCTBUSI YCTAHOBIEHHBIM CTaHAapTaMm.

6.61 Cnenyet Takke BECTU MNOSHbIE 3AMUCU C YKa3aHUEM:

- NMOBbIX N3MEHEHUI YCTAHOBMNEHHBIX aHANUTUYECKUX METOONK;

- nepuoaudeckon kanubposku nabopatopHoro o6opyaoBaHusi, annapatoB, CPEeACTB W3MepeHun U
perucTpupyoLmx YCTPONCTB;

- Bcex uccneposaHun A®C Ha cTabunNbHOCTL;

- paccnefoBaHuUsi OTKIIOHEHWI pe3ynbTaToB UCMbITaHWI OT cneuudukaumi.

6.7 O630p 3anmcen No NPOM3BOACTBY U KOHTPOJSIIO Ka4yecTBa cepumu (Aocbe Ha cepuio)

6.70 [Ons onpegeneHns COOTBETCTBUS MNPOMEXYTOYHOM npoaykumm unm A®PC  yCTaHOBMEHHbIM
crneundurkaumam nepen Bblgaden paspelleHuss Ha BbINYCK CEpUM WU Nepen ee peanusauuent cnegyet
pa3paboTaTb NUCbMEHHbIE NPOLEAYpPbl, KOTOPbIM HEOOX0AUMO criejoBaTb Npy 0630pe U yTBEepXKAeHUM 3anucen
Mo NPOU3BOACTBY M NabopaToOPHOMY KOHTPOSIKO CEPUIA, BKITIOYAsA YNaKoBKY U MapKUPOBKY.

6.71 3anvcu nNo Npov3BOACTBY M NabopaTOpPHOMY KOHTPOMIO KPUTUYECKUX CTaaui npouecca noanexar
npoBepKe W NoaTBepXAEeHVIO oTaenom (oTaenamu) KadecTBa neped Bblgaveln paspelleHus Ha BbIMYyCK WIu
nepen peanu3aunen kaxgon cepum APC. 3anucu no npomsBoAcTBY M nabopaTOpHOMY KOHTPOMK Ans
HEKPUTMYECKMX  CTaguMlm npouecca MOryT ObiTb  MpoBepeHbl  KBanMUUMPOBaHHbLIM  NEPCOHAIIoOM
NPOM3BOACTBEHHOIO OTAeNna wunu pyrux nogpasgeneHun B COOTBETCTBUM C npoueaypamu, YTBEPKAEHHbIMU
oTgenom (oTgenamm) kadecTea.
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6.72 Bce OTKNOHEHUSA, OTYETbl O paccrnefoBaHUAX N OTKITIOHEHUSAX pe3ynbTaToB OT crneundukaumin cnegyet
oueHvBaTb B npouecce obsopa 3anuceinn No MPoOM3BOACTBY M KOHTPOMK Cepumn (Oocbe Ha cepuio) nepeq
BblJayen paspeLueHnst Ha BbIMyCK 3TOW Cepum.

6.73 Otpen (oTAenbl) KayecTBa MOXET MepedaBaTb MPOM3BOACTBEHHOMY OTAeNny o00s3aHHOCTU 1
MOMHOMOYMS B OTHOLUEHMU BblJayuM paspelleHuMs Ha WCMNOMb30BaHME MPOMEXYTOYHOW npoaykuun, 3a
UCKINIOYEHMEM TexX cry4yaeB, Korda MpOoAyKUMA npefHasHayeHa Ons NocTaBKM 3a npefenbl cepbl KOHTPOns
npoussoauTens.

7 Pabota ¢ maTepuanamm

7.1 O6WMI KOHTPOIb

7.10 OomkHbl ObITb MPUHATHI B hOpME MUCBbMEHHOrO AOKYMEHTa Mnpouenypbl, ONMChIBAOWME MPUEMKY,
naeHTudmrKaumio, NoMeLLeHNe B KapaHTWH, XpaHeHue, obpalleHune, oTbop nNpob, nposBedeHMe uchbiTaHWK, a
Takke ogobpeHne nnm oTKNoOHEHe MaTepuanos.

7.11 TlpousBoguTenu npoMexyToyHonm npogykumm n (unn) ADPC [OMmKHbI MMETb CUCTEMY OLEHKM
MOCTaBLLMKOB MaTtepuanos, KpUTUYECKUX Arsi KaYecTBa.

7.12 TlloctaBka MaTepuanoB [OIPKHA OCYLLECTBRATbCA MNOCTaBLUMKAMW, YTBEPXKAEHHbIMU OTAENOM
(oToenamwm) KayecTBa, B COOTBETCTBMM C COMNACOBaHHbIMU CrieLMPUKaLnamMu.

7.13 Ecnu noctaBLUMK KPUTUYECKUX ANA KayecTBa MaTepuanoB He SIBMSETCS ero npousBoguTenem, To
npoussoauTenb MNPOMEXYTOYHOW npoaykuun u (unu) AGC gomkeH 3HaTb HasBaHue UM agpec npousBoauTens
3TUX MaTepuarnos.

7.14 3amMeHy nocTaBLLMKa KPUTUYECKUX ONS KayecTBa maTepuanoB criegyeT NpoBOAMTE B COOTBETCTBUM C
pasgenom 13 HacTodALLen YacTu.

7.2 NMpuemKa n KapaHTUH

7.20 lMpu nonyyeHun 1 nepen NPUEMKON KaxKAbl KOHTEMHep C MaTepuanamu unu rpynny KOHTeWHepoB
obcnenyloT BM3yanbHO Ha MPaBUNBbHOCTE MAapPKUMPOBKKU (BKMOYAs COOTBETCTBME Ha3BaHWs, UCMOMb3yeMOro
MOCTaBLUMKOM C Ha3BaHWEM, UCMOSIb3yEeMbIM 3aKa34MKOM, €CIIM OHWM OTNIMYAKTCS) U HannuMe MNOBPEeXOEeHWUN
KOHTEenHepa, nroMob, cBUOETENLCTB NOCTOPOHHEro BMeLLATENbCTBA UMW KOHTamMuHauun. MaTtepuansl cnegyet
cofepxaTb B KapaHTMHe 4O 0TOopa Npob, NPOBEPKU UMM NPOBEAEHUS UCMBITAHUA U NONYYEHUS pa3peLLeHmns Ha
UX UCnorb3oBaHue.

7.21 [lo cmelumBaHUA NOCTYNMBLUMX MaTepuarnosB C MMEKLLMMNUCA 3anacaMmu (Hanpumep, pacTBOpUTENSaMU
Unu 3anacamy B HakonuTenbHbIX ByHkepax) ux cnegyeT o603Ha4YMTb Kak COOTBETCTBYKOLME TpebOBaHUAM K
3TMM MaTtepuanam, npowegwme Heobxoaumble UCNbITaHWA (ecnv MNPUMEHWMO) U paspeLleHHble  Ans
ucnonb3oBaHus. Heobxogumo paspaboTaTb npouedypbl MO NPeLOTBPALLEHUIO  OLIMOOYHON  BbIFPY3KU
NOCTYNMBLUUX MaTepuanoB B UMELLMNCS 3anac.

7.22 CrnegyeT WCKMNIOYUTb BO3MOXHOCTb MEpPEKPeCcTHOW KOHTaMWHaUMUM MOCTaBKWM aHrpo, ecrnv OHa
OCyLLEeCTBNAETCA B €MKOCTAX, He npefHasHavyeHHbIX crneunanbHo Ana Hee. [Ana noaTBepXaeHus 9Toro Moryt
NCronb30BaTbCA OAHO UMW HECKOMbKO cneayowmnx AoKa3aTenbCTB:

- Hanuyue OOKYMeHTa, NOATBEPXOatoLwero O4UCTKY;

- Hanuyne OOKYMeEHTa C pesynbTaTaMn UCNbITAHUA Ha HanMyue cnegos NpuMecen;

- ayauT nocTasLUMKa.

7.23 bornbluMe eMKOCTM AN XpaHeHus 1 obcnyxuBawlime ux TpyoonpoBoAbl, JIMHUW HAMOMHEHUS U
pasrpy3ku OOMKHbl UMETb COOTBETCTBYHOLLYIO MapKUPOBKY.

7.24 KaxObll KOHTEWHEep Wnu Tpynny KOHTEMHEPOB C Marepvanamu (Cepuen martepuanoB) crnegyet
naoeHTNMLMpoBaTh C NOMOLLBIO XapaKTepHOro koaa, HoMepa cepun Unm Homepa, NPUCBOEHHOTO NPU NPUEMKe.
OTOT HOMep crnegyeT UCMomnb3oBaTb MpPU PErNCTPaLUM MECTOHAXOXOEHUA Kaxgon cepun. [omkHa ObiTb
cucTteMa ngeHTugukaumm cratyca Kaxgon cepun.

7.3 OT60p NPO6 N NpoBeAeHME UCNIbITAHMA MaTepManos, NOCTYNUBLUMX ANA NPOM3BOACTBA

7.30 ns noarBepXaeHus NOAMVMHHOCTM (MaeHTudmkaumm) Kaxxgon cepmm MaTepuarnoB (3a UCKITHYEHUEM
mMaTepuarnoB, yka3aHHbIXx B 7.32 HacToswewn 4acTu) crnefyeT MpoBecTu XOoTs Obl OgHO ucnbiTaHue. Ecrniu
npovsBoauTeNb WMMEET CUCTEMY OLIEHKM MNOCTaBLUMKOB, BMECTO MpPOBEAEHUA AOPYrnX UCMbITAHUA MOXHO
ncnonb3oBaTb cepTuduKaT aHanusa NpoayKLMn NocTaBLLMKa.

7.31 Tpouenypa YTBEPXOAEHWS MNOCTaBLiMKa [OfHKHA BKMAYaTb B cebA  oueHKy CcnocobHOCTU
npou3BoauTensi NOCTOSHHO NOCTaBMATb MaTepuarnbl, COOTBETCTBYOLME cneumdukaunsam (Hanpumep, AaHHbIe O
KayecTBe npegplayLmx noctaBok). Mpexae Yem cokpatuTe 06BbEM UCMbITAHUA MPU BXOOHOM KOHTpone, cnegyet
NPOBECTUN MOSHbIA aHanM3 Kak MUHUMYM 3 cepuii. TeM He MeHee, criegyeT NPOBOAUTb MOMHbIA aHanus3 vyepes
onpeferieHHble MNMPOMEXYTKM BPEMEHW W CpaBHUBATb €ro pesynbtaTbl C AaHHbIMU cepTudukaTa aHanusa
nocrtasLmka. [JoCTOBEPHOCTb AaHHbIX CEPTUdMKATOB aHanusa cneayeT perynsipHo NpoBepsiTh.

7.32 He TpebyeTca npoBefeHne KOHTPOMsi TEXHONOMMYECKNX 406aBOK, OMACHOro0 MM BbICOKOTOKCUYHOIO
Cbipbs, APYrMX crneuuanbHbIX MaTepuanoB WM Matepuanos, nepefaBaeMblx B Apyroe nogpasgeneHve nog
KOHTpONMEM 3akasuuka, npu nNpefocTaBleHun MNpou3BOAUTENEM MpoAyKUuMM cepTudpmkata aHanusa,
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noaTBEPXKAaloLero COOTBETCTBME 3TUX MaTepuanoB YCTaHOBMNEHHbIM TpeboBaHuaM. WaeHTudukaumsa atmx
MaTepuanos NpoBOAUTCSA NyTeM BU3yaribHON NPOBEPKN KOHTEMHEPOB, 3TUKETOK U permctpauum HoMepoB Cepun.
OTcyTCTBME KOHTPONSA TakMX MaTepuarnoB Ha MecTe NpOM3BOACTBA NEKApCTBEHHOINO CpeacTBa LAOMKHO ObiThb
060CHOBaHO 1 0POPMMIEHO AOKYMEHTAMNbHO.

7.33 Tpobbl AoMmKHbI ObITb penpe3eHTaTUBHbI AN CepuM MaTepuarnoB, M3 KOTOpPOM OHWM oTobGpaHbl. B
MeToaukax otbopa npob AOMmkHbI OblTb YCTAHOBMEHbLI KONMUYECTBO KOHTEMHEPOB, M3 KOTOPbIX HEOGX0aAMMO
oTOuMpaTb Npobbl, 4YacTb KOHTeWHepa, oTkyga GepeTca npoba, a Takke KONMYEeCTBO MaTepuarnoB, KOTopoe
[OIMKHO OblTb OTOBpPaHO M3 KaXOoro KoHTenHepa. YMcno KoHTelHepoB Ans otbopa npob m pasmep npobbl
OOIMKHbI ObITb yKaszaHbl B MnaHe oToopa npob, B KOTOPOM YYUTbIBAETCA KPUTUYHOCTL MaTepuarios,
M3MEHYMBOCTb CBONCTB MaTepuarnoB, NpealwecTBYOLWMIA ONbIT paboTbl C MOCTABLUMKOM B OTHOLLEHUN KavyecTBa,
a Takke HeobxoaMmoe Anis aHanu3a KonmMy4ecTBO MaTepuarnos.

7.34 OT60p Npob HeobXxoauMO MPOBOAUTL B OMpPeAesieHHbIX MecTax M B COOTBETCTBMM C MHCTPYKUMSIMMU,
npegHasHayeHHbIMU ANng npegoTBpaLlleHns KOHTaMuHauum otobpaHHon Npobbl U ApyrMx maTepuanos.

7.35 KoHTeliHepbl, N3 KOTOpbIX 0TOMpatloT Npobbl, crneayeT OTKPbIBaTb OCTOPOXKHO M Nocre oTbopa Npodbl
Heme[NeHHO CHOBA 3akpbiBaTh. VX cnegyeT MapkupoBaTb ANnd ykaszaHus dakta otbopa npobbi.

7.4 XpaHeHune

7.40 ObpalweHne c MaTepuanamum KU UX XpaHeHue cnegyeT OCyLecTBnATb Takum obpasom, 4Tobbl
NpeaoTBPaTUTbL UX pas3noXeHne, KOHTaMUHAUMIO N MEPEKPECTHYI0 KOHTaMMUHaUNIO.

7.41 Matepuansl, xpaHsiwuecs B pmbposbix 6apabaHax, MeLLKax Unun sWwukax, He cnegyeT pasMellaTb Ha
nony n pacnonaratb Takum 06pas3om, 4Tobbl AaTb BO3MOXHOCTb MPUM HEOBXOOUMOCTW MPOBECTU OYUCTKY M
OCMOTP.

7.42 MaTtepuanbl criegyeT XpaHWTb B TeuyeHue nepvoga M Mpu YCNOBUSX, KOTOpble He OKa3blBaloT
HebrnaronpmATHOro BO3AEWCTBMA Ha uX kayecTBo. Kak npaBuno, HeobxoAuMo cneguTb, 4YTobbl MaTepuansi,
MOCTYNMBLUME Ha XpaHeHWe nepBbiMM, OblNn NCNONb30BaHbI B NEPBYIO oyvepedb.

7.43 HekoTopble maTepuanbl B COOTBETCTBYHOLUMX KOHTEWHEPaxX MOTyT XPaHUTbCS BHE MOMELLEHUA Mpu
YCMNOBWM, YTO MAEHTUMDULMPYIOLLNE STUKETKN OCTalTCA pa3bopuMBbIMKU, @ KOHTENHePb! HagnexawmMm obpa3om
OuMLLAIOTCA Nepen BCKPbITUEM U UCNOMb30BaHNEM.

7.44 OTKNOHEeHHble MaTepuanbl AOMKHbI BblTb MPOMapKNpPOBaHbl M MOMELLEHbI NMOA KOHTPOSb B KapaHTUWH,
4YTOOLI NPEaOoTBPATUTb MX HECAHKLMOHMPOBAHHOE UCMOMb30BaHNe B MPON3BOACTBE.

7.5 NoBTOpPHAaA oLeHKa

7.50 Mo mepe HeobOxoouMOCTM MaTepuansl cnegyeTt noasepraTb NMOBTOPHOW OUEHKE Ansi TOro, 4Ytobbl
onpegenuTe WX MPUrOAHOCTb ANsl MCMONb30BaHUSA (Hanpumep, MNOCMe NPOAOIHKUTENBHOIO XPaHEHWUs] WK
BO3ENCTBMSA TENMa unm BNaxHocTn).

8 TexHONoOrM4Yecknm NpoLecc U KOHTPOJibL B NpoLecce Npou3BoACTBa

8.1 TexHONorn4yeckne onepauum

8.10 NcxoaHoe cbipbe Ans NPpOM3BOACTBA MPOMEXyTovHOW npoaykuun n A®C cnegyeTt B3BewmBaTb WIu
OoTMepuBaTb B COOTBETCTBYIOLMX YCMOBUSX, HE OKasblBalOWMX BWSHUSA Ha e€ero npurogHocTb Ans
ucnonb3oBaHusa. Becbl n yctponctea Ans mamepeHus obbema AOIMKHbl MMETb TOYHOCTb, MpUemMIiemMyro Ans
npeanonaraemMoro UCnosib30BaHus.

8.11 Ecnn uvcxogHoe cCbipbe OenAT Ha HEeCKONbKO MOpuui Ans nocnenyrolero WCnonb30BaHusA B
TEXHOIOrMYECKNX onepauunsx, KOHTenHep, B KOTOPbIA MOCTyNaeT UCXOOHOE Cbipbe, AOMXKeH ObiTb NMPUrogHbIM
Ans 3TOro 1 ero MapkupoBKa AOSKHA coaepxaTb:

- Ha3BaHMe UCXOOHOrO CbIpbs U (MNN) ero KoA;

- HOMep, MPUCBOEHHBIN NPY NPUEMKE, UMK KOHTPOSbHbIN HOMED;

- Macca nnm o6beM UCXOOHOrO CbipbA B HOBOM KOHTEWNHEPE;

- AaTta NpoBeAeHUs NOBTOPHOMN OLLEHKN UM NOBTOPHbLIX UCMbITaHMIA (NpyU HeobxoanmMocTw).

8.12 CnepnyeT ycTaHOBWUTbL HabnoaeHWe 3a KpUTUYECKUMU OonepauvsiMy B3BELUMBAHUS, OTMEPUBAHUSA UMK
pasgeneHns U yaocToBepsATb BbIMOMIHEHUE 3TUX onepauni nNbo OCyLLEeCTBRATb MX 3KBUBANEHTHbIA KOHTPOIb.
Mepen vcnonb3oBaHNMEM MCXOOHOIO Cbipbsi MPOM3BOACTBEHHbIVM NEepCoHan AOMKEH yAOCTOBEPUTLCS B TOM, YTO
OHO AENCTBUTENBHO ABIISETCH TEM CbipbEM, KOTOPOE yKa3aHO B 3anuCsiX MO MPOU3BOACTBY Cepuu AN AaHHOW
npomMexxyTovHon npogykumm nnn ASC.

8.13 CneayeT ycTaHOBMTb HabnaeHve wnu nogsepraTb SKBMBANEHTHOMY KOHTPOMIO W Apyrue
KpUTUYECKNE TEXHOMOIrMYECKne onepauum.

8.14 Ha onpegeneHHbIX CTagusaX TEXHOMOrMYECKOro npouecca aktuyeckme BbIXoAbl creayet
COMoCTaBnATb C oXuaaembiMu Bbixogamn. Oxugaemble BbIXOAbl M COOTBETCTBYWOLUME npedensl criegyeT
onpefenaTb Ha OCHOBaHUW AaHHbIX MPOBEAEHHbIX paHee nabopaTopHbIX, OMbITHBIX WU MPOMbILLIEHHBLIX
ucnblTaHuin. MNMPUYMHBI OTKNOHEHWI OT OXMAAEeMOro BbIXOA4a, CBA3aHHbIE C KPUTUYECKUMWU CTaausiMu npouecca,
OOMKHbl BbITb paccnegoBaHbl, 4TOObI onpedenuTb WX BAMSAHME (MMM BO3MOXHOE BNWSHWE) Ha KavyecTBO
COOTBETCTBYHLLMX CEPUMNA.
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8.15 Jlioboe OTKMOHEeHWe AO0MKHO ObiTb OMOPMIIEHO AOKYMEHTaNbHO C YKasaHWeM MPUYMH OTKITOHEHMS.
Nio6oe kpuTuveckoe OTKMOHEHNE AOMKHO BbITb paccrefoBaHo.

8.16 TexHONOrMyecknin cTatyc OCHOBHbIX eanHuL, o6opyaoBaHMA cneayeT ykasbiBaTb MO0 Ha KOHKPETHbIX
eouHuuax obopyaoBaHusi, NMOBO B COOTBETCTBYHOLLEN AOKyMeHTauun, nnbo dukcmpoBaTb B CcuUCTEME
KOMMNBbIOTEPHOIO KOHTPOSISA, NMMBO C NOMOLLBIO anbTePHATUBHBLIX METOAOB.

8.17 Heobxoammo Hagnexawmm o6pa3oM KOHTPONUpPOBaTb MaTepuanbl, nNpeAHasHayYeHHble Ans
MOBTOPHOrO UCMONb30BaHWUA WM nepepaboTkn, C LUenblo npeaoTBpalleHns uxX ucnonb3oBaHusa 6Ges
COOTBETCTBYIOLLErO paspeLleHus.

8.2 OrpaHnyeHne BpeMeHU BbINONIHEHUs onepauumn

8.20 Ecnu B TEXHONOIMYECKON MHCTPYKLUMM (6.41 HAcTosILEN YacTU) YCTAHOBIEHbI OrPaHUYEHNUS] BPEMEHN,
ux cnepyet cobniogatb Ana obecnevyeHus kadectsa NpomexxyTouyHow npoaykumm n A®C. OTKNOHEHUS OT 3TUX
orpaHuyeHun cnegyet odopMnATb LOKYMEHTaNbHO U MPOBOAMTb OLEHKY OTKIIOHEHWW. YKa3aHHble Bbllle
OfpaHMYEHUss MOryT He BBOAMTBCS MpWM MPOBEAEHUM TEXHONMOMMYEecKoro mnpouecca A0 [OOCTMXKEHUS
YCTAHOBMEHHbIX  3HA4YeHMN napaMeTpoB (Hampumep, OOCTWXKEHME  HEeOoOXoAMMOro  3HayeHwus  pH,
rmaporeHu3aumsi, Ccylka OO0 MpefBapuTenbHO YCTAHOBMEHHOW BENMUYMHBbI MapameTpa), ecnv 3aBeplueHue
peakuMi unu CcTagui npouecca OnpefensieTcss nocpeacTBom oTbopa npob v ucnbiTaHWiA B npouecce
npovs3BoacTBa.

8.21 MNpoMeXyTouHY0 NPOAYKLMIO, NpedHasHauYeHHY AN AanbHelwein o6paboTku, crieqyeT XpaHuTb Npu
onpeaernieHHbIX YCIoBUsAX, YToObl 06ecrneynTb ee NPUrogHoCTb ANs AarnbHenLero Ncnonb3oBaHus.

8.3 OT60p NpO6 M KOHTPONbL B NpoLecce NPOU3BOACTBA

8.30 Cnepnyet pa3paboTaTb MUCbMEHHbBIE MHCTPYKLMM MO MOHUTOPUHIY NpoLiecca U KOHTPONS BbINOMHEHNS
Tex CTaguin npouecca, KOTopble ABMASKOTCS MPUYUMHOWM HEMOCTOSIHCTBA MoKasaTernen KayecTBa NMPOMEXYTOYHOM
npoaykuun n A®C. MNMopagok NnpoBedeHMs KOHTPONSA B npouecce Npou3BOACTBA M COOTBETCTBYIOLUME KPUTEPUN
NpMeMNemMocT OMpeaensitoT Ha OCHOBaHMM MHGOPMAaLMK, MOMYYEHHOW Ha cTagum pas3paboTku, MM Ha
OCHOBaHuM onbiTa, NpMobpeTaemoro B nNpoLecce Npon3BoAcTBa.

8.31 Kputepun npuvemnemocTtu, TMn M OOBbEM MWCMBITAHUA MOTYT 3aBUCETb OT MPUPOAbI BbIMyCKaeMbIX
NPOMEXYTOYHOW Mpogykumm n APC, peakumm nnvM cTaguu npouecca M CTeneHW BIUSIHUS TEXHOJOrMYECKOro
npouecca Ha HeNoCTOSIHCTBO KayecTBa npoAykumu. Ha HavanbHbIX cTagusix npolecca JonycTMMO NpoBedeHne
MEeHee >XeCTKOro KOHTpOMs B MpoLecce NPOM3BOACTBA, Torda Kak Ha Gornee no3gHUX cragusix npouecca
(Hanpumep, cTaguu BblAENEHUS U OYMCTKUN) CriegyeT NpoBOANTb Bonee KeCTKUA KOHTPOTb.

8.32 Kputndeckme atanbl KOHTPOMSA B Mpolecce NPOM3BOACTBA (M MOHUTOPWUHI KPUTUYECKMX MPOLLECCOB),
BKITOYAA TOYKM U METOAbl KOHTPONS, AOMKHbI ObITb M3MOXEHbI B MUCbMEHHOM BUAE WU YTBEPXOEHbl OTAENOM
KayecTsa.

8.33 KoHTpornb B npoLiecce Npov3BoACTBa MOXET OCYLLECTBATE KBANUMLMPOBAHHBIN MPON3BOACTBEHHBIN
nepcoHan. KoppektupoBaTb OaHHbIA Npouecc Mpou3BOACTBa MOXHO 6e3 npeaBapuTenbHOM CaHKuuM otaena
KadecTBa, €Cnv Takas KOpPPEKTUPOBKA HEe BbIXOAUT 3@ paMKM 3apaHee YCTaHOBMEHHbIX MPEaerioB,
YTBEPXKAEHHBIX OTAENOM KavecTBa. Bce ucnbitaHns v nx pesynbTaTthl cregyeT 0opMsTb JOKYMEHTANBbHO Kak
YyacTb 3anucer Ha cepuio (JOCbe Ha cepuio).

8.34 Metogbl oTbopa npob6 And matepuanos, MWCNOMb3YWOLWMXCA B npouecce MNpou3BOACTBA,
nNpoMeXxyTo4Hon npogykuum n APC, formkHbl ObiTb 3adUKCMPOBaHbl B MUCbMEHHBLIX MHCTPYKUMAX. [naHbl
oTbopa Npob 1 MeTOAMKN JOMKHbI 6a3mpoBaTbCca Ha Hay4HO 0O0CHOBaHHOM nopsiake oTdopa npob.

8.35 OTb6op nNpo6 B npouecce MPOM3BOACTBA CliedyeT OCYLWECTBNATb C WCMONb30BaHMEM NpoLeayp,
npeaycMaTpyBamLMX MpefoTBpalleHne KOHTaMMHaLMU OTOOpaHHOro marepvana 1M Opyron nNpoMeXyTOYHOM
npoaykumm mnn APC. Heobxogumo paspabortaTb npoueaypbl Ans obecnevyeHmsi COXpaHEeHUs LeNOCTHOCTU
obpasuoB nocne otbopa.

8.36 lNpu npoBefeHUN WCMbITAHUMI B MpoLecce MNPOU3BOACTBA, KOTOPbIE OCYLLECTBASIOTCA C LUeNblo
MOHUTOpMHIra ” (UnM) KOPPEKTUPOBKM MpoLecca, Kak npaBwuno, He Tpebyetcda paccrnegoBaTb Criyyvau
HEeCOOTBETCTBUSA CneLUnpPuKkaLmnsam.

8.4 CmewmBaHue cepui NpoOMeEXyToyHOU npoayKummn unm A®C

8.40 B HacToslen 4acTu MOHATUE «CMEeLUMBaHME» O3HadaeT npouecc oO0beauHeHWs BelecTB Ans
Nnony4eHnsl OOHOPOAHOM MPOMEXYTOYHOW npoaykumm unu APC, Ha KOTOpyl BblgaeTcs ofgHa creumdukaums.
CwmelumBaHue B npouecce NpPou3BOACTBA YacTeln OOHOM U TOM Xe cepumn (Hanpumep, 00beguHEHNEe HECKOSbKUX
3arpy3ok UeHTpudyrn M3 OAHOM Ccepun, MNOMy4YEeHHOW npwu Kpuctannusauum) unu obbeauHeHue 4acTemn
pasnuuHbIX cepuii AnNs nocnegywowen obpaboTkm cumTaeTca 4YacTblo TEXHOMNMOrMYeckoro npouecca M He
paccMaTpuBaETCA Kak CMeLlnBaHue.

8.41 HeponycTumMoO cmMmelnBaHWe B npouecce MNPOM3BOACTBA CEpPUA BeLecTB WK Npoaykumm, He
oTBevawLWux TpeboBaHMAM chneumdukaumii, ¢ OpYruMu cepusiMuM TakMx BELLeCTB WNU NPOAYKUMM C Lenbio
obecnedeHna cooTeeTCTBMA crneundukaumam. Kaxpas cepus, Bxogsiwas B COCTaB CMeCW, O0mkHa ObiTb
nponssBegeHa MO YCTAHOBIIEHHOW TEXHOMOrMK, WUCMblTaHa OTAenbHO OT ApYyrMx Ccepuin U OOSKHa
COOTBETCTBOBATb YCTAHOBSIEHHbLIM Cneuudukaumam nepes cMelmBaHmeMm.
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8.42 Onepauuu cMeluvMBaHWs NpuemsniemMbl B YaCTHOCTM OJ1S:

- cMeLmMBaHuA HebonbLUMX Cepun ANs YBENMYEHUs pa3mepa cepuu;

- CMeLLMBaHNs OCTaTKOB (TO €CTb OTHOCUTENbHO HEBOMbLUMX KONMUYECTB BbIOENEHHOro BeLLeCcTBa) cepun
OOHOW 1 TOW e NPOMEXYTOYHOW NPOAYKUMM Unmn ogHon 1 Ton xe A®C ans nonyvyeHns eguHon cepun.

8.43 Tlpoueccbl cmelMBaHUA credyeT Hagnexawmm obpa3oMm KOHTponupoBatb W 0pOpMAATb
OOKyMeHTanbHO. [onyyeHHyo B pesynbTaTe CMeLUMBaHWS Cepuio Npu HeobxoaumocTu crnefyeT noasepratb
UCMbITAHVAM Ha COOTBETCTBME YCTAHOBIIEHHbLIM CrieUndUuKaLnsam.

8.44 3anucu, oTHOcAWMecs K cepun (OOCbe Ha Cepuio) M OTpaxawlue CMelnBaHue, LOIDKHbI
obecneynBaTb BO3MOXHOCTb OOpaTHOro NPOCMNEXMBaHUSA OTAENbHbLIX CEPUA, U3 KOTOPbIX CAeNaHa CMecCh.

8.45 B Tex cny4asix, korga cpusundeckmne xapakrepuctukm A®C asnsatoTca kputudeckumu (Hanpumep, APC,
npegHasHadeHHble Ansi MoNydeHus TBepAblX JIEKApCTBEHHbIX (POPM MM CYCMeH3Wn Onsd npvema BHYTPb),
onepauun CmelLuMBaHUA cnefyeT BanuaupoBaTb, YTOObI NPOAEMOHCTPUPOBAaTbL OAHOPOLAHOCTb OObEeAMHEHHOW
cepuun. Banvpaums gomkHa BKNoYaTb NPOBeAEHNE UCMbITAaHUA NPOAYKUMM MO KPUTUYECKUM XapaKTepUCTUKaM,
Ha KOTOpble MOXET OKa3aTb BNUSHME MPOLECC CMeLLUMBaHNS (Hanpumep, pacnpegeneHne 4actul no pasmepam,
HaCbIMHOMW NSIOTHOCTU U MNAOTHOCTM NPU YNIIOTHEHUN).

8.46 Ecnn cmellnBaHME MOXET OKas3aTb OTpuuaTtenbHOe BO3OEeNCTBME Ha CTabunbHOCTb, crnegyet
NPOBECTMW UCMbITAHNSI CTabMMBHOCTU OKOHYATENbHbIX CEPUN, MONYYEHHbIX B pe3yrbTaTe CMELLMBaHWS.

8.47 [laTy OKOHYaHWsI CpoKa rogHOCTW MnK AaTy NpoBeAEHUs1 MOBTOPHbIX UCMbITAHWUI CEPUN, NONYYEHHOMN B
pesynbTaTte CMELUMBaHUA, cnefyeT onpeensiTb Ha OCHOBaHWM AaTbl MPOU3BOACTBA CaMbIX CTapbiX OCTaTKOB
WM caMmon CTapoun Cepun B CMECH.

8.5 KoHTponb KOHTaMUHaLUMKU

8.50 OcTaTkn BeLLEeCTB MOXHO BHOCUTb B MoOcCregylLlme cepum TON Xe MPOMEXYTOYHOW MpoayKUUKM Unu
ADPC npu ycrnoBuym COOTBETCTBYHOLLErO KOHTponsd. OTO MoryT ObiTb OCTaTkuM, HamnunwimMe Ha CTEHKY
N3MenbYnUTEeNs, CINOW BIaXHbIX KPUCTamnnoB, OCTaBLUMXCS HA CTeHKax Oaka ueHTpudyrn nocrie pasrpysku, u
ocTaTku, obpasoBaBLUMECH B pe3ynbTaTe HEMOHOWM BbIFPY3KU XUOKOCTEN UM KPUCTANIoB 13 paboyven eMKoCTH
npy NepeHoce BeLLecTBa Ha CriedyrwoLlyo cTaguio npouecca. Takoe BHECEHME He AOMKHO NOoBMedvb 3a cobon
nepeHoca NPOAYKTOB Pa3roXeHUs UM MUKPOBHOM KOHTaMUHaUMK, KOTopble MOTYT OTpULIATENbHO MOBAMATL Ha
YCTaHOBMEHHbIN Npodunb npumecen ASC.

8.51 TexHomornyeckne onepauuuM criegyeT MpoBOAMTL Takum obpas3om, 4YTOObI MpedoTBpaTUTb
KOHTaMMHaLMI0 NPOMEXYTOUYHOW npoaykumm unu AOC gpyrumun BeLlecTBamu.

8.52 C uenbio NpedoTBpalleHns KOHTaMuHauunm crnegyeT cobniogatb ocobble Mepbl MPefoCTOPOXHOCTH
npu padote ¢ AOC nocne ee 04YNCTKW.

9 YnakoBka w wuaeHTudumuympyrowasa wmapkmpoBka APC M  npomMexyTovyHOM
npoaykKuum

9.1 O6wue TpeboBaHUA

9.10 JormkHbl 6bITb NPUHATHLI B hOpMeE NMCbMEHHOTO JOKYMEHTA MpoLieaypbl, B KOTOPbIX ONUCaHbl NpUeMKa,
naeHTUdMKaLMs, NOMELLEHUe B KapaHTWH, oTbop npob, wccrnefoBaHve W (MNK) wUcnbiTaHMe W Bblaada
paspeLleHns Ha UCMONb30BaHWE MaTepraroB ANs YNakoBKA U MapKUPOBKK, a Takke obpalleHne ¢ HUMMK.

9.11 MaTepuanbl AnNA  YNAKOBKM WM MapKMpPOBKM  [OOMKHbI  COOTBETCTBOBATb  YCTAHOBIIEHHbLIM
cneundurkaumam. MaTepuanbl Ans yNakoBKM U MapKUPOBKW, HE COOTBETCTBYKOLUME TakMM creundukaumusm,
OOMKHbI ObITb OTKIOHEHbI AN NPeaoTBPaLLEHNS X UCMOSIb30BaHUsI MPU BLIMONIHEHUW Onepauni, Ans KOTOpPbIX
OHMW HEMPUIOAHbI.

9.12 CnefyeT BeCTW 3anucu ANsi KaXO4oW MOCTaBKM 3TMKETOK U YNaKOBOYHbIX MaTepuarioB C ykasaHWeM
OaHHbIX 06 UX NpUeMke, NPOBEPKE UMW UCTIbITAHWK, a Takke 00 UX NPUHSATUM U OTKIOHEHUM.

9.2 YnakoBOYHbIe MaTepuarnbl

9.20 KoHTelHepbl (ynakoBKM) AOIMKHbI 06ecnevnmBaTh Haanexallylo 3awmuty OT NopYy UK KOHTaMuHauMm
npoMexxyTovHon npogykumm unm A®C Bo Bpems TPaHCMOPTUPOBAHUA U XPaHEHMS MPOMEXYTOYHOW MPOAYKUMM
unn A®C B pekoMeHOYyEeMbIX YCMOBUSX.

9.21 KoHTelHepbl (ynakoBKW) AOMKHbI ObiTb YUCTBIMU W, €Crn 3TOro TpebyeT XapaKTep NPOMEXYTOYHON
npogykuum unu APC, nogeepratbCsi caHuWTapHouW obpaboTke ans obecneyeHus WX MNPUrogHOCTM AN
MCMONb30BaHMA MO Ha3HavyeHuio. Takve KOHTeWHepbl (YnakoBKW) He [OOMKHbl obragaTb XUMWYECKOW
aKTMBHOCTbIO, abcopbupyloLWMMM CBONCTBAMU UIU CMYXWUTb MUCTOYHWKOM MOCTOPOHHUX MpuMecen, 4Tobbl He
Bbl3bIBaTb M3MEHEHUIN KayecTBa MPOMEXYTOYHOW npodykuum unu APC ceBepx npenenos, YCTaHOBMEHHbLIX B
cneundukaumnm.

9.22 Ecnu KoHTenHepbl (YNakoBKW) NpeAHasHaveHbl 45t MOBTOPHOIO UCMOSb30BaHUs, UX cnegyeT ounaThb
B COOTBETCTBUM C MUCLMEHHBLIMU MHCTPYKUMAMW, @ BCe MNpeablaylume STUKETKU OOMXKHbl 6blTb yAaneHsbl unm
cTepThl.
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9.3 Bblaaya 3TUKETOK U KOHTPOIb

9.30 [octyn B 30Hbl XpaHEHMS1 JTUKETOK [J0omkeH ObiTb paspeleH TOMbKO nuuaMm, UMELMM
COOTBETCTBYHOLLME MOSTHOMOUHUSI.

9.31 CnegyeTr npumMeHATb npouenypbl COMOCTABNEHUA KONMMYECTBA BbIAAHHbIX 3TUMKETOK, KONMUYEeCTBY
NCMOMb30BaHHbIX Y BO3BPALLEHHbBIX 3TUKETOK, YTOObI MOXHO ObINIO OLEHUTb PaCXOXAEHUS MEXAY KONMMYeCTBOM
MapKMPOBaHHbIX YMakOBOK W  KONMMYECTBOM BblOaHHbIX 9TUKETOK. PakTbl pacxoxaeHus Heobxoammo
paccrnenoBaTb, a NOMyYeHHble pe3ynbTaThl AOMKHbI OblTh YTBEPXKAEHbI OTAENOM (OTAEenamMn) KavyecTaa.

9.32 Bce HeWCnorib30BaHHbIE 3TUKETKM C HOMEepamu Cepui UnNn Opyro HaHeCeHHoW WHdopMaunen,
OTHOCSALLENCH K 3TUM CepusM, crieayeT yHUYTOXaTb. Bo3BpalleHHble 3TUKETKU crneayeT coaepXaTb U XpaHUTb
Takum obpasom, YTOObI NpeaoTBpaTUTL NepenyTbiBaHWe U 06ecneunTb Hagnexally naeHTudmkauuio.

9.33 YcTapeBLUMe 3TUKETKN U 3TUKETKN C MPOCPOYEHHBIMW JaTaMy CieayeT YHUYTOXaThb.

9.34 O6opynoBaHue, UCMONb3yemMoe Ansi U3rOTOBMEHWS STMKETOK Mpu onepauusx YnakoBku, crneayet
KOHTPONMpoOBaTh B Lensax obecnevyeHnsi COoTBETCTBMS BCEX OTTUCKOB NeYaTHOMY TEKCTY, yKa3aHHOMY B 3amnmncax
Mo NPOV3BOACTBY CEPUMN.

9.35 OTneyaTaHHble 3TUKETKW, BbljaBaemble ONS ONpefeneHHON cepuu, crneayeT TwaTenbHO NPOBepsThb
Ha npegMeT WX MNOAJSIMHHOCTU W COOTBETCTBUSA cneundukaumsam, nNpuBegeHHbIM B OCHOBHBIX 3anucsax
npouseBoacTea. Pe3ynbTaThl Takon NpoBepku cnegyet ohopMIsTb JOKYMEHTarbHO.

9.36 OG6pasey oTNe4YaTaHHOW 3TUKETKW, COOTBETCTBYIOLUMA WCMOMb30BaHHLIM 3TUMKETKaM, cregyeT
BKIOYaTh B 3an1cuy No Npoun3BOACTBY CEPUM.

9.4 Onepauun No ynakoBke U MapKMpOBKe

9.40 [JomkHbl OblITb B HamMyMm [OKYMEHTanbHO OMOPMIIEHHbIE WHCTPYKUWUW, NpedHa3HayYeHHble Ans
obecneyeHns NPaBUNbLHOIO UCMOMb30BaHNS YNaKOBOYHbIX MaTepuanos N 9TUKETOK.

9.41 B onepauusix N0 MapKMpoBKe AOIMKHO ObiTb NPeayCMOTPeHO npedoTBpalleHne nepenyTbiBaHus.
Heobxooumo usmyeckoe Mnm NPoCTPaHCTBEHHOE pasgeneHne paboT, CBA3aHHbIX C Pa3HOW MPOMEXYTOYHOM
npoaykuunen nnn ASC.

9.42 3TuKeTKN, UCNOMb3yeMble ANA MapKUPOBKN Hapy>XHON MOBEPXHOCTU KOHTEMHEPOB C MPOMEXYTOUYHON
npoaykuunen nnn A®C, AomkHbl cogepKaTb Ha3BaHUe NN NOEeHTUMUKALMOHHBIA KO4, HOMEP Cepun NPoAyKL MK
M YCNOBUSA XpaHeHWs, ecnu Takas uHdopMauus SBMASETCA KpuTuyeckom aAns obecrneveHus KayecTBa
npomexyTo4Houn npoaykuuu nnn A®C.

9.43 Ecnu npomexyTodHasa npogykums unu APC npegHasHayeHbl AN TPaHCMOPTUPOBKM 3a npegenbl
cdrepbl KOHTPONSA CUCTEMBI YpaBNeHUs MmaTtepuanamm npons3BoauTens, To Ha 3TUKETKe criefyeT yKasaTb Takke
HaumeHOBaHVWe npou3BOAUTENS W agpec Npou3BOAMTENs, KOMMYECTBO COOEPXUMOro, ocobble YCnoBus
TpPaHCNoOpTMPOBaHWUA W chneumanbHble TpeboBaHWs, YCTaHOBMEHHble 3akoHodaTenbCTBOM PecnyGnuku
Benapycb. Ona npomexyTtoyHon npoaykumm u ADC, KOTOpble MMEKT YCTAHOBMEHHbIW CPOK rogHOCTU, Ha
3TMKETKE U B cepTudmkate aHanm3a crnegyeT ykasbiBaTb AaTy UCTEYEHNS Cpoka rogHOCTU. [ns npoMexyTO4YHOM
npoaykuum n A®C, Ona KOTOpbIX yCTaHOBMEHa gaTa MOBTOPHbLIX MCMbITAHWWA, 3Ty gaTy cregyeT ykasaTb Ha
aTukeTke n (Mnu) B cepTndmkate aHanmaa.

9.44 TomelleHuss n obopyaoBaHWe ONS YNakoBKM M MapKMPOBKW crieqyeT NpoBepuTb HenocpeaCcTBEHHO
nepeg wx WCMNONb3oBaHMeM, 4Tobbl yb6eauTbCs, Y4TO yAaneHbl Bce MmaTtepuarnbl, KOTOpble He HYXXHbl Anis
criegytolleri onepauun ynakoBku. Takad npoBepka AoimkHa ObiTb 0OpMIieHa AOKYMEeHTanbHO B 3anuncsx Mo
NMPOM3BOACTBY CEpUW, PErucTpauMOoHHbIX XXypHanax Ans NoMeLlleHWd u akcnnyaTtauum obopydoBaHusa wnu
OTpaxeHa B APYron CUCTEME AOKYMEHTANbHOMO OMOPMIEHUS.

9.45 YnakoBaHHY M MapKMpoOBaHHYH MPOMEXYTOYHYHO npoaykumio unm APC cnegyeTt npoBeputb, YTOObI
ybeantbes, Y4TO NepBUYHas M BTOPUYHANA ynakoBKa AN CEpUU UMEIOT NPaBWUibHYI0 MapKMpOBKY. OTa npoBepka
AOIKHa ObITb YacTblo onepaumn No ynakoBke. Pe3ynbTaTbl Takon NPOBEPKN AOMKHbI ObITb OTPaXeHbl B 3anmcsax
Mo NPOM3BOACTBY CEPUN UITM JOKYMEHTaxX MO €€ KOHTPOSIIO.

9.46 YnakoBKkM C MPOMEXyTouHon npoaykuunen unu A®C, noanexaiume TpaHCNoOpTUPOBaHUIO 3a npeaensl
cdepbl KOHTPOMNS Mpou3BoAUTENs, criegyeT onnombupoBaTb Takum obpa3om, 4ToObl B Criyyae HapyLlleHWs
nnomObl NN ee OTCYTCTBMSA NonydaTernib Mor obpaTtuTe BHUMaHUe Ha BO3MOXHOCTb U3MEHEHUST COAEPXKUMOTO.

10 XpaHeHue u peanusauus

10.1 XpaHeHue Ha cknage

10.10 Ons xpaHeHWst BCeX maTepuarnoB MpyM COOTBETCTBYIOLUUX YCMNOBUSIX (Hanpumep, KOHTPONMpyemble
TemnepaTypa 1 BNaXXHOCTb Npu HeoBXoAMMOCTW) cnedyeT NoAroTOBUThL NMOMELLEHNS U TEXHUYEeCKue cpeacTaa.
CnegyeT BecTu 3anvcu MapamMeTpoB ITUX YCIOBUWM, €CIU OHWU SBMSIIOTCSH KPUTUYECKMMMU ANsi COXPaHEeHusi
CBOWCTB MaTepuaros.

10.11 Ecnu He wumeeTcs ApyroM cCUCTEMbl AOnNs  NpedoTBpalleHus  HenpeaHamMepeHHOro  unu
HECaHKLUMOHMPOBAHHOIO MCMOMb30BaHMS HaXOASLWUXCA B KapaHTUHE, OTKMOHEHHbIX, BO3BPAaLLEHHbIX Wnux
OTO3BaHHbIX MarepuanoB, TO cnefyeT BblAenuTb OTAENbHble 30Hbl ANA BPEMEHHOr0 XpaHeHUs YKa3aHHbIX
MaTepunanos 0 NPUHATUS pelleHns 06 Ux MCnonb30BaHUN.
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10.2 Peanusauun

10.20 Peanusauna APC 1 NpoOMEXYTOYHbIX MPOAYKTOB TPETbUM CTOPOHaM AOMycKaeTCs TONbKO nocne
Bbldauyn OTOEenoM (OTAenamn) KadecTBa paspelleHuMii Ha UX BbIMYCKW, NMOATBEPXKOEHUS COOTBETCTBMS CEpUM
YnonHomMmoueHHbIM nuuomM. A®C 1 npomexyTouHasi MPOAYKUMS, Haxodsawmecsi B KapaHTUHe MoryT ObiTb
nepegaHbl B gpyroe nogpasgeneHue, Bxogsilee B cdepy KOHTPOMsi MPOM3BOAUTENS, €Cnv 3TO paspeLLeHo
oTAenom (oTgenamu) kayectsa v NPU HANUYMM HEOHBXOAMMOrO KOHTPOMA U COOTBETCTBYIOLLEN AOKYMEHTALMN.

10.21 Ycnoeusi TpaHcnopTupoBaHuss A®PC 1 NpPOMEXYTOYHOW NPOAYKUMM He [OMKHblI OKasblBaTb
oTpuUaTeNbHOro BO3AENCTBMS Ha UX Ka4eCTBO.

10.22 Ocobble ycnoBust TpaHCNOPTUPOBaHNS nn xpaHeHnss AOC nnm NnpoMexxyTouHOM NpoayKUMn OOSKHbI
ObITb YKa3aHbl Ha 3TUKETKE.

10.23 lNMpounseoguTenb OOMKEH yOeanTbCs B TOM, YTO NOAPSAYNK, OTBETCTBEHHLIN 3a nepeBo3ky APC mnm
NPOMEXYTOYHOM NPOAYKLUKN, OCBEOOMIIEH O COOTBETCTBYHOLLMX YCITOBUSX TPAHCMOPTUPOBAHUS U XpPaHEHUST U
cobntogaeT ux.

10.24 NomxHa 6bITb BHEAPEHA cUCTEMA Mep, NO3BoMsLWasa 6bICTPO YCTAHOBUTL NYTU peanusaunn Kaxxaomn
CepuM NPOMEXYTOYHOM npoaykumm u (nnn) AOGC n ocyecTBUTb UX OT3bIB.

11 JlaGopaTopHbIN KOHTPOIb

11.1 O6WMIN KOHTpPOIb

11.10 HesaBucumbln otaen (oTaenel) kKa4ecTBa AO/PKEH MMETb B CBOEM PaCMoOpsXeHUM COOTBETCTBYHOLLME
nabopaTtopHble NoMeLLeHnsa 1 06opyaoBaHue.

11.11 [omkHbl ObiTb B HanmMyuuM MUCbMEHHbIE WHCTPYKLUUKU, OnucbiBawowme otbop npobd, npoBeaeHue
ucnblTaHuin, ogobpeHne nnu OTKINOHEHWE MaTepuarnoB, a TakKe AOKYMeHTanbHOe OgOpMIIEHUE U XpaHeHue
nabopaTtopHbIXx AaHHbIX. BepeHve nabopaTopHbIX 3anucen AOMKHO COOTBETCTBOBATb TpeboBaHuaM 6.6
HacTosLLEN YacTu.

11.12 Bce cneuudmkaumn, nnaHbl otbopa npo6 W METOOUKM WCMbITAHUA [OIMPKHbI ObiTb Hay4HO
060CHOBaHbl U rapaHTMpoBaTb TO, YTO MCXOAHOE Cbipbe, NPOMexyTodHas npoaykums, APC, ITUKETKN K
yNakoBOYHbIE MaTepuarnbl COOTBETCTBYIOT YCTAHOBMEHHbIM CTaHgapTtaM KadectBa W (MNW)  YUCTOTHI.
Crneundmkaumm n MeToauKM UCMbITaHUA OOSMKHbI COOTBETCTBOBATb TpeboBaHMAM perncTpaumMoHHOro AOChbe.
MoryT GbITb Takke cneumMdukauum, JONONHSKLWME cneuudmrKkaumm perncTpaunoHHoro goceke. Cneundukaumm,
nnaHbl oT6opa Npob 1 MeTOAUKM NCMbITAHUIA, BKIOYash BHOCUMbIE B 3TV JOKYMEHTbI U3MEHEHWS], OOMMKHbI ObITh
COCTaBMeHbl COOTBETCTBYIOLUM noapasaeneHnemM, a Takke nposBepeHbl U yTBepXAeHbl oTaernomMm (otgenamm)
KauecTBa.

11.13 Cnepyet paspabortatb Hagnexawwue cneumcukaumm ang APC, cooTBETCTBYHOLUME MNPUHATLIM
CTaHdapTam W corfnacyloLwmecs ¢ npoueccom npoussoactsa. Cneundukauum OOMKHbI BKNOYaTb KOHTPOMb
npMMecen (HanpuMmep, OpPraHWYecKkMx U HEeOpraHWYecKkMx MpuUMecen, OCTaTOYHbIX pacTeoputenen). Ecnu
umeetcs cneuudmkauma ans A®C B OTHOLWEHMU MUKPOBMONOrMYECcKON YNCTOThI, TO AN obLiero konmyecTsa
MUWKPOOPraHM3mMoB M MpU  yKa3aHUM HedoMyCTUMbIX MWKPOOPraHM3MOB criegyeT YCTaHOBUTb Mpegensl,
Tpebywowme npuHatus mep, u cobnogate 3T TpeboBaHusa. Ecnm mmeetca cneuucdpmkauua gna APC B
OTHOLUEHMN coAepXaHus 3HAOTOKCMHOB, TO criegyeT YCTaHOBWTb COOTBETCTBYKOLIME npedensl, Tpebyowme
NPUHATKA Mep, 1 cobrnogaTe 3Tu TpeboBaHus.

11.14 Bce npouenypbl NabopaTopHOro KOHTPONSA AOMKHbI MPOBOAUTLCS B COOTBETCTBUMN C YTBEPKAEHHBIMU
WHCTPYKUUSMU U ODOPMASITBCSE B MUCbMEHHOM BMAE BO BPEMsi WX BbINMOMHEHUS. JlioOble OTKNOHEeHWst OT
BblLLIEyKa3aHHbIX Npoueayp cnegyeTt ohopMnaTb JOKYMEHTANbHO N OO BACHATD.

11.15 Jltobble nony4veHHble gaHHble O HECOOTBETCTBMM MOKa3aTenen kayecTBa crneuvdukaumm criegyet
paccnenoBaTb U AOKYMeEHTanbHO O(opMNSATb COrfacHO YCTaHOBIEHHOW npoueaype. B cooTBeTcTBUM C 3TON
npouenypow cnegyet npoaHanuavMpoBaTb AaHHble, AaTb OLEHKY TOr0, UMEKTCS NN CyLLEeCTBEHHble Npobnemsl,
onpegenuTb HeOOXOAMMbIE KOPPEKTMPYHOLME OENCTBUSA U caenaTb BbiBoAbl. J1lo6own NOBTOpHLIN 0T6Op Npob u
(urn) npoBefeHMe MOBTOPHbLIX WUCMbITAHWI MOCMEe MOMydYeHUs pe3ynbTaToB HECOOTBETCTBUMS cneumndukaummn
cnegyeT BbINOMHATbL COMNAacHO NMUCbMEHHOW npoueaype.

11.16 PeaktuBbl W CcTaHOapTHble pacTBOpPbl cneayeT roToBUTb U MapkupoBaTb B COOTBETCTBUMU C
NMUCbMEHHBIMU UHCTPYKUMAMKU. Ha nocyae € aHanuUTUYeCKMMW peakTMBamMu UMW CTaH4apTHbIMU pacTBopamu
(mpn HeobxoammocTun) crnefyeT ykasbiBaTb AaTy, 4O KOTOPOW OHM MOTYT UCMOMb30BaThCs («MCMONb3oBaTb A0
).

11.17 MNpw npouseoacTee APC cnegyeT umeTtb (NpyM HEOOXOAMMOCTU) NEPBUYHbBIE CTaHOAPTHbIE 06pasLbl.
NCTOYHUK Kaxaoro nepBMYHOro ctaHgapTHoro obpasua AorkeH 6biTb ykasaH B AoKyMeHTaumu. Heobxognmo
BECTM 3anuUcu XpaHeHUs1 Kaxaoro nepBMYHOro ctaHgapTHOro obpasua u ero Ucnosb3oBaHNs B COOTBETCTBUN C
pekomMeHAauMsamMu noctasLuymka. [epBryHble cTaHAapTHbIE 06pasLbl, NOMyYeHHbIEe M3 OrLManbHO NPU3HAHHBLIX
WUCTOYHWMKOB U XpaHsALWMecs B COOTBETCTBMM C pPeKOMeHAauusMW MOoCTaBLUMKa, Kak MpaBuIio, UCnonb3yloT 6e3
nNpoBeAeHNs UX UCNbITAHUN.

11.18 [pu OTCYTCTBMM NEPBUYHOrO CTaHAapTHoro obpasua y odwuuManbHO MNPU3HAHHOMO WUCTOYHMKA
cnegyeT paspaboTaTtb «BHYTPEHHMIY» MEPBUYHbBIA CTaHOApTHbIM obpaseu. [nd [OCTOBEPHOro YCTaHOBIEHWS
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NOANMMHHOCTU U YUCTOTbl TaKOro MEPBWYHOrO CTaHaapTHoro obpasua crefyeT nNpPoBeCTVM Haanexaliune
ucnbiTaHus. HeobxoanumMo coxpaHaTb COOTBETCTBYIOLLYIO JOKYMEHTAaLMI0 NPOBEeAEHNSA 3TUX UCTIbITAHUA.

11.19 BrtopwyHble cTaHgapTHble obpasubl cregyeT roToBUThb, MAEHTUUUMPOBATb, WUCMbITHIBATH,
yTBEPXOAaTb M XpaHUTb Hagnexawum obpasom. [lepen nepBbIM WUCMOMb30BaHMEM crnefyeT onpenensitb
NPUroaHOCTb (NPOBECTU NEPBUYHYIO KBaNM@UKaALIMIO) KaxXaoW cepyum BTOPUYHOrO cTaHgapTHoro obpasua nytem
CpaBHEHWs1 C MepBMYHbIM CTaHAApPTHbIM OOpa3uoM. Kaxayio cepuio BTOPUYHOrO CTaHaapTHoro obpasua
crnegyeT nepuognyecky nogsepratb MOBTOPHOW KBanudmkaumum B COOTBETCTBUM C MUCbMEHHbLIM NMPOTOKOSIOM.

11.2 UcnbiTaHUA NPOMEXYTOYHbIX NpoaykToB U A®C

11.20 [Ona kaxgow cepum npoMexyTodHon npoaykuum n APC crnegyeT npoBoauTb Heobxoaumble
nabopaTtopHble UCMbITaHWS C LUernbio NOATBEMKAEHNS COOTBETCTBMSA cneumduKaLmnsm.

11.21 Kak npaewuno, ansa kaxgoro A®C cnegyeT ycTaHaBnvBaTb Mpodunib NPUMECEN, OMUChIBAOLLMIA
MOEHTUULMPOBAHHbIE W  HEeWaeHTUMMUUPOBaHHbIE MNPMMECK, MNPUCYTCTBYIOLME B TUMNYHOW  Cepwuu,
Mony4yeHHOW B pe3ynbTaTe OMNpPedernieHHOro KOHTPONIMPYEMOro TexHonorndyeckoro npouecca. [lMpodwunb
npMMecen AOIMKEH BKMYaTb MAEHTUUKALMIO UMM OPYryl0 KayeCTBEHHYK aHanMTUYECKYH XapaKTepucTuKy
(Hanpumep, BpeMsa  yaepXKMBaHUSA), MNpedenbl COAepXaHUs  KaxOon obHapyXKvuBaemon npumecu u
Knaccudukaumio Kaxaon WaeHTUOUUMPOBAHHOW MNpuMMecK (Hanpumep, OpraHuMyeckass M HeopraHuyeckas
npumecu, pacteoputens). Npodunb nNpMMecen, Kak npaBuIio, 3aBUCUT OT OCODEHHOCTEW TEXHOITOMMYEeCKOro
npouecca un npoucxoxgeHna APC. Kak npasBuno, HeT HeobxogumocTun onpeaensaTb Npodunb npumecen Ans
A®DC pacTUTENbHOrO UM XUBOTHOIO NPOUCXOXAEeHUs. Bonpockl, cBsidaHHbIe C OMOTEXHONOIMEN, perynmpyoTcs
B COOTBETCTBMM C 3akoHoAaTenscTBom Pecnybnukn benapyce.

11.22 lMpodwmnb npumMmecer Yepes onpeaeneHHbIe MPOMEXYTKM BPEMEHM CNeQyeT CpaBHMBATbL C Npodunem
npuMmecen, NpPUBEAEHHbIM B PErmCTPaUMOHHBIX OOKYMEHTax, UnnM C paHee MONyYeHHbIMU OAaHHbIMKU, 4TOObI
0bOHapyXnTb un3mMeHeHuss B ADC, saBngwwmecss pesynbTaTOM W3MEHEHWW Cbipbs, NapaMeTpoB paboTbl
0bopyaoBaHUS UMW TEXHOSOMMYECKOro npouecca.

11.23 CnepgyeT npoBoAWTb COOTBETCTBYIOLUME MUKPOOMONOrMYeckMe MWCNbITaHUS AONS Kaxgon cepun
NpOMEXyToYHOM npoaykumm n A®C, ecnu nx Mmmkpobronornyeckast YACToTa HOpMUPYETCS.

11.3 Banupauus aHanuTu4eckMx Metoauk (cMm. pasaen 12 HacTosiLen YyacTtu)

11.4 Ceptnchukatbl aHanmsa

11.40 [Ons kaxgow cepunm MNpOMEXyTovHoW npoaykuun unm APC gomkeH BbldaBaTbCA OpurMHan
cepTudmkaTa aHanusa npu ero 3anpoce.

11.41 CeptudukaT aHanusa [AOrkeH cogepxaTb WHOPMaUMO O HaMMEHOBaHUN MNPOMEXYTOYHON
npogykuum unu A®PC, BkA4Yas npu HeobxoAMMoOCTM COpPT, HOMep cepum W gaTy Bbinycka. Ecnn gns
npomMexyToyHon npoaykuum unu APC ycTaHOBreHa faTta WCTeYeHUs CpoKa FOAHOCTW, 3Ty AaTty cregyet
yka3blBaTb Ha 9TUKETKe W B cepTudmkate aHanusa. Ecnn gnsa npomexyTtouHow npoaykumu wunu A®PC
yCTaHOBMeHa pfaTta MOBTOPHOIO MCNbITaHWs, TO 3Ty AaTy cregyeT YykasblBaTb Ha 3TukeTke u (unn) B
cepTudukate aHanusa.

11.42 B cepTtudmkaTe gorkeH ObiTb NpuBedeH NepedeHb BCeX UCMbITaHUA, NPOBeAEHHbIX B COOTBETCTBUM
Cc (hapmakonenHbiMn TpeboBaHuAMKW Mnn TpeboBaHusAMM MNOTpebuTens, BkMYas AONYCTMMble npedenbl, a
TakKe NonyYyeHHble KONMYECTBEHHbIE 3HAYEHUS (ecnu pe3ynbTaTbl UCMbITAHWUI TaKOBLIMWN SBNSAIOTCSA).

11.43 CepTuchmkat QomkeH cogepXaTtb gaty noanucaHus, Noanmcb YNONHOMOYEHHOTO COTPYAHMKa oTAena
(oToenoB) kayecTBa, HauMMeHOBaHWe, agpec W HoMmep TeredoHa nepBoHavanbHOro npoussoauTens. Ecrnu
aHanus Obln NpoBedeH NpeanpusaTeM MO MepeynakoBke (MOBTOPHON o6paboTke), B cepTudmkaTe aHanusa
cnegyeT ykasaTb HaumMmeHOBaHMe, agpec, Homep TenedoHa nNpeanpuaTUs MO MepeynakoBke (MOBTOPHOM
00paboTKe) 1 gaTb CCbIIKY HA HaMMEHOBaHWE NMepBOHAYaribHOro NPOU3BOANTENS.

11.44 Ecnun HoBble cepTudmkaTbl BblAAOTCA NpeanpuaTvem Mo nepeynakoBke (MOBTOpHOW obpaboTke),
nocTaBLUUKaMN UM YNONTHOMOYEHHLIMU UMW NLaMK, OEUACTBYIOWMMU OT CBOEro UMEHU UMW OT UMEHU 3TOro
npeonpuaTns, TO B HUX crnedyeT YyKasbiBaTb HaumMeHoOBaHue, agpec M Homep TenedoHa nabopaTtopuum,
NpoBOAUBLLEN aHANWU3bI.

Takne cepTudukaTbl OOMKHBLI Takke COAepXaTb CCbIfIKY HA HaMMeHOBaHMEe W afpec nepBoHaYanbHOro
npoussoauTens 1 nepBoHaYvanbHbI cepTUdmKaT cepun, Konusa KOTOpOro npunaraeTcs K HoBoMy cepTudumkary.

11.5 KoHTponb ctabunsHoctn A®C

11.50 Heo6xooMmo NpuHATL B POpPMeE MUCLMEHHONO AOKYMEHTa NporpamMmmMy NpoAorHKatLLMXCS UCMbITaHUR,
npeaHasHadeHHy Onsi KOHTpons ctabunbHocTM xapaktepuctuk ADC, nonyveHHble pesyrnbTaTbl UCMbITaHUR
HeobGX04MMO MCMonb3oBaTb AN MNOATBEPXKAEHWUS HaAneXaliMx YCIOBUA XpaHeHWs W JaT npoBefeHus
NOBTOPHbIX UCMLITAHWUIA UM NCTEYEHUs cpoka rogHocTn ADC.

11.51 MeToAMKM WCMbITAHUA, WCMNONb3yeMble MPU  WUCCMELOBAaHUN CTAOMMbHOCTKN, [OOIDKHbI MPONTU
Banugauuto n obecneunBaTh Nony4yeHne HeOOXOAMMbIX AAHHbLIX O CTAOUbHOCTHU.

11.52 OG6pasubl And WCNbITaHUA Ha CTabuNbHOCTbL CredyeT XpaHuTb B KOHTenHepax (ynakoBKax),
aHanornyHbIX KOMMeEp4YecKMM KOHTenHepam (ynakoBkam). Hanpumep, ecnu A®DC peanusyloT B MeLUKax,
yrnakoBaHHbIX B pnbpoBble GapabaHbl, To 06pasLbl AN UCNbITAHWI Ha CTAabUNBbHOCTL MOTYT ObITh yNakoBaHbl B
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MELLKM U3 TOro Xe MaTepmana, nomelleHHble B 6apabaHbl MeHbLLEro pasmepa, U3roToBIeHHbIe U3 Matepuana,
aHarnorM4yHoro unu naeHTU4Horo matepuany cubposbix 6apabaHos, B koTopbix AOC noctynaeT B Npoaaxy.

11.53 Kak npaBwno, B nporpaMMy MOHUTOpPMHIa CTabuNbHOCTU ANS NOATBEpXAEeHUs AaT npoBedeHus
NMOBTOPHbIX UCMLITAHUA MMM UCTEYEHUSI CPOKa rOOHOCTU AOMKHbI ObITb BKMKOYEHbI NepBble 3 peanusyemble
npon3BoAcTBeHHble cepun. OQHaKo ecnv AaHHble npeaBapuTenbHOro UCCneaoBaHUs CBUMAETENbCTBYIOT, YTO
ADC MOXET CoOXpaHATb CTabUNbHOCTb, NO KpanHeW Mepe, B TeYeHue 2 neT, A0NyCKaeTcsl UCNonNb3oBaTh MeHee
3 cepun.

11.54 B nporpammy NpOAOmKalLMXCA UCNbITaHMI CTabunbHOCTU HEOBXOAMMO BKMIOYATb Kak MUHUMYM
oOHy npowusBefeHHyto ceputo A®C B roa (3a WCKMYEHUEM TeX CriyyYaeB, Korga npou3BOACTBEHHbIE CEpUM B
JaHHOM rofy He BbIMyCKanucb) 1 MO KpanHen Mepe exXerogHo NMpoBOAMTbL €e UCMblTaHWs AN NoATBEpXKOeHWSs
cTabunbHoCTW.

11.55 Ona APC c KOPOTKMMW CPOKaMM XpaHEHMS UCMbITaHUss Heobxoaumo NpoBoauTb Yalle. Hanpumep,
ansa Tex buotexHonornyeckux, buonornyecknx n apyrux A®C, cpoku xpaHeHus KOTopbIX cCOCTaBnAwT 1 rog nnm
MeHbLUe, criegyeTt oTbupate obpasLbl AnS UCMBITAHUA HA CTAabUNBHOCTE Y NPOBOANUTL UCTBbITAHUSA EXEMECAYHO
B TeyeHue nepBbiXx 3 MecsueB, a 3aTteM kaxable 3 mecaua. Ecnu mmetoTca gaHHble, nogTBepxaarolime
coxpaHeHume ctabunbHocTn ADC, gonyckaeTcs UCKMIOYMTb HEKOTOpbIE MHTEpBanbl UCMbITaHWKA (Hanpumep, 9-
MECSIYHbIE UCTbITAHWSA).

11.56 YcnoBua XpaHeHWs Mpu NPOBELEHUM WUCMbITAHWMA Ha CTAOUNBHOCTb AOJSMKHbI MO BO3MOXHOCTU
cootBeTcTBOBaTb TKI431.

11.6 aTbl MICTe4YEeHUsA CPOKA rOAHOCTN MU NpoBeaeHUs1 NOBTOPHbLIX UCMbITAaHUN

11.60 Ecnu npomexyToyHas npoaykuus npegHasHadeHa And nepefadvn 3a npefenbsl cdepbl KOHTPOMA
CUCTEMbI yNpaBneHns maTepvanamu Npons3BoanTensa 1 Ans Hee onpederneHa gata UCTEYeHUss Cpoka rogHoOCTU
UnNM nNpoBedeHUs MOBTOPHbIX WCMbITaHUW, TO AorkHa OblTb nonydeHa wHdOpmauums, NOATBepXAaroLlas
CTabunbHOCTb MPOMEXYTOYHON NPOoAyKUMK (Hanpumep, onybnmnkoBaHHble AaHHbIe, pe3yrbTaTbl UCTIbITAHWA).

11.61 [aTbl uUCTeYeHUs CcpoKa TrO4HOCTM MMM NPOBEAEHMS MOBTOPHbIX WUCMbiTaHun APC  OomKHbI
OCHOBbIBaTbCA Ha pesynbTaTax OLEHKW AaHHbIX, NOMyYeHHbIX Npu n3yyeHun ctabunbHoctu. ObwenpuHATON
NpakTUKon siBnseTcs ykasaHve ana APC gatbl NpPoBedeHWs MOBTOPHBbIX UCMbITaHWWA, a He AaTbl UCTeYeHUus
CpoKa rogHocCTMU.

11.62 MNpepnBapuTenbHble AaThl UCTEYEHUS CPOKa FOAHOCTU UM NPOBEAEHNUS NOBTOPHbLIX UCMbITaHnin APC
MOTYT OCHOBbIBATbCH Ha pe3ynbTaTtax, NoMy4YeHHbIX A58 ONbITHbIX CEPUN, B CMEAYIOWUNX Criydasx:

1) ecnn gns OMNbITHbIX CEpPUMN MCNOMNb3YKTCA Cnocod npousBoAcTBa M Npoueaypbl, MogenupyroLiue
OKOHYaTenNbHbIV NPOLIECC MPOMbILLNEHHOIO NPON3BOACTBA;

2) ecnu kavectBo A®PC cooTBEeTCTBYeT KayecTBy BellecTBa, koTopoe 6OygeT BbinyckaTbCAd B
NPOMbILLIEHHOM MacluTabe.

11.63 [Insa npoBegeHWs NOBTOPHbIX UCMbITaHU cnedyeT oTbnpaTb penpes3eHTaTyBHbIe 06pasupbl.

11.7 ApxuBHble obpasubl

11.70 ApxuBHble 0bpasLpbl yNakoBbIBAOT U XPAHAT C LeNbio BO3MOXHOWN MocneayloLwen OLeHKN KayecTBa
cepunn A®C, HO He Ans NpoBedeHWs UCMbITaHUI Ha CTabUnNbHOCTb.

11.71 ApxuBHble obpasubl kaxagon cepun ADPC, Hagnexawwmm obpa3om MapKMpoBaHHble, crneayeT XpaHuTb
B TeyeHue 1 roga nocne gaTbl UCTEYEHUS CpOKa rofHOCTM Cepumn, KoTopas OnpeaenseTcs npou3BoauTenem,
unu B TedvyeHve 3 neT nocrne peanu3auMum cepuv B 3aBMCUMOCTM OT TOro, KakoW Cpok sBnseTtca Gonee
anvTenbHbiM. ApxuBHble 06pa3ubl APC C yCcTaHOBNEHHOW OAaToW MOBTOPHbLIX MCMbITaHUWA criegyeT XpaHuTb B
TeueHue 3 neT nocne TOro, kak cepus 6bina NONHOCTBLIO peannsoBaHa NPON3BoOAMTENEM.

11.72 Tlpu XpaHeHWn apxvMBHOro obpasua crnegyeT WCMOMb30BaTb TaKyld e CUCTEeMY KOHTeWHep
(ynakoBka), B KoTopoum XxpaHutca A®PC, unuM Takylo, KOTOpasd 3IKBMBANEHTHA CUCTEME  YNaKOBKW,
npegHasHadYeHHoOW Ans npogaxu, unu obecneunsaeT nydwyto 3awmTty. CrnegyeT XpaHUTb apxXuBHble 0bpasubl B
KonuyecTBe, [OOCTAaTOMHOM AN MNPOBEAEHUS Kak MWHUMYM 2 MOfHbIX aHanu3oB B COOTBETCTBUM C
TpeboBaHnaMM hbapmakonemHon CTaTby NN NPU OTCYTCTBUM hapMaKkonenHowm cTaTbl — 2 MOMHbIX aHanu3oB B
COOTBETCTBMM CO crneundukaumnen (HopMaTBHBIM AOKYMEHTOM MO Ka4ecTBy).

12 Banupauuns

12.1 NMonutnka Banngauumn

12.10 [lpousBoguTenem OOMKHA OblTb AOKYMEHTanbHO OQOPMIieHa KOHLUENUWUA B  OTHOLUEHWM
MOCTaBMEHHbIX Lienel 1 nogxoda K Banuaauvu, BKIOYas Banuaaumio TEXHOOMMYECKUX MPOLLeCcCoB, npoueayp
OYNCTKM, aHaNUTUYECKNX METOAMK, Mpouedyp KOHTPONs B MpOLEecce MpPOV3BOACTBA, KOMMbIOTEPU3NPOBAHHBLIX
CUCTEM, U B OTHOLUEHWM JML, OTBETCTBEHHbIX 3a pa3paboTKy, NMPOBEpKy, YTBEPXAEHVWE U [OKyMeHTaslbHoe
ohopMIIeHNe Kaxaoro aTana sanvaaumu.

12.11 Kputuyeckne napameTpbl (MokasaTenu) kavyecTBa, Kak MpaBurio, criedyeT onpedensTb Ha craguu
pa3paboTkM WM Ha OCHOBaHWMM OaHHbIX NpeABapuUTenbHOro onbiTa paboTbl. CnegyeT Takke onpeaenutb
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OManasoHbl 3HaYeHUN STUX KPUTUYECKMX MapamMeTpoB (MokasaTtenen) kadecTtBa, Heobxoaumble Ans
obecneyeHns BocnpomnssoaMMocT npoLecca. Npu atom Heobxoanmo:

- onpefenuTb KpuTudeckne nokasartenu kadectsa APC kak Nnpoaykumu;

- yKasaTb napamMeTpbl NpoLiecca, KOTopble MOTyT BNUATb Ha KpUTUYECKME NokasaTenu kavyectsa APC;

- YCTaHOBUTb AnanasoH 3HaYeHU Kaxgoro KpUTMYecKoro napameTpa npolecca, KoTopbln npeanonaraercs
ncnonb3oBaTh NPU CEPUNHOM NPOM3BOACTBE N KOHTPOINE npoLecca.

12.12 Onepauuun, KOTOpblE CUMTAKOTCA KpUTUYECKMMWU Ang KadectBa WM yuctotel ADC, nognexat
Banugauun.

12.2 lokymMeHTauLuA no Banuaauumn

12.20 [nsa kaxpgoro npouecca, nognexaliero Banuaauum, criegyet paspaboTaTb MPOTOKON Banuaauuu.
OTOT npoTokon f[omKeH OblITb NpoBepeH W yTBepXAeH oTaenoMm (otaenamu) kadectsa W - Apyrumu
COOTBETCTBYIOLLMMU CY>KOaMu.

12.21 B npoTokone BanugauuMm OOIKHbl ObiTb onpeaeneHbl KpUTUYEeCKMe CcTaguu npouecca U Kputepum
npueMnemMocTv, a Takke Bug NPOBOAMMONM Banupauuu (Hanpumep, PeTpOCrNeKTUBHAs, NEpPCNeKTUBHAS,
CONyTCTBYOLAsA) N KONMYECTBO NPOM3BOACTBEHHbIX LINKITOB.

12.22 OT4eT 0 Banvaaumm OSPKEH COAepXaTb NEPEKPECTHbIE CChINIKM Ha NPOTOKON Banuaauum, obobliatb
nony4eHHble pesynbTatbl U 0ObACHATL C COOTBETCTBYIOLLMMN BbiBOAAMMU Ntobble 0OHapPYXEHHbIe OTKITOHEHWS,
BKIMOYas pekoMeHayeMble U3BMEHEHNS OS5 UCNpaBneHnsa HeJOCTaTKOB.

12.23 Jlobble OTKMOHEHWSI OT NPOTOKOMa BanuMaauuuM AOOMMKHbl OblTb OGOPMIIEHbI OOKYMEHTAaNbHO C
COOTBETCTBYIOLLMM OBOCHOBaHUEM.

12.3 KBanndumkaums

12.30 [Jo Havana paboT no Banugauumu npoLecca cnefyeT 3aBeplUnTb Haanexally Ksanvdukauumio
KpuTnyeckoro obopyaoBaHmsa u BCNoMoraTernbHbIX cucTtem. KBanvdukauns 06bIMHO MPOBOAMTCS MO CleayoLwmnm
aTanam (no Kaxgomy aTany OTAENbHO UMM No BCEM 3Tanam B COBOKYMHOCTM):

kBanudumkauma npoekta (design qualification, DQ) — OoKyMeHTanbHO OdOpPMIEHHOE NOATBEPXAEHUE
TOro, YTO MNPEANOXEHHbIN MPOEKT MPOU3BOACTBEHHLIX MOMELLEHUA, 0BOopyAOBaHWS WNU CUCTEM SBMSETCH
NPUrogHbIM AS TPUMEHEHNS MO Ha3HAYEHMIO;

kBanudumkauma moHTaxa (installation qualification, Q) — gokymeHTanbHO ohopMneHHOe NOATBEPKAEHNE
TOroO, YTO MOHTaX NMOMELLEHUIA, cUCTEM U 06opyaoBaHMSA (YCTAHOBMNEHHBIX UMM MOAUMULNPOBAHHbIX) BbIMOMTHEH
B COOTBETCTBUM C YTBEPXOAEHHbIM MPOEKTOM, PeEKOMeHAauusMu npou3soguTens u (unu) TpeboBaHUsIMU
nonb3oBaTtens;

kBanudumkauma cdbyHkuMoHnpoBaHusa (operational qualification, OQ) — gokymeHTanbHO OgOpMMAeHHOoe
NOATBEPKAEHNE TOrO, YTO NMOMELLEHUS, CUCTEMbI U 060pPyAOBaHNE (YCTAaHOBMEHHBIE NN MOOUMULMPOBAHHbLIE)
OYHKLMOHMPYIOT B COOTBETCTBUM C NpeabsBAsemMbiMi TpeboBaHMAMU BO BCEX NPEeAyCMOTPEHHbIX pexmmax
paboThbl;

kBanudmkauma akcnnyatauum (performance qualification, PQ) — [gokymeHTanbHO odopMieHHoe
NOATBEPKAEHNE TOro, YTO NOMeELLEHNs, cucTeMbl U 060pyaOBaHME NPY COBMECTHOM MCNOMNb30BaHUM paboTaioT
3(PPEKTUBHO U  BOCMPOU3BOAATCA MNOKa3aTenu, COOTBETCTBYOLME YTBEPXKOEHHbIM TpeboBaHMAM U
XapakTepucTukam npouecca.

12.4 MNopaxoabl K Banupaumm npouecca

12.40 Banupaums npouecca — 3TO OOKYMeHTanbHO ocopMIieHHOe [oKa3aTenbCTBO TOro, YTO MpoLecc,
npoTeKawLLmii B Npeaenax ycTaHOBMEHHbIX NapamMeTpoB, obecneynBaeT appekTUBHOE 1 C BOCMPOM3BOAUMbBIMU
pesynbTataMmy MNpPOU3BOACTBO MPOMEXYTOUYHOW npoaykuun unn APC, COOTBETCTBYHOLIMX MNpenBapuTesrbHO
3afaHHbIM cneundukaLmaM 1 nokasaTensam KavyecTea.

12.41 CywectByeT 3 noaxoga K Banugaumn. [NepcnekTvBHaa Banvaauusi SBNAETCS NpennovTuTernbHbIM
NMOAXOAOM, HO WMEITCS WCKITIOYEHUs), MO3BONSOLME WUCMONb30BaTh APYrue noaxodbl. OTU MNOAXOoAbl U UX
NPUMEHNMOCTb ONUCaHbl HUXE.

12.42 TlepcnekTuBHylO Banvgaumio OObIMHO crieAyeT BbIMOMHATH AMs1 BCEX MNPOLECCOB, CBSI3AHHBIX C
npoussoactsom A®C, kak ykasaHo B 12.12 HacToswen yactu. [epcnekTMBHasa Banugauud, nposoaMmasi aons
npouecca, cBsizdaHHOro ¢ npomssoacteom APC, gomkHa ObiTb 3aBeplleHa A0 Hayana peanu3auun rotoBoro
NleKapCTBEHHOrO CPeACcTBa, NponssefeHHoro n3 aton ASC.

12.43 ConyTcTByloLlasn Banuaaums MoxeT ObiTb NpoBeAeHa Npy OTCYTCTBUM OAHHBLIX ANs1 MOBTOPSOLLMXCA
TEXHOMNOrMYECKNX LIMKIOB, €CIN BbiNyLLIEHO orpaHnyeHHoe vucno cepun APC, ecnn cepum APC Bbinyckanucb
peako unu 6biny NponsBeneHbl NOCPeaCcTBOM BanMAMPOBAHHOIO NpoLecca, KOTopbin Obin mognduumnpoBaH. 1o
3aBepLUeHus conyTcTBylowen Banvpgaumm cepum APC MoryT ObiTb BbiMylWEHbl W UCMNONMb30OBaHbl AN
NpOV3BOACTBA JIEKAPCTBEHHOrO CpPEeACTBa, MNpeAHasHadeHHOro Ans peanus3auuu, Mpu  YCNoBUMM  MOJHOro
KOHTPOIS U MOHUTOpWHra cepun A®C.

12.44 VckniodeHueM, NO3BOSSOWMM MPOBECTM PETPOCMNEKTMBHYIO BanuMaauuio, SBNSATCA AOCTaTOYHO
OpraHu3oBaHHble MpoLecchl, KoTopble obecneuvnBatoT nponssoacTso A®C 6e3 CyLLeCTBEHHbIX U3MEHEHUA ero
KayecTBa BCMneAcCTBME M3MEHEHUWN Cbipbs, 0B6OpPyAOBaHMS, CUCTEM, NMOMELLEHUA U npoLecca nNpou3BOACTBa.
Takor noaxoa K Banugauumn MoxeT BbITb UCNONb30BaH, ECru:
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1) onpefeneHbl KpUTUYECKUE NOKa3aTeNn KayecTBa 1 KpUTUYECKME napameTpbl NpoLiecca;

2) ycTaHOBMEHbI Haanexalume KpuTepun NPMeMNeMoCcT N KOHTPONS B NpoLecce Npou3BOACTBa;

3) oTcyTCTBOBanNM CyLlecTBeHHble cbou B xofde npouecca vnu gedekTbl NPpoAyKuMM No npudnHam, He
CBSA3aHHbIM C oLMbKamu onepartopa unu otkazamu o6opyaoBaHus;

4) 6bInK ycTaHoBNEHbI Npodunu npumecen anga gaHHon AOC.

12.45 Cepun, oTOOpaHHble AOns pPeTpOCMneKTMBHOW Banuaauuu, [OIDKHbI NpeactaBnAaTe  cobon
penpe3eHTaTMBHY BbIDOPKY M3 BCEX CEpPUN, NPOU3BEAEHHbIX 3@ MPOBEPSAEMbIN Nepuog, B TOM yucne nobbix
Cepui, He COOTBETCTBYIOLLMX crneuundmrkaumam. Npy 3TOM KONMYECTBO TakuX CEPU JOMKHO OblTb AOCTATOYHbIM
ONS JokasaTenbCTBa MOCTOSHCTBA npouecca. B uensix nonyyeHus gaHHbIX ANst pETPOCMNEKTMBHOW Banugauum
npouecca MoXeT ObITb MPOBEAEHO NCMbITAHNE apXMBHbBIX 0DPa3LoB.

12.5 Mporpamma BanuaaumMm npouecca

12.50 Komnn4ecTBO NPOM3BOACTBEHHLIX LMKINOB, HEOOXOOUMBIX ANS Banugauuv, OOMKHO 3aBUCETb OT
CINOXHOCTW npouecca WM 3HaA4YMMOCTM U3MEHEeHWsa npouecca, nognexawux paccmoTpeHuo. [Ons
NepcrneKkTMBHOM W COMYTCTBYWOLLENA Banuiauumum AOMKHbl ObiTb MCMONb30BaHbl AaHHble, MOSydeHHble Ans 3
nocnefoBaTenbHbIX MPOU3BOACTBEHHbBIX CEpWUiA MpoAyKUMWM Haanexauwlero kavectsa. OpgHako MoryT ObiTb
cuTyauun, Korga Ans  JokasaTenbCTBa  MOCTOSIHCTBA — Mpouecca  HeobXoaumbl  OOMOSTHUTENbHbIE
NPON3BOACTBEHHbBIE LUKMbI (HanpuMmep, MpoLecchl NPOM3BOACTBa CNOXHbIX A®C unu anutenbHble NPoLEecchl
npoussoactea A®C). [1na oueHkn NOCTOSHCTBa Mpouecca nNpyu peTPOCNeKTUBHOW Banugauumu, Kak npaswuro,
Heobxoommo uccrnegoBath AaHHble ans 10 — 30 nocnegoBaTenbHbIX CEPUA, HO MPU COOTBETCTBYIOLLEM
060CHOBaHMM 3TO YMCNO MOXET OblTb YMEHbLUEHO.

12.51 Bo Bpemsa npoBefeHUs uccnegoBaHWMM MO BanuvaauuMy npouecca crnegyeT KOHTponuvpoBaTb U
NpoBepsATb €ro Kputudeckne napametpbl. NapameTpbl npouecca, He CBA3aHHble C KayeCTBOM, Hanpumep,
nepemMeHHble, KOHTpOnMpyemble B LensaxX COKpalleHWss MoTpebneHuss SHeprum unu  UCnosb30BaHus
06opyaoBaHNsi, MOXHO He BKIOYaTb B Banuaauumio npolecca.

12.52 Banupauma npouecca [OSbKHA noarBepxgatb, YTO npodunb npumecen And kaxgoro A®C
HaxoauTca B 3agaHHbIX npegenax. MNMpodwunb npumecen JomkeH ObiTb aHanornyeH (NMbo ObiTe nydlle) paHee
Nnony4eHHOMY Mpounio MpuMecer, a Takke B COOTBETCTBYIOLWIMX Chnydasx npoduno npumecen,
YCTaHOBMEHHOMY MNpu pa3paboTKe npouecca, WM CEepURn, MCMOMb30BaHHbIX AN OCHOBHbBIX KIMHUYECKUX W
TOKCUKOSOTMYECKMX MCCreaoBaHun.

12.6 Nepnoagunyeckas npoBepka BannampoBaHHbIX CUCTEM

12.60 CucTeMbl M NpoLecchl criedyeT nogsepratb NeprvoanMyeckoii oueHke Ans NoATBEePXKAEHUs! TOro, YTo
OHM (PYHKLIMOHUPYIOT NpaBumbHbIM 06pa3oM. Ecnn B npouecc unv cucteMy He ObiiM BHECEHbI CYLLECTBEHHbIE
n3MeHeHns 1 0630p KayecTsa NoATBEepAWn, YTO CUCTeMa UMW NPOLIECC NOCTOAAHHO 06ecneYnBaeT NPOU3BOACTBO
mMaTepuana, CoOOTBETCTBYHOLLEro crneumdukaLmsmM, NoBTopHas Banvaauus, kKak npaBumo, He NPOBOAMUTCS.

12.7 Banngauusa o4ncTku

12.70 TMpoueaypbl OYUCTKW, Kak MpaBuio, OOJPKHbI NponTu Banugaumio. OObIMHO BanuMaauui OYUCTKM
NpoBOOSAT B CryyasiXx, NPYM KOTOPbIX KOHTAMWMHALMA MWW MEPEHOC BeLeCTB npeacTaBnsieT HaubonbLuyto
onacHocTb ans kadectBa A®C. Hanpumep, Ha HavanbHbIX CTaguMsX TEXHOMOrMYECKOro mpouecca MOXET He
notpeboBaTbCca NpoBeAeHMe BanMaauumn npouenyp o4McTkn obopyaoBaHusl, ecnn ocTaTovHbIe BellecTBa byayT
yOaneHbl Ha NOCneayLnNX CTaanax O4YUCTKN.

12.71 Banupauusa npouenyp OYUCTKM [OSDKHA OTpaxaTb (akTUYeCKUd XapakTtep WCnonb30oBaHWUs
obopynoBaHus. Ecnu pasHbie A®PC munu pasHylo MPOMEXYTOYHYIO NMPOAYKLUIO NPOU3BOASIT HA OOHOM U TOM Xe
o6opyaoBaHuM 1 3To0 06opyaoBaHME OYMLLAIOT OOHUM M TEM Xe Cnocobom, TO ANns Banuaauum OYMCTKN MOXHO
BblOpaTb penpe3eHTaTMBHYIO MPOMEXYTOYHY0 npoaykuuo nnu APC. Takon BbIOOp AOIMKEH OCHOBLIBATLCS Ha
OaHHbIX O PacTBOPMMOCTU U TPYAHOCTSAX OYMCTKM, a Takke Ha pacyeTe npefernbHOro CoAepXaHWsi OCTaTKoB C
Y4YETOM UX aKTUBHOCTU, TOKCUYHOCTU U CTabUINBHOCTU.

12.72 B npoTokone Banvauum OYUCTKU OOMKHbl ObiTb onucaHbl obopyaoBaHWe, MoArexallee O4YUCTKe,
npoueaypbl, mMatepuanbl, NPUEMIEMbIE YPOBHU OYUCTKWU, KOHTPONUPYEMbIE W perynvpyemble napameTpbl U
aHanuTM4yeckne MeToamku. B npoTokone cnegyet Takke ykasaTb BUAbI OTOMpaeMbix Npob, cnocobbl ux oTbopa
N MapKUPOBKMN.

12.73 Ons o6HapyXeHUs1 kKak HepacTBOPUMBIX, Tak 1 PACTBOPUMbIX OCTaTKOB MeToAbl 0T6opa Npob A0MKHbI
BKITIOYaTb COOTBETCTBYKOLLUME MeTodbl (Hanpumep, 3abop MaskoB MMM CMbIBOB, MPSMYI0 3KCTPaKUUIO U Ap.).
Ncnonb3yemble meToabl oTbopa npob [OMKHLI NMO3BOMSATL KONIMYECTBEHHO ONPedensaTb YPOBHM OCTAaTKOB Ha
NoBepPXHOCTAX 0bopyaoBaHus nocne ounctkn. Cnegyet yumTblBaTb, YTO UCMONb3oBaHMe MeToda otbopa npob
nocpeacTBoM 3abopa Ma3KoB HEOCYLLEeCTBMMO, €CIIN KOHTaKTUpylLlmMe ¢ NPOAYKTOM MOBEPXHOCTU SBMSAIOTCS
TPYAHOOOCTYMHLIMU BCNEACTBME KOHCTPYKTMBHBIX OCOOEHHOCTEel 00opyaoBaHus (Hanpumep, BHYTPEHHMWE
MOBEPXHOCTM LUMAHIOB, TPAHCMOPTHbIX TPybOMpPOBOAOB, €MKOCTW PEaKTOPOB C Y3KUMWU JIOKaMKu, a Takke
HebonbLLoe MO pa3Mepy CIoXHoe 0bopyaoBaHUeE (Hanpumep, MUKPOHM3ATOPbl U MUKpOpacnbiMTenu)) u (unm)
€CNnN CYLLLECTBYIOT OrpaHu4eHusi npouecca (Hanpumep, o0paboTka TOKCMYHBLIX BELLECTB), B 3TMX Cry4dasix
Heob6xo4MMO npefycMOTpeTb MHON MeToa oTbopa npob.
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12.74 CnegyeT ncnonb30BaTb BanvaMpOBaHHbIE aHanMTU4YeCKne MeToauKM, obragawolime 0OCTaTOYHON
YYBCTBUTEMNBHOCTLIO Ans1 OOHapYXeHUs OCTaTKOB MMM KOHTaMuHaAHTOB. [lpeden obGHapyxeHus Kaxaow
aHanUTU4eCKON MEeTOAMKN AOMKeH BbiTb 4OCTATOYHBIM 4518 TOro, YTOObl YCTaHOBUTL AOCTUXEHNE NMPUEMIIEMOTO
YPOBHS OCTaTKOB UMW KOHTAMUHAHTOB. [Ing MeToauku cnefyeT yCTaHOBUTbL LOCTUraeMblil YpOBEHb U3BMEeYeHNs
BewlecTBa. [pegensl cooepaHNA OCTaATKOB AOMXHbl OblTb MPaKTUYHbIMU, AOCTUXUMbBIMW, NPOBEPAEMbIMU U
OOMXKHblI OCHOBBLIBATLCA Ha copepXaHum Haumbornee BpegHoro octatka. [pedenbl MOXHO ycTaHaBnuBaThb,
OCHOBbIBasICb Ha MWHMManbHOM OOnajalrLlemM W3BEeCTHOW (apMakonorMyeckon, TOKCUKOIIOTMYECKON WIn
PU3NoNornYeckom akTMBHOCTbIO konndectee APC nnmn Handonee BpegHoro koMmrnoHeHTa APC.

12.75 [ns npoueccoB, B KOTOPbIX CYLECTBYeT HeObXOAMMOCTb CHMXeHUs oblero KonuvyecTsa
MUKPOOPraHU3MOB UNun 3HAOTOKCMHOB B ADC, unn gna gpyrux npoLeccoB, rae MOXET ObiTb 3HaYMMbIM Takas
KOHTaMunHauus (Hanpumep, Npou3BoacTBO HecTepuibHbiX ADC, ncnonb3yembix 4N NPoM3BOACTBA CTEPUSBbHBIX
nekapcTBEHHbIX CPeACTB), UCCrefoBaHNe OYUCTKN (CaHuTapHon obpaboTkm) obopynoBaHus cnegyeT NpoBOAUTb
B OTHOLLEHWUM KOHTaMUHALNN MUKPOOPraHn3Mammn u 3HOOTOKCUHAMM.

12.76 [lpouedypbl OYMCTKM CreQyeT KOHTPONMpoBaTb C OMNpederieHHON MNepuoanyHOCTbI0 Mocre
Banuaaumm, 4Tobbl yoeanTbecs, YTO 3TV npouenypbl ABRASIOTCA 3PAEKTUBHBIMA MPU UX UCNOMb3OBaHUN BO
BpeMS TEKyLLEero TeXHONOrM4eckoro npouecca. Yuctoty obopyaoBaHMs MOXHO KOHTpOMMpoBaTb NOCpPencTBOM
NpoBefeHUs aHaNMUTUYECKUX UCTBITAHUI U BM3yarbHOrO OCMOTpPa. BuayanbHbIi 0CMOTP NO3BONSET OGHAPYXMUTb
3HayMTErNbHbIE CKOMMEHNST KOHTAMUHAHTOB Ha HEOOMbLUMX y4acTKax, eCnn eCTb OCHOBaHMSA noraratb, YTO OHU
MOTYT OKa3aTbCsi He OOHapPY>XEHHbIMU MHBIM cnocobom npu oTbope Npob u (Mnu) aHanmse.

12.8 Banupgauua aHanMTU4ecKnx MeToauk

12.80 Ecnu ucnonb3yemble aHanuTUYecKMe MEeTOAMKU He BKItoYeHbl B [ocyaapcTBeHHyo dhapmakoneto
Pecnybnvkun Benapycb, TO OHW OOSMKHbI NPOWTW Banuaaumio. [pUrogHoOCTb BCEX WCMONb3yeMbIX METOOUK
ncnblTaHWI criegyeT NPOBEPATb B pearbHbIX YCNOBUAX MPUMEHEHUSA U OPOPMIIATL OKYMEHTAILHO.

12.81 Banvpaumio mMeTOAMK criegyeT NpoBOAWUTb C Y4ETOM XapaKTepucTuK, npuBedeHHbix B TKIT 432.
O6bem MpoBOAMMOW aHanMTUYECKOW BanupauuM [OSKeH 3aBuceTb OT Uenu aHanuM3a u  crtaguu
TexHornormn4eckoro npouecca npomssogcrtea APC.

12.82 [Jo Havyana Banujauum aHanuUTUYECKMX MEeTOOUK crnegyeT nNpoOBECTU COOTBETCTBYHOLLYIO
KBanmmKaLuio aHanMTu4eckoro obopyaoBaHus.

12.83 CrneayeT BecTu nogpobHble 3anncu BCeEX U3MEHEHW BannavpoBaHHOW aHanUTUYECKOW METOOMKMU.
Takne 3anvcu JOMmKHbl OTpaxaTb NPUYNHY U3MEHEHWUS N COOTBETCTBYIOLUME AaHHble ANS NOATBEPXOEHUS TOro,
YTO M3MEHEHMWe NPUBOAMUT K pe3ynbTatam, 06ecneynBaoLLMM TaKyto e TOYHOCTb U HAAEXKHOCTb aHanMTNYeCcKom
METOAMKN, KaK N pe3ynbTaTbl, MONTyYeHHbIE C MOMOLLLIO paHee NPUHATON aHanMTUYEeCKOW METOOMKM.

13 KoHTponb nameHeHnn

13.10 Cnepyet paspaboTatb (HOpManM3OBaHHYK CUCTEMY KOHTPONSA W3MEHEHUN [ONs OLEHKM BCeX
N3MEHEHWI, KOTOPbIe MOTYT MOBMMATH HA MPOU3BOACTBO U KOHTPOSb NPOMEXYTOYHOM npoaykuumn n A®C.

13.11 CnegyeT npenycMoTpeTb MNUCbMEHHbIE Mpoueaypbl ANnNa uaeHTudukauum, [OOKYyMEHTanbHOro
0hOpPMIIEHUS, COOTBETCTBYIOLLEN MPOBEPKA U YTBEPXKOEHUS WM3MEHEHWA B OTHOLUEHMM WCXOOHOTO CbIpbS,
cneunduKaLmin, aHanMTUYeCKUX MeTOAMK, MOMELLEHUA, BCMOMOraTesibHbIX CUCTEM, 000OpyooBaHUA (BKoYas
KOMMNbOTEPHOE 06OpYyoOBaHWE), CTagum mnpouecca, MaTtepuarnoB ANA MapKUPOBKUM W YMaKoBKM, a Takke
KOMMbIOTEPHOr0 NPOrpamMmmMHoro obecneyeHus.

13.12 JioBble npennoXxeHUst MO U3MEHEHUsIM, Kacarolmnmcs cobntogeHms TpeboBaHu Hactosiwero TKIT,
OOIMKHbI  ObITb  COCTaBfEeHbl, TMNPOBEPEHbl W  YTBEPXAEHbl  COOTBETCTBYWOLUMMW  MNogpasgeneHnsamm
npon3BoauTENS, a 3aTeM NPOBEPEHbI N YTBEPXKAEHbLI OTAENOM (OTAENamMKn) KayecTsa.

13.13 CnefyeT ouUEHUTb BO3MOXHOE BNMSIHWE MPEnSIOKEHHOTO U3MEHEHWSI HA Ka4eCTBO MPOMEXYTOYHOMN
npogykuumn mnm A®PC. [Mpouenypa knaccudukaumm M3MEHEHUM WCMONb3yeTCs Mpu onpegeneHun obbema
UcnblTaHW, BanujauMn K AOKYMeHTauuu, Tpebyembix ONns 0OOCHOBaHUSA U3MEHEHMWW, BHOCMMbIX B paHee
BanuaupoBaHHbIN npouecc. N3ameHeHuss MoryT ObiTb KrnaccuuUMpoBaHbl (HaNnpuMMep, Kak CyLLEeCTBEHHbIE MIKU
HeCyLLIECTBEHHbIE) B 3aBUCMMOCTU OT UX XapakTepa u obbema, a Takke BMMSHUS, KOTOPOE OHWM MOTYT OKasaTb
Ha npouecc. C y4yeToM 060CHOBaHHOIO 3akNoYeHust crieqyeT onpeaenuTb, Kakme OOMONHUTENbHbIE UCTbITAHNS
W uccnegoBaHUs Mo BanvaaumMm Heobxoammbl Ans 0OOCHOBaHUSA TaknMX U3MEHEHUN.

13.14 Tlpn BHeOpeHUU YTBEPXKAEHHbIX W3MEHEHWA crnefyeT MpUHATL Mepbl MO MEepPecMoTpy BCEX
OOKYMEHTOB, Ha COAEPXXaHMEe KOTOPbIX BIIUSAIOT 3TU U3MEHEHNS.

13.15 Tlocne BHeOpeHMS WU3MEHEHWst B MNPOM3BOLACTBO criegyeT MNPOBECTUM OLEHKY MEpPBbIX CEPUN,
NPOV3BEOEHHbIX UMW NCMbITAHHBIX NOCINEe BHEAPEHUS 3TOMO0 U3MEHEHNS.

13.16 CnefnyeT OUEHUTb BO3MOXHOCTb BO3AEWCTBUSI KPUTUYECKUX WM3MEHEHUN Ha CTabunbHOCTb M Ha
YCTaHOBIEHHbIE AaTbl MOBTOPHbIX WUCMbITAHWIA WM AaTbl UCTEYEHUS cpoka rogHocTu. pu HeobxooumocTu
obpasubl npomexyTodHon npoaykumm unn ADPC, kotopble GbinM NpousBefeHbl NOCPEACTBOM U3MEHEHHOro
npouecca, MoryT 6biTb BBeAeHbl B MporpaMMmy YCKOPEHHOro U3ydeHusi CTabunbHOCTU K (MMK) BKINOYEHbI B
nporpaMmy MOHUTOPUHra CTabnnbHOCTMW.
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13.17 CnegyeT nNpoMHOPMUPOBaTb COOTBETCTBYHOLLUX NPON3BOAUTENEN NEKAPCTBEHHbLIX CPpeacTB (B TOM
yucre nekapcTBEHHbIX CPeacTB B (hopMe HepacacoBaHHbIX NPOAYKTOB) 06 M3MEHEHWUsIX B YCTaHOBMEHHbIX
TEXHONOrm4eCcknx npoueccax 1 npouenypax KOHTpona npouecca, KoTopbie MOryT NoBJIMATbL HA Ka4eCTBO AdPC.

14 OTKNOHEeHMe U NOBTOPHOE UCMOJSIb30OBaHUe MaTepuanos

14.1 OTKNOHeHune

14.10 MpomexyToyHyto npogykumio n ASC, KoTopble He COOTBETCTBYIOT YCTAHOBIEHHbLIM CrieLndukaumnsam,
cnefyeT cooepXaTb B YCIOBUSIX KapaHTUHA, NPOMapKUpoBaB Tak, YToObl o6ecneuntb ux sBHOE oTnm4dne ot
npoaykuum n A®C, COOTBETCTBYIOLLNX YCTAHOBNEHHBLIM crnieundmkaumnsam. Takyto NPOMEXYTOUYHYI0 NPOAYKLMIO
unu A®C MOXHO NnoaBeprHyTb NOBTOPHOM 06paboTke nnun nepepaboTke. OkoHYaTENbHOE peLLeHne B
OTHOLLIEHMWN OTKIMOHEHHbIX MaTepuanoB AOMKHO BbiTb 0POPMMNEHO AOKYMEHTAmNBHO.

14.2 NoBTOpHas obpaboTka

14.20 MoBTOpHOE WCMOMb30BaHWe B MpOLIECCe MNPOM3BOACTBA MNPOMEXYTOYHOW npodykuun unn APC,
BKIIOYas MpPOAYKLUMIO, HE COOTBETCTBYIOLLYIO CTaHZapTam unu cneumdukaumsam, n nx nosTopHas obpaboTka
nyTeMm MOBTOPEHUS CTaguu KpucTannusauuv unm gpyrux COOTBETCTBYHOLUMX CTagun o6paboTkm XMMUYECKUMU
wnn  duanyeckumn  cnocobamn  (Hanpumep,  AuCTUNRAUMS,  uUNbTpauus,  XpomaTtorpadupoBaHue,
n3MenbyeHne), ABMSIOWMNXCA YacTblo YCTAHOBIIEHHOrO MPOW3BOACTBEHHOrO mMpouecca, OObIYHO cyMTalTCH
npuemnembiMi. OgHako ecny noBTopHas obpaboTka ncnonb3dyeTcs ansa GonblMHCTBA cepui, TO ee cregyeT
BKIIOUNTb B KAYECTBE YacTu CTaHO4APTHOIO TEXHONOMMYECKoro npouecca.

14.21 TpopormkeHne OCyLLeCTBNEHMS CTagun TEXHONOrMYecKkoro npouecca, Ans KOTOPOW KOHTPOnb B
npoLecce Npou3BOACTBAa MOKasars, YTO OHA He 3aBeplleHa, CYUMTaeTCs 4acTblo OObIYHOrO TEXHONOrMYecKoro
npouecca, a He NOBTOpPHOW 06paboTKoN.

14.22 BsepgeHve HenpopearvpoBaBlUEro BelwlecTBa B MPoOLecC BHOBb WM MNOBTOpPHOe MpoBedeHue
XUMWYECKON peakunn CHMTaKTCA MOBTOPHOM 06paboTKoM, ecnn 3TO He ABMNSETCA YacTbld YCTAHOBMEHHOMO
npowecca. Takon noBTopHon obpaboTke AOMmKHaA NpefLllecTBOBaTh TWATeNbHas OLEHKa, rapaHTupyoLwas, 4To
3TO He OKaXeT HeraTtMBHOIMO BIIMSHUSA Ha KayecTBO MPOMEXYTOYHOW npoaykuum unun APC BcrneacTeBue
BO3MOXHOro obpasoBaHus No6OYHbIX NPOAYKTOB M BELLECTB, NpopearMpoBaBLUNX CBEPX YCTAaHOBAEHHOW HOPMbI.

14.3 MNepepaboTka

14.30 MNepea npuHATMEM pelleHns o nepepaboTke Cepun, He COOTBETCTBYIOLLMX YCTaHOBNEHHbIM HOPMaM
unn cneumndurkaumam (HOpMaTVBHbBIM OOKYMEHTaM NO KayecTBy), cnegyeT NpoOBEeCcTW paccrnegoBaHue MpUYvH
Takoro HeCoOOTBETCTBUS.

14.31 Cepun, nogseprHyTble nepepaboTke, AOMKHbI OblTb OOBLEKTOM COOTBETCTBYIOLLEWN OLEHKH,
UCnblTaHWM, UCCNefoBaHUsA CTabunbHOCTW, €Cnn AN 3TOr0 eCTb OCHOBAaHWS, U AOKYMEHTanbHOro oopmreHus,
yTobObl MOKa3aTb, YTO MepepaboTaHHas NPOAYKLMA MO KayecTBY IKBMBANEHTHa MPOAYKUUW, MPOv3BeOEeHHOW
nocpeacTBOM MepBOHaYaribHO YCTAHOBMEHHOrO MpOM3BOACTBEHHOrO npouecca. Hanbonee uenecoobpasHbiM
noaxo4oM K Banugauuu npoueayp nepepaboTkM SBMASieTCA COMyTCTByWOWAa Banugauusa. OTO Mo3BonsdeT
COCTaBWTb 3anucu npouenypbl nepepaboTku, yCTaHOBUTL NOPSAAOK ee MPOBEeAEeHNs 1 onpedenvTb OXuaaemble
pesynbTaTtbl. Ecnv nepepaboTke NoanexuT TONbKO OAHa Cepusi, TO MOXeT ObiTb COCTaBMNEH MUCbMEHHbIV OTYET,
a cepus paspeLleHa K BbIMycKy cpasy nocrie noATBepXaeHns ee npuemrieMocTu.

14.32 OomkHbl OblTb NPUHATHI B hOpMe MMCbMEHHOro AOKYMEeHTa npouenypbl Ans cpaBHEHMs npoduns
npMMecen Kaxkgown nepepaboTaHHOW cepun C NpounaMU NpUMeEcent Cepuil, NPOM3BEAEHHbIX NMOCPEACTBOM
yCTaHOBMEeHHOro npouecca. Ecnu npumeHsemble aHanuTUyeckne METOAMKM He MO3BONAT  afeKsaTHO
oxapakTepu3oBaTb nepepaboTaHHy0 cepuio, TO CneayeT BOCMONb30BaThbCHA AOMONHUTENBHLIMU METOAMKaMMU.

14.4 PereHepauusa maTtepuanoB U pacTBopuTenen

14.40 PereHepauusa peakTUBOB, MPOMEXYTOYHON npoaykumn nnn AO®C (HanpuMmep, U3 MaTOYHOMN XUOKOCTU
unu unbTpaToB) cUMTaeTCa LONYCTUMOW MPWU YCIOBUM HaNU4ums YTBEPXKAEHHbIX MPOLEAyp pereHepaumm u
COOTBETCTBUSI PEreHepupOBaHHbIX MartepuarnoB cneuudukaumaMm, MOAXOAAWMM AN MX MNpeanonaraeMoro
NCNOJSIb30BaHUS.

14.41 [onyckaloTca pereHepauuss 1 NOBTOPHOE WCMONb30BaHWe pacTBOPUTENEN B TeX Xe Unu Apyrux
npoueccax npu ycrioBuMu, YTO MpoLeaypbl pereHepauun KOHTPONUPYIOTCS M NPOBEPSIOTCA Anst obecnevyeHus
COOTBETCTBUS pacTBOpUTENEN COOTBETCTBYIOLUMM CTaHAapTam nepen UX MOBTOPHbIM UCMNOSb30BaHUEM UNU
CMelLMBaHWeM C ApYrMMn maTepuanamm, onyCTUMbIMU K MCNOMNb30BaHUIO.

14.42 HoBble n pereHepupoBaHHble pPacTBOPUTENW U peakTMBbl MOXHO CMeluvMBaTb, ecrnv B Xxofe
COOTBETCTBYIOLLUNX UCMBITAHUIN MOKa3aHa MX NPUrOAHOCTb ANS BCEX TEXHONMOrMYeckMx MpoLeccoB, B KOTOPbIX
OHW MOTYT MCMOSIb30BaTbLCH.

14.43 Vcnonb3oBaHWe pereHepupOBaHHbIX pPacTBOPUTENEN, MAaTOYHbIX XKWOKOCTEW U OpYyrux
pereHeprpoBaHHbIX BELLECTB AOIMKHO ObiTb 0POPMIIEHO AOKYMEHTamMbHO.
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14.5 Bos3Bpar

14.50 BosBpalleHHY0 NPOMEXYTOYHYK MNPOAYKLMIO unu Bo3BpaweHHble APC criegyeT MapkmpoBatb
COOTBETCTBYHOLMM 0Opa3om 1 coaepxkaTb B YCIIOBUAX KapaHTUHA.

1451 EcnuM COCTOSiHME KOHTEWHEepoB (YNakoBKM) WMAM  YCIMOBMS, B KOTOPbIX XPaHWUIUCb WUNn
TPaHCMOPTUPOBANMCh MPOMEXyTovHasa npoaykuma wnn A®C go wnu B npouecce Mx Bo3BpaTta, Bbi3biBaloT
COMHEHMSI OTHOCUTENbHO KayecTBa MPOMeXyTovHon npoaykumm nnn A®C, To Bo3BpalleHHas NPOMEXYTOoYHast
nNpoayKuns unu Bo3spalleHHble AOC nognexaT NnoBTOpHOM 0bpaboTke, nepepaboTke NN YHUUTOXEHUIO.

14.52 CnepyeT BecTu 3anucu Bo3BpaTta NpoMexyTodHon npogykuumn nnn AS®C. [ina kaxgoro Bo3sparta B
OOKyMeHTauun cnenyeT ykasaTb:

- HaMMeHOBaHWe N agpec rpysononyyaTens;

- HauMMeHoBaHMEe MNPOMEXYTo4HOM npoaykumm unm APC, HomMep cepum M BO3BPALLEHHOE KOMUYECTBO
NpPOMeXyTo4HOM npoaykuumn nnn APC;

- MPUYMHY BO3BpaTa;

- yKa3aHue Ha MCNOJb30BaHME UITM YHNUYTOXEHNE BO3BPALLEHHOW NPOMEXYTOYHON npoaykuum nnm A®C.

15 MNpeTeH3uun n oT3bIBLI

15.10 Bce npeTeH3um K kayecTBY, MOMYYEHHblE B YCTHOMW UMW MUCbMEHHON opme, OOMMKHbI ObITb
0ohopMIeHbl AOKYMEHTanbHO 1 paccrefoBaHbl COrNacHO MMCbMEHHOW MHCTPYKLMK.

15.11 3anncu paccMOTpeHUst MPeTeH3Nn O0IMKHbI coaepXaThb:

- HaUMeHoBaHue, agpec 1 Homep TenedoHa nuua, NpeabABUBLLETO NPETEH3NIO;

- hamunnusa, MMs, OT4eCcTBO (MPW HanMuuuMu) nuua, NPeabsBUBLUEro MPETEH3U, ero OOSMKHOCTL (mpu
Hanuuun);

- CyTb NpeTeH3un (BKMovasa HavuMeHoBaHue n Homep cepum ASC);

- AaTy NoCTyNMeHns nNpeTeH3nu;

- NepBoOHaYanbHO MPUHATBLIE MEPbI C yKa3aHMeM AaThl UX OCYLLLECTBIEHNUS U Nuua, NPUHABLLETO Mepbl;

- nobble nocneayolme AeNCTBUSA, CBA3aHHbIE C MPeAbABNEHHON NPeTeH3neN;

- OTBET, HanpaBfeHHbIN 1Ly, NpeabaBUBLLEMY NPETEH3MI0 (BKNOYaa AaTy HanpasneHns oTeeTa);

- OKOHYaTernbHOE pelleHne, NPUHATOE B OTHOLLEHUM CEepUU UM NapTUM NPOMEXYTOYHOM NPOAYKUMU UMK
ADC B CBA3M C NpeabABEHHON NPETEH3NEN.

15.12 3anucu paccMOTPEHUss MPETeH3Un crnefyeT COXpPaHATb C LEernbilo OUEHKU TeHOEHUMIW, 4acToThbl
MOCTYNMEHNs NPEeTEeH3NA M WX 3HAYUMOCTW AN MPUHATUS AOMOSNHUTENBLHOrO W MNpuM  HeobXxoaAMMOCTH
HeMeaneHHOro KOpPEeKTUPYIOLLIEro AeNCTBUS.

15.13 Heobxogumo npuHATE B OpMe MUCbMEHHOro [OKyMeHTa nfpoueaypy Ans onpegeneHus
0BCTOATENBLCTB, NPWU KOTOPbLIX cregyeT paccMaTpumBaTb BOMPOC 06 OT3biBE MPOMEXYTOYHOW MpOOyKUMKM wUnu
A®C.

15.14 MNpouenypa oT3biBa JOIMKHA ONpeaensTb, KTO AOMKEH NPUHUMAaTL yyacTme B OueHKe MHopMaumu,
Kak criegyeT HauvMHaTb npouedypy OT3biBa, KOro cregyet npouHdopmMupoBaTb OO0 OT3biBE MPOMEXYTOYHOM
npoaykumm nnn A®C 1 kak cnegyeT noctynaTb C OTO3BAHHOW NPOMEXYTOUHOW npoaykunen unu ASC.

15.15 B cny4ae cepbe3HOM WM MNOTEHUMAaNbHO  YrpoXxalwen >KuU3HW cuTyauunm cnegyert
npouHdopmupoBatb 06 3TOM YNOMHOMOYEHHble opraHbl Pecnybnukn benapycb, MeCTHble © (Mnu)
MexXAyHapOAHble YNOMHOMOYEHHbIE OpraHbl, a Takke nNpyv HeobXxoaUMOCTH JanbHENLLNX COBMECTHbIX AENCTBUM
06paTUTLCH K HAM 3a KOHCYMbTaumen.

16 Mpon3BoACTBO NO KOHTPAKTY (BKIHOYaA NnabopaTopHbIN KOHTPOSb KavyecTBa)

16.10 PaboTatolime no KOHTpaKTaM MpPOU3BOAUTENM, @ TaKKe OCYLLECTBMSAKLIME KOHTPOSb KadecTBa
nabopartopun, OOMmkHbI cobniogate TpeboBaHusA Hactosiwero TKI. Cnepyet yaoenutb ocoboe BHMMaHue
npeaoTBpaLLEHNIO NepPeKPeCTHOM KOHTaMNHaUMM U 06ecnedyeHnto NPOCeXBaeMOCTMH.

16.11 lNpownsBoguTenb OOJPKEH MPOBOAUTH OLEHKY KOHKPETHbIX Ornepauui, BbIMOINHAEMbIX Ha y4yacTkax
BbIMOSMHSAOLWMX MO ero 3akady paboTbl MO KOHTPaKTy OPYrnX MPOM3BOAMTENEW, a TakkKe OCYLLECTBIISOLWMX
KOHTpOJb KayecTBa nabopartopui, Ha cooTBeTcTBUE TpeboBaHuAM HacToswero TKIT.

16.12 Y npowusBoauTens AOMKEH XPaHUTbCH OpUrnHan 3akmioyYeHHOro B NMCbMEHHOW hopme porosopa
(koHTpakTa MnNM odULMANBHOrO COornalleHusl) Mexay 3akas3yMkOM UM UCMOSNIHUTENEM, B KOTOPOM MNOAPOOHO
onpegerneHbl 06513aHHOCTM KaXOoW M3 CTOPOH Mo cobniogeHuto TpeboBaHum Hactodwero TKI1, Bkntovas
MepOonpuUsaTUS B OTHOLLEHUM KadecTsa.

16.13 KoHTpakTOM [0MmKHO ObITb MpegyCMOTPEHO MpaBO 3akas3uuka MNpoBOAUTH ayauT NPOU3BOLACTBA
NCNONHUTENS Ha cCooTBeTCTBMNE TpeboBaHmsM HacToswwero TKI1.

16.14 Ecnun paspelleHOo BbINonHeHne paboT no cybnoapsgam, TO UCMNONMHUTENb HE OOSMKeH nepefaBaTb
TpeTben CTOPOHe Kakylo-NnMbo YacTb AOBEPEHHbIX €My MO KOHTpakTy paboT 6e3 npeaBapuTernbHOM OLEHKN U
3aKniYeHns JONONHUTENbHbLIX COrnalleHni ¢ NpoM3BoAUTENEM, MO 3aKkasy KOTOPOro BbINOMHAKTCA paboThl.
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16.15 [lpon3BOACTBEHHbIE U nabopaTopHble 3anucu cregyeT XpaHUTb Ha YyyacTKe, Ha KOTOPOM
BbINONMHANUCL paboThbl. [pousBoauTenem AomkHa OblTb OpraHM3oBaHa BO3MOXHOCTb AOCTYNa K yKas3aHHbIM
3anncam.

16.16 He ponyckaeTcs BHeCEeHWE WU3MEHEHUN B TEXHOMOTMYeCKUn npouecc, MeTOAMKM WCMNbITaHUN,
cneumdukaumm unu gpyrme TpeboBaHMA KOHTPAKTa, a TakkKe 3ameHa unv moaepHusaumst obopynoBaHus,
OTHOCALLMECA K npegMeTy KOHTPaKTa, oe3 yBeOOMITEHUA 3aKa34vnka 1 yTBepXOaeHUsa nm M3MEHEHUN.

17 MocTaBWUKM wvnu nuua, OEeACTBYHWOLWME OT UX MMEHU (areHTbl, Gpokepbl K
Tpenaepbl), AUCTPUOBLIOTOPLI, NPEeANPUATUA MO NepeynakoBKe UIN NepemMapKupoBKe

17.1. O6nacTb NnpuMeHeHus

17.10 Hactosiwmn pasgen OTHOCUTCS K NvuamM W opraHmsauusiM, He SBNSAOWMMCHA NepBOHaYarbHbIM
npou3BoguTenemM, KoTopble MOryT npuobpeTaTtb, MepeynakoBbiBaTb, MNEePEMapPKUPOBbLIBATb, MNOCTaBNATb
(npogaBatb) 1 xpaHnTb APC nnmn NPoOMeEXyTOUHYHO NPOSYKLUUIO.

17.11 Bce nocCTaBWUWKMA WnM nvua, OEWCTBYHOLIME OT WX WUMEHM, AMCTPUOBIOTOPLI, MpeanpuaTus no
nepeynakoBKe MUnv NepemMapKnpoBKe OO0MKHbI cobniogaTe TpeboBaHusa HacTodwero TKIT.

17.2 MNMpocnexnBaeMocTb peann3oBaHHbIX APC n NpoMeXxyTo4yHOW NpoayKUun

17.20 T[loctaBWwmkn wnu nuua, OEeWcTBylOWMEe OT WX WMEHM, AUCTPUBLIOTOPLI, NPeanpusaTud Mo
nepeynakoBke UNn nepemMapkMpoBKe OO/MKHbI ob6ecneynBaTb MOSMHYIO NPOCMEXMBAEMOCTb NOCTaBASEMbIX MMM
ADPC 1 nNpomMexyToyHOW npoaykuun. [ns 3Toro AomkHbl OblTb OMOPMNEHbI W COXPaHEHbl chneayoLme
OOKYMEHTbI (OOKYMEHTarnbHO 3adMKCMPOBaHHbIE AaHHbIE):

- HaMMeHOBaHVe NepBoHavYanbHOro NPOM3BOANTENS;

- agpec nepBoHayanbHOro NPOM3BOANTENS;

- 3aKasbl Ha NOCTaBKYy;

- HaKnagHble (TpaHCNOPTHbIE JOKYMEHTbI);

- AOKYMEHTaLus O MpUeMKe;

- HanMmeHoBaHue unu obosHaveHne APC M NPOMEXKYTOYHON NPOAYKLNM;

- HOMep Cepuu, NPUCBOEHHbIV NPOU3BOAUTENEM;

- 3anMcu TpaHCNOPTUPOBaHWA U peanusauum;

- opurMHanbl cepTuduMKaToB aHanusa, BKMYas cepTuduvkaTtbl, MNOMyYEHHblEe NOCre nepeynakoBku WIu
nepemMapK1MpoBKW, a Takke cepTuduKaTbl, NOMyYeHHbIe OT NepBOHa4YanbHOro Npou3BoauTens;

- AaTta nNpoBeAeHUs NOBTOPHbIX UCTIbITAHWUIA UMW AaTy UCTEYEHUSI CpOKa rogHOCTM.

17.3 YnpaBneHue Ka4yeCcTBOM

17.30 TMMocTaBwukM unuM nuua, AEUCTBYKOLWME OT WX WUMEHW, AUCTPUOLIOTOPbLI, NPeanpusaTus Mo
nepeynakoBke WNW MnepeMapkupoBke [AOMKHbl co3daTb, 3a40KYMEHTMPOBaTb WM BHeOpUTb 3(EKTUBHYHO
CUCTEMY YMNpaBfeHMs KAa4eCTBOM, KaK yKasaHO B pasgerie 2 HacTOosILLeN YacTu, a Takke BeCcTu Heobxogommyto
JOKYMeHTauuo.

17.4 MNMepeynakoBKa, nepemapkupoBka u xpaHeHne A®C n npomexxyTouyHon NpoayKumm

17.40 TlepeynakoBKy, nepemMapkumpoBky U xpaHeHne ADPC u NpOMEXYTOYHOM NpoAyKumMnM cnegyet
OCYLLECTBMATL B COOTBETCTBUM C TpeboBaHusMu Hactoswero TKIM, 4Ttobbl n3bexartb nepenyTbiBaHUs WK
yTpaThl UOEHTUYHOCTM NTMBO YNCTOTEI ADC UK NPOMEXYTOUYHOM NPOSYKLMN.

17.41 lMepeynakoBKy criefyeT OCYLLECTBNATb B COOTBETCTBYHOLLUMX YCIOBUSIX NPOU3BOLACTBEHHOW cpefbl
Ons npegoTBpaLleHnss KOHTaMUHaUUM Unn NepekpecTHON KOHTaMUHaLumn.

17.5 CtabunbHoOCTb

1750 Ecrim A®C unm nNpoMEXyTOYHYH MPOAYKUMIO MepeynakoBbIBalOT B KOHTEMHEpPbl (NepBUYHYIO
yMakoBKy), TWM KOTOpbIX OTAMYaeTcsa OT uchnonb3yemoro npoussogutenem A®DPC unu MNpoMEXyTOYHOM
npoaykuumn, To HeobxoaMmo uccrnefoBaTb CTabunbHOCTb AN 060CHOBaHMS YCTAHOBMEHHOW AaTbl UCTEYEHUS
CpoKa rogHoCTV! Unun nNposefeHns MOBTOPHbLIX UCMbITaHWUI.

17.6 MNepepaya nucpopmauun

17.60 TlocTaBWwuKM unM nuua, AEWCTBYKOLWME OT WX WMEHW, AUCTPUOLIOTOPbLI, NPeanpusTus Mo
nepeynakoBke WM NepemMapkUpoBKe OOJDKHblI MepedaBaTb BCH MHdoOpMauumio oT npoussogutens APC wunu
NPOMEXYTOYHOW MPOAYKUMM noTpeduTtento u ot notpebutens — npoussogutento APC mnmM nNpoMexyTovHON
nNpoaykuumM B TOM Cry4yae, ecnm oHa kacaetcs kadectBa APC mnv npomMexyTOYHOW NPOAYKLMM UIN peLUEeHunn,
NPVHATBIX YNONHOMOYEHHBIMY OpraHamun B OTHoweHun gaHHon ADC nnm npoMeXKyTo4HOW NpoayKumm.

17.61 TloctaBwukn wunuv nuua, AEUCTBYKOLWME OT WX WUMEHW, AUCTPUBLIOTOPbLI, NPeanpusaTus Mo
nepeynakoBke W nepemapkumpoBke, noctaensowme APC unv NpoMeEXyTOYHYK MpoAdyKuuio notpebutento,
OOIDKHbI YKa3biBaTb HaMMeHOBaHWe nepBoHavansHoro npomssoantend AOC nunv NnpoMexyTouHOW NpoayKLumn u
HOoMep (HOMepa) NOCTaBnseMOn Cepum.
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17.62 TllocTtaBWMK 0053aH Takke MO 3anpocy YMNOHOMOYEHHbIX opraHoB Pecnybnvku Benapych
npeacTaBuTb UWHopmaumio o nepBoHavyanbHOM npoussBoautene A®C unM NPOMEXYTOUHOM NPOAYKLMU.
MepBoHayanbHbI NPOU3BOAUTENL MOXET AaTb OTBET YNOMHOMOYEHHOMY OpraHy HernocpeaCTBEHHO UMK Yepes
YMOMHOMOYEHHbIX UM NMOCPEAHUKOB MPU HANMYUN Y HUX COOTBETCTBYIOLLMX MOMHOMOYUNA).

17.63 Heobxogmmo cobnogaTe cneuvanbHble TpeboBaHWs B OTHOLWEHWMM cepTudmkaTtoB aHanmaa,
yKkasaHHble B 11.4 HacTosiLen 4acTu.

17.7 Pa6oTa c npeTeH3nsAMU U OT3biBaMu

17.70 TlocTaBWwuKM MM nuua, AEWCTBYOLWME OT WX WMEHW, AUCTPUOLIOTOPbLI, NpeanpusaTuss no
nepeynakoBke UNU NepemMapKknpoBKe AOMKHbI BECTU 3anNnCU pacCMOTPEHNS NPETEH3MI N OT3bIBOB, KakK YKa3aHo
B pasgene 15 HacTosLwen YacTu, B OTHOLLIEHMM BCEX NPETEH3UN N OT3bIBOB, KOTOPbIE OTHOCATCSA K cdepe ux
[eaTenbHOCTML.

17.71 Tpn HeoBGXOAMMOCTU MOCTaBLUMKM WUNU nuua, OEWUCTBYKOLME OT WX WMMEHW, OUCTPUMObIOTOPHI,
npeanpuaTua Mo nepeynakoBke WMAM MNEepPeMapKUpOBKE AOMMKHbI paccMaTpuBaTb MNPETEH3WIO COBMECTHO C
nepBoHavanbHbiM npounssoanTenieM APC unm npoMeXXyTouHOW NpoAyKuuWM, YTOObI onpegenuTb, criegyet nu
npeanpuMHMMaThb JanbHehne OeNncTBUsi COBMECTHO C ApYruMu noTpebutensiMm, KOTopble MOMM MONy4YuTb
Takne xe A®PC unum npoMexyTOYHYH MPOAYKUMIO, NUOO C YNONTHOMOYEHHbLIM OpraHom, nmMbo co Bcemwu
3aMHTEepecoBaHHbIMM CTOpOHaMu. PaccrnegoBaHMe NPUYMHBI MPETEH3UM MMM OT3blBa [OSMKHO MPOBOAUTLCS
COOTBETCTBYIOLLIE CTOPOHOW, K cdepe [eATENbHOCTM KOTOPOM OTHOCATCA MNPETeH3Ms WM OT3biB, U
0PopMNATLCA AOKYMEHTArbHO.

17.72 Ecnun npeTeH3nst kacaeTcsl nepBoHa4anbHoro npomssoantens AOC nnum npomMeXxyTouHOW NpoayKunm,
TO 3anuMcu PacCMOTPEHMS MPEeTeH3nW, KOTOpble BeayT MOCTaBLUMKM UMW nuua, OEWCTBYKOLME OT UX UMEHW,
ONCTpUBBIOTOPLI, NPeanpuUaTUa MO MepeynakoBKe UMMM MepeMapKkupoBKe, OOKHbI COAepXaTb BCE [aHHble,
nonyyYeHHble OT nepBoHauvanbHoro npoussoautens APC MM MPOMEXYTOYHOM MpPOAYKUMW (BKMOYasi aaty u
npeacTaBrneHHy NHOPMaLMI).

17.8 PaboTa c Bo3BpaTtamu

17.80 PaboTty c Bo3BpaTtaMu NpoayKLMM NPOBOAUTCHA B COOTBETCTBUM C TpeboBaHuaMM 14.52 HacTosien
yacTtu. NocTaBmKn unu nuua, OENCTBYOLWMNE OT UX UMEHWN, OMCTPMOBLIOTOPLI, NPEeanpUSaTMS NO NepeynaxkoBke
UNm NepemMapknpoBKe JOJIKHbI BECTM JOKYMEHTaLMo No Bo3BpalleHHbIM APC 1 NpOMEXYTOYHON NPogyKLnN.

18 CneumansHoe pykoBoacTBo no A®C, npousBoaUMbIM NyTeM KyNbTUBUPOBaHUSA
KNeToK unu depmeHTaumm

18.1 O6wme TpeboBaHUA

18.10 B HacTtosiwem pasgene paccMaTpuBaroTCs cneumanbHble TpeboBaHus K koHTporto APC unum
NPOMEXYTOYHOM NPOOYKUUUN, KOTOpbIE NPOMU3BOAAT NOCPEACTBOM KYyNbTUBMPOBAHUS KNETOK NN hepMeHTaLmm C
NCNONb30BaAHNEM MNPUPOAHBIX WU PEKOMOUHAHTHBLIX OPraHU3MOB, HEOOCTAaTOMHO OTPAXEHHble B  ApYrux
pasgenax Hactoswero TKI. Ot1oT pasgen Hactodwero TKI He cnegyeT paccmatpuBaTh OTAEMNBHO OT APYrvx
pasgenoB Hactoswero TKI, nockomnbKy, kak npaBuno, TpeboBaHus, NpuBedeHHble B Opyrux pasgenax
HacTodawero TKI1, Takke npuMeHWMbl K Takoh npoaykuuu. Cnegyet OTMETUTb, YTO ANA «KITACCUYECKUX»
MpOLIECCOB MOMy4YEeHMUS1 HU3KOMOMEKYNSAPHBIX BELIEeCTB W AMfs NPOLECCOB, B KOTOPbIX PEKOMOWHAHTHbIE U
HepeKOMOVHaHTHbIE OpraHn3Mbl UCMOMb3YOTCS AN NPOM3BOACTBa OenKkoB U (MNn) NONUNENTUAOB, MPUMEHSIIOT
OLHU M Te e NpUHUMMbI hepMeHTaLmm, XOTa CcTerneHb KOHTPOMs npu aToM OyaeT pasnuyHoin. B HacTosilem
pasgene ykasaHbl 3TW pas3nuuuMs, ecrnn OHW CYLLeCTBYIOT Ha npaktuke. Kak npaBuno, cTeneHb KOHTPOns
BGMOTEXHONOIMYECKMX NPOLLECCOB, UCMONb3yEMbIX AN NPOM3BOACTBA OernkoB 1 NONUMNENTUAOB, Bbille, YeM Ans
Knaccuyecknx npoLieccos pepmeHTaymu.

18.11 TepMuH «BUOTEXHONOTMYECKMI MPOLLECC» OTHOCUTCS K WCMOMb30BaHUIO KIETOK WM OpPraHn3MoB,
MOMYyYEHHbIX UM MOAUMPULMPOBAHHBIX NMOCPEACTBOM TexXHonormm pekombuHaHtHom OHK, rubpugomHon wmnu
apyron TexHonormn, ¢ uenbto npoussoactBa APC. ADC, nonyyeHHble C MOMOLLBD OMOTEXHOMOrMYECKUX
npoLeccoB, OObIMHO COCTOAT M3 TaKMX BbICOKOMOJSIEKYNSAPHbLIX COEAMHEHWUW, Kak Oernku un nonunentubl,
creumanbHOe PYKOBOACTBO B OTHOLUEHMM KOTOPbIX MNPUBEAEHO B HacTosilem pasgene. o TexHonorum
pekombuHaHTHo OHK Tarke moryt ObiTe nony4yeHbl Takue onpegeneHHole APC C HWM3KOW MOMEKYyNSApHON
MacCoW, Kak aHTUOMOTMKW, aMWHOKUCHOTbI, BUTAMWHbI W YrNeBOAbl. YPOBEHb KOHTpons 3Tux BuaoB APC
aHanorn4yeH KOHTPOr, NPUMeHAEeMOMY ANS Knaccu4eckon epmeHTaumnm.

18.12 TepmuH «knaccuyeckasa depmeHTaumsi» OTHOCUTCHA K mpoueccam nonydeHuss APC, B KOTOpPbIX
NCNONb3YTCA NPUPOAHBIE MUKPOOPraHU3Mbl U (M) MUKPOOPraHn3mMbl, MOAMPULNPOBAHHbIE OBLLENPUHATBIMU
MeTogamu (Hanpumep, MNOCPeACTBOM OOMyYeHUs UnuM  XMMmudeckoro MytareHesa). APC, nonyveHHble
nocpeacTBOM Kraccudeckon cepmeHTaunm, o0bIMHO ABMASKOTCHA TaKMMW NPOAYKTaMUM C HU3KOW MOMEKynsipHON
MacCoW, kKak aHTUBMOTUKN, aMUHOKUCHOTbI, BATAMUHbLI U YTNeBOAbI.

18.13 TMpoussoacteo ADC unv NPOMEXYTOYHOW MPOAYKLUMM M3 KINETOYUHbIX KyNbTyp WU MeToaoM
dhepmMeHTaumMm BKMOYAeT B cebsA Takme Mpouecchl, Kak KynbTMBUPOBAHME KIETOK WM 3KCTparupoBaHue U
o4yncTka MaTepuarna, MOJSTyYEHHOrO OT XMBbIX OpraHu3amoB. CrnegyeT OTMETUTb, YTO 3TU MPOLECChbl MOryT
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BKIIOYaTb TaKyl OOMOMHUTENbHYIO CTaAuMio, SBNSAIOLLYIOCS YacTbio NPOU3BOACTBEHHOrO npouecca, kak dusmko-
XxuMmmyeckas moaudukaums. Mcnonbsdyemoe coipbe (cpedbl, BydepHble KOMMOHEHTLI) MOXeT obecneymBatb
BO3MOXHOCTb POCTa KOHTaMUHUPYIOLLMX MUKPOOPraHM3moB. B 3aBUCUMOCTH OT UCTOYHMKA, cnocoba nonyyeHns
n npegnonaraemoro npumeHeHus A®C unu NPoMEXyTOYHOW NPOAYKUUM MOXeT OblTb HEOOXOAUM KOHTPOIb
BuroHarpysku, KOHTaMuMHauuM Bupycamu u (Mnv) SHAOTOKCMHaAMM BO Bpems MNPOM3BOACTBA U MOHWUTOPWHra
npouecca Ha COOTBETCTBYOLLNX CTaANSIX.

18.14 [ns obecneyeHns kavecTBa NPOMEXYTOYHOM npogykumm u (unn) APC Ha Bcex crTagmsx
NpON3BOACTBA CrieQyeT YyCTaHOBUTb Haanexallni KOHTPOrb. XOTs HacToswas YacTb NPUMEHSETCS HadmHas co
cTagun KynbTUBMPOBAHWS KIETOK UNu dpepMeHTaummn, npeglecrsyowme ctagumn (Hanpumep, co3gaHve 6aHka
KNeToK) crnegyet OCYyLWEeCTBNATb MNpyM  Hagnexalwem Mpou3BOACTBEHHOM KOHTpore. Hacrtosiwas 4acTb
OXBaTblBaeT KyNbTMBMPOBAHME KIETOK UM (hepMeHTaLmMio HavymMHas C TOro MOMEHTa, korga u3 GaHka KreTok
N3BreKatoT (prakoH C KynbTypon KIEeTOK AfS UCMOMb30BaHWS B NPOU3BOACTBE.

18.15 [Ona cBegeHWss K MWHMMYMY pUCKa KOHTaMUHauMM CcrnegyeT Wucrnofb3oBaTb Hagnexaiee
obopyaoBaHWe U NPOBOAUTbL KOHTPOSb MPOM3BOACTBEHHOW cpefpbl. Kputepun npuemnemoctu And kadvecTtsa
NPOU3BOACTBEHHOW Cpedbl U YacToTa KOHTPONSA 3aBWCHAT OT CTaduu M YCIOBWUA TEXHOMOMMYECKOro npouecca
(OTKpbITbIE, 3aKPbITHIE UNN N30NTUPOBAHHBLIE CUCTEMDI).

18.16 BHYTpMNpon3BOACTBEHHbIM KOHTPOMb HEOOXOAMMO, Kak MpaBuio, pacnpoCTPaHMTb Ha creayoLlee:

- nopgaepxaHue pabodero 6aHka KNeTok (Npu Hanu4mm);

- MPaBUITbHBIN MOCEB U POCT KyNbTypbl;

- KOHTPOJb KPUTMYECKMX pabounx napameTpoB BO BPEMS KyNbTMBUPOBAHMWS KIMETOK U doepMeHTauuu;

- KOHTpONnb npouecca pocTa KINeTtoK, WX >XMU3HecnocobHocTM (ans OGonblUMHCTBA NPOLIECCOB
KyNbTUBMPOBAHUS KNETOK) U MPOOYKTUBHOCTM (MpU HEO6X0AUMOCTH);

- npouenypbl cbopa M OYUCTKMU, MPU KOTOPbIX MPOUCXOOUT yOamneHue KNeToK, KMNETOYHbIX OCTaTKOB M
KOMMOHEHTOB cpef C OOHOBPEMEHHOW 3alUMTOM NPOMEXYTOYHOM npogykumm unn APC OT KOHTaMUHaUMK
(0cOBEeHHO KOHTaMUHaL MU MUKPOBMONOrM4eckon NPUPOAbI) U YXYALLEHUS Ka4ecTBa;

- KOHTPONb OuoHarpysku M ypoBHEW SHOOTOKCMHOB Ha COOTBETCTBYIOLLMX CTaguMsX TEXHONOrM4YecKkoro
npouecca (npy1 HeobxoaAnMMocTn);

- BOMPOCHI BUPYCHOW 6e30MacHOCTN B COOTBETCTBUM C 3akoHoAaTenscTBoM Pecnybnvkn benapyce.

18.17 lNpun HeobxogumocTw, TO cnedyeT Ooka3aTb, YTO KOMMOHEHTbl cpef, Benkn KneTok-xo3ses, Apyrue
CBsI3aHHbIE C MPOLECCOM M COMYTCTBYHOLLME NPOAYKLUN MPUMECU N KOHTAMWUHAHTbI yaarneHsbl.

18.2 NopaepxaHne 6aHKa KNeTOK U BegeHMe 3anucen

18.20 JocTtyn Kk 6aHKaM KNeToK AofKeH ObiTb pa3peLleH TOMbKO Nnuam, MMeoLWUM Ha 3TO NOSTHOMOYMS.

18.21 BaHKM KneToK AO0/KHbI XPaHUTbCA B YCMOBMSX, cneunarnbHO npegHasHavyeHHbIX And obecneyeHus
noaaep>kaHns >KM3HecnocobHOCTM KNEeTOK U NpeaoTBpaLleHns KOHTaMUHaunn.

18.22 CnepyeT BECTM U COXpaHATb 3anvMCXM MCMOMNb30OBaHUSA U YCMOBUA XpaHeHus rnakoHOB M3 HGaHKOB
KNeTOoK.

18.23 lNpn HeobxoammocTn BaHKkM KNeTok crnegyeT Nepuogmnyecks NpoBepsATb C Lenbilo OnpeaerneHns nx
NPUrogHOCTU AN UCMOMb30BaHUS.

18.24 bBonee nogpobHad wHMOpPMaLMs, Kacawwasca nogaepkaHuss OaHKOB KMEeTOK YCTaHOBMEHa
COOTBETCTBYIOLUMU MOSNOXEHUAMUN 3akoHodaTenscTBa Pecnybnvkn benapyce.

18.3 KynbTuBMpoBaHue KkneTok unu cpepmeHTauus

18.30 Ecnu kneTtoudHble cybcTpathl, cpegbl, 6ydepbl 1 rasel Heobxoammo [ob6aBnsTb B acenTU4YeCKUX
YCNOBUSIX, TO MO BO3MOXHOCTMK CrneayeT UCMONb30BaTh 3aKpbITble UMM U30NMPOBaHHbIE cucTeMbl. Ecnu noces B
nepBOHa4YarnbHOM €MKOCTU WK Mnocneaywmne nepeHocbl NMbo aobaenexHus cped, 6ydepoB BbINOMHATCA B
OTKPbITbIX EMKOCTSIX, TO CriefyeT OCYLLEeCTBNATb KOHTPOSIb U COOTBETCTBYHOLUME MpoLEeAypbl ANS CBeOeHus K
MWUHNUMYMY pUCKa KOHTaMUHaUUWN.

18.31 Ecnu MukpobHas KOHTaMuMHaLMA MOXET noBnuATb Ha kadectBo A®PC, TO onepaumm cC
MCNONb30BaHMEM OTKPbITbIX E€MKOCTEN crnefyeT npoBoauTb B 0Ookce, obecrnedmBatollemM OMOMOrMyeckyro
©GesonacHocTb, UNn B NPOU3BOACTBEHHOW Cpefe, KOHTPONMPYEMON TaknM e 06pa3om.

18.32 lNpn paboTe C KynbTypamu KrNeTOK MnepcoHan AofkeH ObiTb Oo4eT B creuunanbHylo ogexay Wt
cobnopaTh cneumarnbHble Mepbl MPeJoOCTOPOXHOCTMY.

18.33 [Insa obecneveHns NOCTOAHCTBA YCTAHOBMEHHOIO NMpouecca criefyeT KOHTPONMMPOBaTb KpUTUYECKME
paboune napameTpbl (Hanpumep, TemnepaTypy, pH, ckopocTb nepemellnBaHus, LOOaBNeHNe ra3oB, JaBMNEHUE).
Takke criegyeT KOHTPONMpoBaTb POCT, XM3HECNocobHOCTb (Ans GonblUMHCTBA NPOLIECCOB KYNbTUBMPOBaHUS
KNeTok) M npu HeobxoOAMMOCTM NPOOYKTUBHOCTL Knetok. Kputuyeckne napameTpbl OygoyT oTnuyaTbest B
3aBMCMMOCTM OT MpPOLIECCOB M ANsl KMAacCMYeCKoW hepMeHTaumMm MoxeT He noTpeboBaTbCs KOHTPOSb
onpegerneHHbIX NapaMeTpoB (Hanpumep, XnM3HecnoCobHOCTN KNeToK).

18.34 O6opynoBaHue, ucnonb3yemMoe Ans KynbTUBUPOBAHUS KIETOK, NOCIE UCMONb30BaHUSA OOJPKHO ObITb
O4MLEHO U cTepunm3oBaHo. [pyn HeobxogmmocTM obopydoBaHve Ans npoBedeHus depMeHTauun Takke
OOIMKHO ObITb OYULLEHO, Ae3UHPULMPOBAHO UMN CTEPUITM3OBAHO.

18.35 MNuTaTenbHble cpebl Nepea Ux UCNonNbL30BaHUEM crnefyeT CTepunu3oBaTb, eCriv 3TO LienecoobpasHo
ONs NpeaoTBpaLLeHns HebnaronpusaTHOrO BRMSHUA Ha kavecTBo APC.
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18.36 [nsi BbISABNEHWUsI KOHTaMUHaLMKM U onpeaeneHnsa OENCTBUN, KOTopble HEOBXOOUMO OCYLLECTBUTD,
OOMKHbI OblTb B HanUuMM COOTBETCTBYIOLLME MNpPOLEeaypbl, K KOTOPbIM OTHOCATCS Npouenypbl onpeneneHus
BNUSHMSA KOHTAMUHALMW Ha NPOAYKUMIO U NpoLeaypbl AeKOHTaMuHauumm obopyaoBaHMsa 1M BO3BpaLLEeHUs ero K
COCTOSIHMIO, MO3BOMAKOLLEMY UCNOMb30BaTb 3TO OOOpyaoBaHME ANA MNpPOM3BOACTBA MNOCMEAYIOLWMX CEepU.
[MocTopoHHME opraHu3mbl, OBHapyXeHHble B xo4e MpoLeccoB depMeHTaumu, cnegyet npu HeobXxoammocTu
noeHTnMLMpoBaTh M OLEHUTb WX BNUAHME Ha KadyeCTBO npoaykuuu. PesynbTaTbl Takux OLLEHOK criegyet
NPMHUMAaTb BO BHUMaHWE NPW peLleHny Bonpoca O BO3MOXHOCTU NCMOMNb30BaHMs MONTy4eHHOro MaTepuarna.

18.37 CnepnyeT COXpaHATb 3anMcy CriyYaeB BbISIBIIEHUS KOHTaMUHaLUK.

18.38 lNocne o4nMCTKM YHMBEPCANBLHOIO (NpegHa3HaYeHHoro Ansi NPoOu3BOACTBA MHOMMX BUAOB NPOAYKLMN)
obopyaoBaHUss Mexay UuKnamyM Mo NPOVM3BOACTBY pas3HOM MpoAyKUMM MOXET notpeboBaTbCs MpoBedeHue
OOMOSTHUTENbHBLIX UCTIBITAHWIA C LENbO CBEAEHMS K MUHUMYMY pUCKa NEPEKPECTHON KOHTaMUHaLNN.

18.4 C60p, BblaeneHne n oYncTka

18.40 Ctagmu cbopa Kak Ans yAaneHUs KNeToK U KNeToYHbIX KOMMOHEHTOB, Tak 1 Ans cbopa KNeToYHbIX
KOMMOHEHTOB MOCrfe paspylleHuss crefyeT OCYLWeCTBMAATb C Momolblo obopyaoBaHWs W B 30HaXx,
npegHa3HavYeHHbIX Ans CBe4eHUS K MUHUMYMY pucKa KOHTaMUHauuw.

18.41 Tlpouenypbl cbopa M OYMCTKM, NO3BONALWME yAansaATb WM WMHAKTUBMPOBaTb MUKPOOPraHW3M-
NPOAYLEHT, KNeTOYHble OCTaTKN M KOMMOHEHTbI cpef, (Npu CBeAEHUM K MUHUMYMY paspyLleHUsl, KOHTaMUHaLMn
N CHXEHWS KavyecTBa), AOMKHbI obecneynBaTb NOnyYeHne NPOMexXyTodHon npogykumm nnu A®C nocTosHHOro
KayecTBa.

18.42 Bce obGopyaoBaHue nocrie MCronb30BaHWA AOMKHO OblTb OYMLLEHO WM MOABEPrHyTO CaHWTapHOW
obpaboTke B ycTaHOBNEHHOM nopsiake. [MponM3BOACTBO HECKOMbKMX NocnegoBaTernbHbIX Cepuii MPOMEXYTOYHON
npoaykuum n A®C 6e3 oumctkn obopyaoBaHus OOMyCcKaeTCa TOMbKO B TOM Criyyae, ecrim 370 He OkasblBaeT
BMMSAHUS HA UX Ka4eCTBO.

18.43 lNpn ncnonb30BaHMN OTKPLITLIX CUCTEM OYMCTKa AOMMKHA NPOBOAUTLCSA B KOHTPOMMPYEMbIX YCIIOBUSAX
NPOV3BOACTBEHHOW cpefbl, 0becrneyrBaloLLmMX COXpaHeHNe KayecTBa NpoayKLmun.

18.44 Ecnn obopygoBaHve WCMOnb3yeTcs Ans Npou3BOACTBA PasfuuyHbIX BUOOB MPOOYKUWW, MOTYT
NPUMEHATLCS  TakMe  OOMONHWTENbHble  BMAbl  KOHTPOMS,  Kak  MCMOMb30BaHWe  cneuvasnbHbiX
Xpomatorpacunyeckmx cMon nnm nposegeHne 4ONONHUTENbHBIX UCMbITaHWA.

18.5 Ctagum ynaneH1Msa wnum nHakTuBauum BUpycoB

18.50 Onsa nonyyeHus 6onee KOHKpPeTHOM WHGOPMaUWMM criedyeT BOCMOMb30BaTbCA COOTBETCTBYHOLLUMMU
HOpMaTMBHbIMM MpPaBOBbIMK akTamu Pecnybnuku Benapyce.

18.51 Ctagum yganeHus M MHAKTUBaLMW BUPYCOB SABMSIIOTCSH KPUTUYECKMMU cTagusiMm obpaboTkm ans
HEKOTOPbIX MPOLECCOB, N UX CriefyeT OCYLLEeCTBNATL B NpeAenax napameTpos, NpoLueilwmx sanvaaumio.

18.52 Cneayet npyHMMaTh Hagnexawme mepbl NPefoCTOPOXHOCTN AN NpefoTBpaLleHns NoTeHumnansHom
KOHTaMuHaLuMn BUpycaMmu NpoaykLmu, npollelien ctagumn yaaneHusa nnm nHakTueaumm BMpycoB, OT NpoayKuumn,
KoTopas 3Tu ctagmm He npowna. Noatomy 06paboTKy B OTKPbITbIX CUCTEMaXxX CredyeT OCYLLECTBMATb B 30HAX,
OTOENEeHHbIX OT APYrMxX 3TanOB TEXHONOTMYECKOro npouecca M MMEeKLWMX OTAeNbHble cucTeMbl 06paboTku
BO34yXa.

18.53 OgHo n To e obopyaoBaHuWe, Kak MpaBuIO, HE UCMONb3YeTCA Ha pasfU4HbIX CTagMsX OYUCTKU.
OpHako ecnum  HeobGxoAMMO WUCMOMb30OBaTb OAHO W TO e obopydoBaHue, ero nepeg MOBTOPHbLIM
ncrnonb3oBaHMEM crieqyeT Haanexalmm obpa3oM o4YMCTUTb M NOABEPrHyTb caHWTapHou obpaboTtke. CneayeT
npeanpyHUMaTh Hagnexalme Mepbl NPeJoCTOPOXHOCTU ANS NPefoTBpaLLEHUS BO3MOXHOMO NepeHoca BUpycoB
C NpeaplayLuMx cTaguin (Hanpumep, Yepes 06opyaoBaHWe UM NPON3BOACTBEHHYIO Cpeay).

19 A®C, npeaHa3HaYeHHble ANA KNMHUYECKUX uccneaoBaHumn (MCNbITaHU)

19.1 OOwume TpeboBaHUA

19.10 He Bce BuUAbl KOHTPOMHA, OMUCaHHblE B HaACTOALWEW 4acTu, NPUMEHUMbl MpU MNPOU3BOACTBE
opurnHanbHbix A®C, npegHasHayeHHbIX ANS NPOBEAEHUS MCCMedoBaHMW BO BpeMsi UX pa3paboTtkn. B
HacTosILLLEM pa3fene nNpuBedeHbl cneLmanbHble TpeboBaHus K aTum APC.

19.11 KoHTponb, ocywectensgembin npu npomssoactee ADPC, npegHasHavyeHHbIX ANA  KIMHUYECKUX
nccnegoBaHU, OOIMKEH COOTBETCTBOBATb (hase pa3paboTku NEeKkapCTBEHHOrO CpPeAcTBa, B COCTAB KOTOPOro
Bxogut A®PC. lNpouecc M MeTOAMKN MCCnenoBaHWU OOMMKHbI ObITe MOKMMK Onsi obecneyeHnsi BO3MOXHOCTU
BHECEHUS W3MEHEHWA NO Mepe HaKoMMeHUs 3HaHUW O npouecce U  NPOABWXEHUS UccnegoBaHun
neKkapcTBEHHOro cpefacTtBa OT  [AOKIMHUYECKUX WCCRefoBaHWA K KIMHUYECKMM unccriegosaHusaMm. Korga
paspaboTka neKapCTBEHHOrO cCpeacTBa AOCTuraeT cTaguu, Ha kotopon APC nonydyalT Ons NPUMEHEHWUst B
nekapcTBEHHOM CpeAcTBe, MNpedHasHayeHHOM Ans KNUHUYECKUX WCCredoBaHui, NPOW3BOAUTENU OOSMKHbI
rapaHTupoBatb, 4To A®C npousBeaeHbl C NOMOLLBIO Haanexallmx TeXHUYECKUX CpeacTB C UCMONb30BaHUEM
COOTBETCTBYIOLLMX NpoLeayp NpOoM3BOACTBA Y KOHTPONS, He0bxoanMbIX Ans obecneveHus kayectsa ADC.
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19.2 KayecTBO

19.20 TlMpu npoussoactese APC, npegHasHauYeHHbIX ANS KAVMHUYECKUX UWCCrefoBaHui, Heobxoaumo
NPUMEHATbL COOTBETCTBYOLWMNEe TpeboBaHmsa HacToswero TKIMT u Hagnexawyo npouenypy ogobpeHus Kaxgown
cepun.

19.21 Heobxooumo oOpraHW3oBaTb HE3aBUCUMbIA OT MNPOM3BOACTBA OTAen (oTaensl) kadectBa Ang
of00peHus nnmn oTkNoHeHus kaxxaon cepum AOC, npeagHasHayYeHHOW ANS KIMHUYECKUX UCCrea0BaHNA.

19.22 HekoTtopble YHKUMM MO MPOBEAEHUIO WCMbITAHUWA, BbINOMHAEMbIX OObIMHO OTAerom (oTaenamm)
KayecTBa, MOXHO OCYLLECTBNATb B APYrMX nogpasgeneHusx.

19.23 MeponpusTMs B OTHOLUEHUWN KayecTBa OOJPKHbI BKIHOYATb CUCTEMY UCMbITAHWIA UCXOOHOIO ChIpbS,
YNaKoOBOYHbIX MaTepuanos, MPOMEXYTOYHOW npoaykumm n AGC.

19.24 CnepyeT aHanvaupoBaTtb Npobriembl, CBA3aHHbIE C NMPOM3BOACTBOM U KAYECTBOM.

19.25 Tekct wmapkupoBkn ADC, npefHasHaYeHHbIX AMs  KAMHUMYECKUX MCCnegoBaHui, cnepyet
Hagnexawmm obpa3om KOHTPONMpOBaTb: B HEM AOMMKHO ObITb yKasaHO, YTO BELLEeCTBO NpedHa3HayeHo Ans
nccrnegoBaTenbCkux Lenen.

19.3 NomeweHnsa n obopyaoBaHue

19.30 Bo Bpemst Bcex dpas KNMHUYECKOro UccreaoBaHusl, BKMoYas UCMoNb3oBaHMe OMNbITHLIX Y4acTKOB UM
na6GopaTopuii ansa npoussoAcTea cepuii A®C, npeaHasHavyeHHbIX ANS KMMHUYECKUX UCCrenoBaHWM, AOMKHbI
ObiTb MpedycMOTpPeHbl Mpoleaypbl, rapaHTupyolue, 4YTo 06OpydoBaHUE NpPOoKanuMGpoBaHO, OYMLLEHO U
COOTBETCTBYET CBOEMY Ha3HA4YEeHMUIo.

19.31 Mopagok akcnnyaTauuyM obopyaoBaHWs OOMKEH rapaHTMpoBaTb npoBedeHue paboT C MCXOOHbIM
CbIpbeM TakuMm 06pa3oMm, YTOGLI CBECTU K MUHUMYMY PUCK KOHTAMUHALIUM U NEPEKPECTHOM KOHTaMUHaLMN.

19.4 KOHTpONb NCXOQHOIO ChIpbs

19.40 WUcxogHoe cbipbe, ucnonb3dyemoe npu npoussoactee APC, npeaHasHayeHHbIX AN KIMHUYECKMX
nuccnegoBaHwui, cnegyeT OueHVMBaTb NOCPeACTBOM MPOBEAEHMS WCMbITaHW WM nofyyatb BMecTe C
pesynbTatamu aHanusa, npoBeOEeHHOro MOCTaBLUMKOM, WM NPOBOAMTb WUCMbITaHWE Ha MNOANUHHOCTb. Ecnu
BELLeCTBO CYMTaAETCs OnacHbIM, TO JOCTAaTO4HO aHan13a, NpoBeAEHHOro NOCTaBLLMKOM.

19.41 B HeKoTOpbIX Crny4vasx NpUrogHoOCTb MCXOOHOIO Cbipbsi MOXHO ONpeaensTb nepen Ucnofb3oBaHneM
Ha OCHOBaHWM €ero MpPUrogHOCTM MpU NpoBedeHuV peakumm Hebomnbworo MacwTaba (TO eCTb UCMbITaHWA
PYHKLMOHANbHOW NPUrogHOCTM), YTO NPeanoYTUTENbHEE, YEM TOMBKO OOHW aHaNUTUYEeCKne UCNbITaHus.

19.5 NpousBoacTBO

19.50 [lMpouecc npoussoactBa APC, npegHasHaYeHHbIX ANs KIMHWYECKUX WCCNefoBaHun, cnegyet
dumkenpoBaTb B NabopaTopHbIX XypHanax, B 3anMcsax Ha CEpUio UM ¢ MOMOLLbIO APYrMX NOAXOASLUMX CPEeACTB.
OTW [OOKYMEHTbl [AOMKHbl BKMOYaTb MHAOpMauuio 06 MCnonb3oBaHUM MNPOU3BOLCTBEHHONO  Cbipbs,
06opyaoBaHnM, TEXHOMNOMMYECKOM MpoLecce, a Takke Hay4YHble HabnoaeHus.

19.51 Oxvaaemble BbIXOAbl NPOAYKLUMU MOMYT pasnuyatbCs 3HAUNTENbHO U ObiTb MeHee onpeaefieHHbIMU,
YeM OXmaaemble BbIXOAbl MPOAYKLMM B NPOLLEcCax, BbIMOSIHAEMbIX B MPOMbILLNIEHHOM MacliTabe.

PaccnepoBaHve NnpuynH OTKNOHEHW OT o6bema OXXmgaemoro Beixoga He TpebyeTcs.

19.6 Banngauusa

19.60 Ecnu npousBeaeHa ogHa cepust A®C unu nameHeHnst npolecca Bo BpeMs paspaboTtkn APC genatoT
BOCMPOM3BOACTBO CEepui 3aTpydHWUTENbHbIM WM HETOYHbIM, Banvpgauusa npouecca npoussogctea APC,
npegHasHa4YeHHOW Anst KIMUHWYECKMX UccnegoBaHui, ob6bIMHO HeuenecoobpasHa. Ha aton ctagumn paspaboTtku
kayectBo APC obecnednBaeTcsi cOMETaHMEM KOHTPOMNS, KanubpoBkM M Mpu HeobxoAMMOCTM KBanudukauum
obopyaoBaHus.

19.61 Ecnn cepun Npou3BogdAT s KOMMEPYECKOro MCNOMb30BaHUs, AaXe Npu yCroBuK, YTO Takue cepumn
NpPON3BOAAT B OMNbITHOM WIX OMbITHO-MPOMbILLIIEHHOM MacwTabe, BanMaaumio npouecca cnegyet nNnpoBoauTb B
COOTBETCTBUM C pa3genom 12 HacTosiLen 4acTu.

19.7 N3meHeHuA

19.70 N3meHeHMss B TeXHOMOMMYeckoM npouecce, crieluuduKaumax Unu MetToamkax UCMbITaHUiA crieayet
BHOCUTb BO BpeMs pas3paboTku Nno mepe nNpuobpeTeHus HOBLIX 3HaHWA U pocTa macwTaba npousBoacTBa.
Kaxxgoe nameHeHve cnegyeT HaanexalimMm o6pa3oM perucTpupoBars.

19.8 JlabopaTopHbIN KOHTPOIb

19.80 HecmoTpss Ha TO 4YTO aHaNUTMYECKUE METOLMKW, WCMONb3yeMble AN oueHkn cepun APC,
npeaHasHa4YeHHON Ansi KMMHUYECKUX WCCNEeLOBaHWIA, MOFYT elle He MPOWTM Banvaauuio, OHU AOMKHbl ObiTb
Hay4YHO ODOCHOBAHbI.

19.81 [NomkHa ObITb OpraHM3oBaHa CUCTEMA XpaHEHUs apxMBHbIX O0OpasLioB Bcex cepuin. Jta cuctema
JomkHa obecneynBaTb COXPaHHOCTb [OCTATOYHOIO KOMMYECTBa KaOoro apxvmBHoro obpasua B TeuyeHue
onpefeneHHoro nepuoga nocrne o4o0peHnsi, 3aBepLUEHNsT NN OT3bIBa 3asiBKU HA perncTpaumio.
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19.82 OnpeperneHune gatbl UICTEYEHUSA CpOKa rOAHOCTM U NMPOBEAEHMS MOBTOPHbLIX UCMbITAHWIA, KaK yKasdaHo
B nogpasaene 11.6 HacTosLen yacTu, MPUMMEHMMO NO OTHOLLEHMIO K cyulecTByowmnM ADPC, npeaHasHayYeHHbIM
Ons  KnMHUYecknx uccnegosaHnin. [Ona HoBbix A®PC, HaxoOsaWMXCs Ha paHHUX CTagusax KIMHUYECKUX
nccnepoBaHun, TpeboBaHus, onpeaeneHHble B ykadaHHOM nogpasaene, 00bl4HO HE NPUMEHSAIOTCA.

19.9 lokymeHTauus

19.90 Cuctema JOKyMeHTauun AOMMKHa rapaHTMpoBaTh, YTO MHCpopMauus, Nony4yeHHas B xoge paspaboTtku
n npoussoactea A®C, npegHasHauyeHHbIX ANA KNUHUYECKUX WMccrneaoBaHwuin, Gyaet odopmneHa OOMmKHbIM
obpas3om 1 gocTynHa ANg UCMNoMb30BaHKUS.

19.91 PaspaboTka 1 NpMMEHeHMEe aHaNMTUYECKUX METOAMK, UCMOMb3yeMblX ANs NMOATBEPXKAEHUS BbiMycKa
cepumn ADC, npegHasHayYeHHOW ANst KITMHUYECKMX UCCIeA0BaHUA, AOMKHbI ObliTb 0POPMMEHbl JOKYMEHTANbHO.

19.92 [lomkHa ObITb pa3paboTaHa u BHeApeHa cucTeMa XpaHeHus 3anncert No Npou3BOACTBY M KOHTPOIO
N COOTBETCTBYIOLLEN OOKYMeHTaumu. 3Ta cuctema JormkHa obecnevmBaTb XpaHeHue 3anvucen U JOKYMEHTOB B
TEYEeHMe YCTaHOBMIEHHOIO Mepuoda BpeMeHW nocre oAobpeHus, 3aBeplUeHUss WM OT3biBa 3asiBKM Ha
pervcTpauuio.

20 TepMUHbI M onpeaeneHus

[na uenen HacTosLWen YacTu UCMOMb3YKTCA OCHOBHbIE NMOHATUS, KOTOPLIE O3HavarT cnegyroulee:

akTMBHasa cpapmaueBTUYeckasa cybctaHuma (APC, active pharmaceutical ingredient, API): Belectso mnu
CMeCb BeLecTB, WUCMNOMb3yemble B MPOM3BOACTBE [EKapCTBEHHOro Cpeactea, KOTopble B mpouecce
Npov3BOACTBa CTAHOBATCA €ro akTUBHbIM WHIPEAMEHTOM (OEMCTBYHOLMM BeLLeCTBOM). Takme BellecTBa
obrnagatoT dapMakonorMyeckum UnuM gpyruM HenocpeacTBEHHbIM AEeNCTBMEM, MpedHasHa4vyeHbl AN nevYeHuns,
ANarHocTvkn unu npodunaktuki sabonesaHuii, yxoga, obpaboTkM n obnerdyeHus CUMNTOMOB, OKa3biBaloT
BNUSHME Ha CTPYKTYPbI Unn ouanonorndeckme yHKLUN opraHnsma.

6uoHarpy3ska (bioburden): YpoBeHb 1 BuA MUKPOOPraHM3MOB (Hanpumep, Henpuemnemble Unun
OOMyCTUMblE MUKPOOPraHM3Mbl), KOTOpble MOrYT MPUCYTCTBOBATb B WCXOOHOM CbipbE, MCXOAHOM Chipbe AnsA
Npou3BOACTBa aKTMBHOW hapMaLeBTUYECKON CYOCTaHUMM, MNPOMEXYTOYHOW MpOOYyKUMW WM B aKTUBHOW
dhapmaneBTMyeckon cybctaHuun. BruoHarpysky He cnegyeT cuuTaTtb KOHTAMWHALMEN, €Cnn ee YPOBHU He
MpeBbILWAT YCTAaHOBIMEHHbIE NpedeNibHble 3HAYEHUs UM He OOHapyXeHbl MUKPOOPraHu3Mbl, onpegensemMble
Kak HeJonyCcTUMbIe.

Banupauuna (validation): [okymeHTanbHO OMOpPMNEeHHble [OEeNCTBUA, [JatolimMe BbICOKYD CTeneHb
YBEPEHHOCTU B TOM, YTO KOHKPETHbIA Mpouecc, MeToguka wnu cuctema OByayT MOCTOSHHO MNpUMBOAUTL K
pesynbTatam, COOTBETCTBYIOLUMM 3apaHee YCTaHOBNEHHbIM KpUTEpMAM NPpUeMNIeMOCTH.

BCromMmoratenbHble MaTtepuanbl (process aids): MaTtepuanbsl, 3a WCKMOYEHWEM pacTBOpUTENeEn,
SABNAOLMECS  BCMOMOratefleHbIMM  MpUM  MPOM3BOACTBE  MPOMEXYTOYHOW  NPOOYKUUM  WUMW  aKTUBHOWN
dhapmaLeBTMYECKON cybcTaHumm 1 camm no cebe He y4acTBYHOLIME B XMMUYECKON UM BMOMOrMYECKOn peakuum
(Hanpumep, puneTpylowmne MmaTepuansl, akTMBUPOBAHHBIN Yrofb U T. M.).

Bbixoa oxupaaembin (yield, expected): KonnyectBo matepuana nnm npoLeHT OT TEOPETUYECKOro BbIXoaa,
oXumgaemble Ha MnOOON COOTBETCTBYIOLEN CTaguM TEXHOMOMMYECKOro MpoLEecca, OCHOBAHHbIE HA [aHHbIX,
npeaBapuTeNbHO MOMYyYEHHbIX MNpUM MPOM3BOACTBE ITOr0 Martepumana B NabopaToOpHbIX, OMbITHBIX WK
NPOMBILLIIEHHBIX YCMOBUSX.

BbIxop TeopeTuyeckum (yield, theoretical): Konnyectso matepuana, kotopoe onpefeneHo Ha OCHOBaHUU
KOnmM4ecTBa MCMoNb3yeMoro martepuana u Morno 6bl 6bITb NPON3BeAEeHO Ha MbOoN COOTBETCTBYIOLLEN CTaauu
TEXHOMNOrM4YeCcKoro npouecca Mnpu YCNOBUWM OTCYTCTBUS Kakux-NMMBO noTtepb WnyM OTKIOHEHWA B YCHOBUSAX
peanbHOro TEXHONOMMYEeCKoro npouecca.

[ata ucrteyeHust cpoka rogHoctu (expiry date or expiration date): [data, ykasaHHad Ha ynakoBke
(aTMKeTKax) akTMBHOM cpapmMaueBTUYecko cybcTaHuMm u obos3Havalolwas nepuos BPEMEHWU, B TeYeHue
KOTOpPOro Mpuv XpaHeHUU B YCTAHOBMEHHLIX YCNOBUAX XapakKTepPUCTUKM akKTUBHOM dapmaLleBTUYECKOn
cyOCTaHUuUM [OIDKHbI OCTaBaTbCA B Npedenax cneunpukauuim n no  MUCTEYEHUN KOTOPOro aKTUBHYHO
hapmMaLeBTMYECKYIO CYOCTaHLMIO HENb3S NCMOMNb30BaThb.

AaTta noBTOpPHOro mcnbitaHusa (retest date): [ata npoBegeHns NOBTOPHOIO KOHTPONS matepuana ang
noATBEPXAEHUS ero NPUrogHOCTU ANs AanbHENLLEro UCNonNb30BaHUS.

ucxogHoe cbipbe (raw material): OOwee noHATME, ucnonb3yemoe Ans 00603HAYEeHUs UCXOOHbIX
mMaTepuarnoB, peakTVBOB U pacTBOpUTENen, NpeaHa3Ha4YeHHbIX AN NPOM3BOACTBA MPOMEXYTOYHOW NPOAYKLMK
UK aKTMBHOW (bapMaLeBTU4eCKon cybcTaHLmnn.

ucxoaHoe cbipbe ANA NpousBOoACTBa akTMBHOW cpapmaueBTUYeckon cybetaHumm (APl starting
material): Cbipbe, MpOMEXyTo4YHasa NPOAYKUMUS UNN ApyrMe akTUBHOW hapmaueBTMYeCcKon cybcTaHumm, KoTopble
NCMNONb3ylTCS ANS NPOM3BOACTBA aKTUBHOW (hapmaLeBTUYECKON CyOCTaHUumM 1 BXOOAT B CTPYKTYPY aKTUBHOW
dapmaLeBTM4eckon cybCcTaHUMM B KayeCcTBe BaXHOro CTPYKTYpHoOro dparmeHta. WcxogHoe cbipbe Ans
Npou3BOACTBa aKTUBHOW hapmaLeBTUYECKOW CYOCTaHLUMM MOXET ObITb 3aKyMnmeHO Yy OAHOrO UMM HECKOSbKMX
NOCTaBLLMKOB, NIMBO MOXET NPOM3BOAUTLCH CaMOCTOSATENbHO. MICXOAHOE Chipbe ANS MPOU3BOACTBA aKTUBHOWM
hapmaLeBTM4EeCKon CybCcTaHLUMK, Kak NPaBuIio, UMEET YCTAHOBINEHHbIE XMMUYECKUE CBOMNCTBA U CTPYKTYPY.
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KanubpogBka (calibration): [leMoHCTpauumsi TOro, YTO KOHKPETHbIA NPMOOP UIM YCTPOWCTBO AaET pe3ynbTaThl
B YCTAHOBIEHHbIX NpeAenax no CPaBHEHMIO C pesynbTaTaMu, Nony4yaeMbiMU NPy UCNONb30BaHUN CTaHAAPTHOrO
obpasua, unmn ¢ pesynbTatamu conocTaBnUMoro co ctaHgapTom obpasua BO BCeM COOTBETCTBYIOLLEM Ananas3oHe
N3MEpPEHNIA.

KapaHTUH (quarantine): CrtaTyc BellecTB M MaTepuanoB, W30MMPOBAHHbIX (U3NYECKU U APYruMu
apbpeKkTUBHBIMU cnocobamu, 40 NPUHATUA pelueHus 06 nux nocnegyoweMm oaodpeHnn Unm OTKNOHEHUMN.

kBanudmkaumsa (qualification): Jencteusa, ypocToBepswowmMe u noaTBepxaaroLliMe AOKYMEHTanbHO TOT
dakt, yTo obopygoBaHMe MNU BCMOMOraTerbHble CUCTEMbl CMOHTMPOBAHblI OOMKHbIM OOpas3oM, MpaBWUibHO
DYHKUMOHMPYIOT U AENCTBUTENBHO MPUBOAAT K OXuaaeMbiM pesynbrataM. Keanudukaums sBrsieTcs 4YacTbio
Banugauun, HO OTAerbHble 3Tanbl KBanudukauum camm no cebe He SABMATCA anemMeHTamu Banugauuu
npouecca.

KOMNbIOTEpPU3MpOBaHHaA cuctema (computerized system): MNpouecc nnu onepaumsi, o6beanHeHHbIe B
OLHO Lierioe ¢ KOMMNbIOTEPHON CUCTEMOMN.

KOMNblOTEpHasAs cuctema (computer system): [pynna KOMNOHEHTOB annapatHoro obecneyeHus wu
COOTBETCTBYIOLLEr0 NPOrpaMMHOro obecrneyeHus, CrpoeKTMPOBaHHash U CMOHTMPOBaHHas Takum obpasom,
4YTOObI BbINONHATL ONpeAeneHHy0 MYHKUMIO Unu Habop OYHKUNNA.

KOHTaMmuMHauua  (contamination):  HexenatenbHoe  BHECEHME  NpPUMECEN  XUMWYECKOW WK
MWKPOBMOMNOrMyecKkon nNpupoabl UM MHOPOAHbIX BELLECTB B UCXOQHOE Cbipbe, MPOMEXYTOUHYIO MPOAYKLUMIO UK
aKTUBHYIO (hapMaLeBTUYeCKyl0 CyOCTaHLMI0O BO BpeMsi TEXHONOrMYeckoro npouecca, otéopa npob, ynakosku
Unv nepeynakoBKW, XpaHeHWs UM TPaHCMOPTUPOBaHNS.

KOHTpPONb B Mpouecce MNpPou3BOACTBa (BHYTPUNPOM3BOACTBEHHbIA KOHTPOSb, MEXONepaLnoHHbIN
KOHTponb) (in-process control or process control)): NpoBepku, ocyliecTBRseMble B XO4e TEeXHOMOrMYeckoro
npouecca C uenbo Hagsopa (MOHWTOPMHra) U Npu HeobXxoOMMOCTU perynupoBaHWs npouecca u (Mnu) Ang
NOATBEPXKAEHUS TOro, 4YTO NPOMEXYTOYHas MpoAyKuMs wnu akTuBHas dapmaueBTnyeckas cybcTaHums
COOTBETCTBYIOT cneundukaLmsam.

KOHTpoOJb KavyecTtBa (quality control, QC): NpoBepka unu ucnbiTaHne Ha COOTBETCTBME cneundmrKaLmsam.

KpUTEpPMU NpUemMnemMocTu (JonycTMMble HOpMbl) (acceptance criteria): Yncnosble npegensl, HTepBarnbl
unun gpyrve noaxoasiume Kputepmm npueMneMocT pesynbTaTtoB UCNbITaHWUN.

Kkputnyeckum (critical): TepmuH, OTHOCALLMICA K MPOU3BOACTBEHHOW CTagauW, YCMOBUKO TEXHOMOrMYECKOro
npouecca, TpeboBaHWI0 NCMbITaHWA Ny NHBoMy ApyroMy CyLLeCTBEHHOMY napaMeTpy Unu npeameTy, KoTopble
cnegyeT nopAepxuBaTb B paMKax NpeaBapuTenbHO YCTAHOBMEHHbIX KpuTepueB Ans  obecneyeHus
COOTBETCTBMSA aKTUBHOW (hapmMaLleBTUYECKON CyOCTaHUMM CBOEW crneuundmrkaumm.

matepman (material): OO6wee noHATME, o0OO03HavawLee Cbipbe (UCXOQHOE Cbipbe, pPeakTUBbI,
pacTBopuTENnn), BCNoMorartefibHble Martepuarsbl, MPOMEXYTOUHYIO NPOAYKUMIO, aKTUBHYIO (hapmaueBTUYeCKyHo
cybcTaHumio n Matepumanbl AN YyNakoBKM U MapKUPOBKN.

MaTto4Hasa xugkoctb (mother liquor): OcTaTouHasa XWMOKOCTb MOCMe MNpOLEeCcCOoB KpucTanmnusauuu unu
BblgeneHus. MaTtouHas >KMOKOCTb MOXeT coAepaTb HenpopearMpoBaBLUMe BeLllecTBa, MPOMEXYTOYHYIO
NPOAYKLUUIO, HEKOTOPbIE KONMYEeCTBa akTMBHON dhapmaueBTuyeckon cybctaHumm u (unu) npumecen. OHa moxeT
ObITb MCNONb30BaHa Ans AanbHevwen o6paboTku.

HoMep cepuun, Homep napTtum (batch number or lot number): YHukanbHas kombuHauus Lmdp, OykB 1
(vnn) cumBomoB, KOTOpble MAEHTUMULMPYIOT ceputo (MapTU) U Ha OCHOBAHMM KOTOPbIX MOXHO onpeaenvTb
NCTOPWIO ee NPOU3BOACTBA U peanusaumn.

obecneyeHune ka4vectBa (quality assurance, QA): COBOKYNHOCTb BCEX OPraHM3aunOHHbIX MEepOonpuUATUN,
HanpaBneHHbIX Ha obecneyeHne TOro, YTOObI BCe akTUBHbIe hapmaleBTUYeckue cybcTaHuMM NMenn KaduecTso,
HeobxoaMMoe Ana Ux npeanonaraemMoro NpUMMEHEHWs, a BCe CMCTEMbI KavyecTBa nogaepXuBanvcb B paboyem
COCTOSIHMM.

otoen (otgoenbl) KavectBa (quality unit(s)): lNogpasgeneHue, Hes3aBuCMMOe OT MPOU3BOACTBA U
BbINOMHsOWee 00683aHHOCTM Kak No obGecrneyeHuto kavyecTBa, Tak U MO KOHTPOMK KayecTBa. OTO MOryT ObiTb
nmbo oTaenbHble CcrnyxObl obecneyeHnss kadyecTBa W KOHTPONSA KayecTBa, nNMbO nuuUo wnu rpynna nuiy B
3aBMCMMOCTM OT MacwTaba u CTPYKTYpbl OpraHM3aumm.

oTknoHeHue (deviation): OTCTynneHne OT yTBEPXKOEHHOW UHCTPYKLMU UMK YTBEPXKAEHHOIO JOKYMEHTA;

nepekpecTHasi KOHTaMuHauusa (cross-contamination): 3arpssHeHve matepuana wunvM NPOAYKUUU OpYrvM
mMaTepuanom Mnm Npoaykumnen.

nepepabortka (reworking): [lpoBegeHne OOHOW UMW HECKONMbKUX CTagui, OTAMYalOWMXCA  OT
YCTaHOBMEHHOro NMPOW3BOACTBEHHOrO npouecca, ¢ Lenbio o6paboTku Takon MPOMEXYTOYHOW NPOAYKUUM UMK
aKTUBHOW hapMaueBTUYECKOW CYOCTaHLUMM, KOTOpas He COOTBETCTBYET CTaHAapTaM unu cneundukaumam, ans
nonyyYyeHns NPOMEXYTOYHON NPOAYKLUUW U aKTUBHON dpapMaLeBTUYECKON CyBCTaHUMM NPUeMIEMOro KayecTea
(Hanpumep, NepekpncTanm3aumus ¢ NOMOLLIbIO APYroro pacTeopuTens).

noBTOopHaaA obpaboTtka (reprocessing): BosBpalleHve B npouecc MPOMEXYTOYHOM NPOAYKUUU UK
aKTUBHOM (bapmaueBTUYeCKo CyOCTaHuMK, BKMOYas MNPOAYKUMIO, He COOTBETCTBYIOLLYIO CTaHAapTaMm wunu
cneumdurkaumsaMm, ¥ MNOBTOPHOE MpPOBeAeHMEe CTaguu KpucTannuMsauumum wnu  ApYrnx COOTBETCTBYHOLLMX
XMMUYeckMx  unn - uandecknx  ctagun  obpaboTkm  (Hanpumep,  gucTunnauuu,  unbTpaumu,
XpomarorpampoBaHus, nsmenb4YeHns), ABASIOWMXCA YacTbio YTBEPXAEHHOrO MPOM3BOACTBEHHOrO npouecca.
MpogomkeHne OCYLLECTBREHUS CTaduMu TEXHOMOrMYECKoro npouecca nocrne TOoro, Kak KOHTposfb B npouecce
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Npou3BOACTBa Mokasan, 4YTo CTagusl He 3aBeplLUeHa, cYUTaeTCs YacTbio 0BbIYHOro npouecca, a He NOBTOPHOW
obpaboTkon.

nognucaHo (nopgnucb) (signed (signature)): Mognucb nuua, KOTOpPOE BLIMOMHANO ONpeaeneHHoe
OencTeBne unu ocyLlecTBnsAno nposepky. Moannce MoOXeT ObiTb B BMAE MHULMAMOB, MOMHOMO PYKOMUCHOrO
BapvaHTa UMeHu 1 amunmm, PYKOMUCHOM NOANUCK, MNYHOW neyvyaTu WnM ayTeHTUYHOW W 3allMLLeHHOW
3EKTPOHHOM NOANUCH.

npumeckb (impurity): Jlto6bon KOMNOHEHT, NPUCYTCTBYIOLUIA B NPOMEXYTOYHOMN NPOAYKLMU UMW aKTUBHOW
hapmaLeBTMYECKON CybCTaHLUMKM, HanM4ne KOTOPOro HexXenaTenbHo.

npousBoauTenb, paboTarowmm No KOHTpaKTy (contract manufacturer): MNponssoauTens, BbINOMHAIOLWMNA
onpeaeneHHbIn BUA, NPOM3BOACTBEHHON AeATENBHOCTM MO MOPYYEHUIO MEPBOHAYaNbHOIO NPON3BOANTENS;

npousBoacTBo (manufacture): Onepauun M BUAObl KOHTPONS, CBSA3aHHble C MNPUEMKOW MaTepuanos,
TEXHOMOrMYeCckMM MpoLIeCCOM, YMaKoBKOW, MNepeynakoBKOW, MapKMPOBKOW, MNEepeMapKUPOBKON, BbIMYCKOM,
XpaHeHeM 1 OTrpy3KOM aKkTMBHON hapmMaLeBTUYECKOW CybcTaHuuu.

npoMeXxyToyHasa npoAaykuua (intermediate): MaTepmwan, KOTOpbIi MoOMy4alwT B Xxo4e CTagun
TEXHOMOrM4yeckoro npouecca npou3BOACTBA aKTUBHOW  hapmaueBTUYecKon cybCcTaHuMm U KOTOpPbIN
npetepneBaeT AarnbHENWne MONEKyNApHble NPEBPALLEHNS WU MOABEpPraeTca O4nMcTke, npexae 4Yem CTaHeT
aKTMBHOM (bapmaueBTnyeckon cybctaHumn. MNMpomexyTouHas NpoAyKUMSA B XOA4e TEXHOMOrM4Yeckoro npouecca
MOXeT NoABEpPraTbCs UM He NoABEpPraTbCs BblAENEHUIO.

npoTokon Banupauum (validation protocol): [JokymeHTanbsHO OMOPMIMEHHbIV NNaH, yKasblBaloOLWMMW, Kak
cnegyeT NpoBOAUTH Banuaauuvio, U ONpedensiowmin Kputepum npuemnemMoctu. Hanpumep, B npoTokone
Banugauum npOM3BOLACTBEHHOIO Mpouecca [OMkKHbl OblTb  yKa3aHbl TexHosornyeckoe obopynoBaHue,
KpUTUYeCcKne napameTpbl npouecca n ero paboune pexmmbl, XapakTepUCTMKM NpoayKuun, oToop npob, AaHHble
ncnblTaHWN, KOoTopble Heobxoaumo cobpaTb, KONMMYECTBO BanuAaLMOHHBIX LIMKIOB U NpuemMnemMble pesynbTaTbl
UCNbITaHUN.

npocdunb npumecen (impurity profile): OnucaHne naeHTUPUUMPOBAHHBLIX U HEMAEHTUDULMPOBAHHBIX
npumMecen, NPUCYTCTBYIOLWMX B aKTUBHOW hapMaLeBTUYECKON CybCcTaHuUmm.

npoueaypa (procedure): [lokymeHTanbHO 0hOPMIIEHHOE ONUCaHWe onepauui, nognexalimx BbiNoHEHMIO,
Mep NPeAoCTOPOXHOCTM U MEPONMPUATUR, MPSMO UIIN KOCBEHHO OTHOCSLLMXCSA K NPOU3BOACTBY NMPOMEXYTOYHOM
NPOAYKUUM UM aKTUBHOW bapmaLleBTUYECKON CybcTaHuuu.

pacTBopuTensb (solvent): HeopraHuyeckas unu opraHmyeckas XnakocTb, UCNONb3yemas B kayecTBe cpeabl
ONsl MPUrOTOBIEHUSA PacTBOPOB UMW CYCNEH3UIM NPU NPOWU3BOACTBE MPOMEXYTOYHON NPOAYKUUN UMK aKTUBHOMW
dhapmaLeBTMYECKON CcybCcTaHUmK.

cepusa (naptmsa) (batch (lot)): KoHkpeTHoe konmyecTBO MaTepuana, MOMYYEHHOro B pesynbTarte
TEXHOMNOrMYEeCcKoro npouecca WuM cepuy MpoLECCOB TakMm 0OpasoM, YTO MOXHO paccyMTbiBaTb Ha e€ro
OAHOPOOHOCTb B YCTAHOBMEHHbLIX npefenax. B cnyyae HenpepbiBHOrO NPOM3BOACTBA CEPUS MOXET
COOTBETCTBOBAaTb OMNpeAEeneHHon YacT npoaykummn. Pasmep cepum B 3TOM criydyae MOXeT onpegenstscsa nnbo
(PUKCUPOBAHHBIM KOMMYECTBOM, NTMOO KONUYECTBOM, NPOU3BEAEHHBIM 3a ONPeAerneHHbIN MPOMEXYTOK BPEMEHU.

cneuundukauma (specification): lNepeyeHb UCNbITAHUIA, CCbINOK HA aHaNUTUYECKME METOANKM U KpuTeprnes
nNpuemMnemMocT, npeacTaBnAwLWMX COOOM YMCMOBbIE TpPaHULbI, WHTEpBanbl WAWM Apyrne Kputepuu Ansi
COOTBETCTBYIOLUMX uUCNbITaHUN. Creundukaums ycTaHaBnvMBaeT Habop KpuUTEpMEB, KOTOPbIM OOJDKEH
COOTBETCTBOBAaTbL MaTepuar, 4Tobbl cyMTaTbCA NPUEMMEMbIM AN €ro npegnonaraemMoro MnpUMEHEHNs.
CootBeTcTBME CcneunduKkaLmm o3Ha4vyaeT, YTO MaTepuar, NPOLEeALNA UCTIbITAHUS COrNacHO NepPeYnCrieHHbIM
aHanUTUYEeCKUM METOLMKAM, COOTBETCTBYET NPUBEAEHHBLIM KPUTEPUSAM MPUEMIIEMOCTMN.

CTaHAapTHbIA ob6pasel, BTOpuYHbLIN (reference standard, secondary): CybcTaHums yCTaHOBMEHHbIX
KadecTBa W YMCTOThbl, YTO [JOKa3aHO MNOCPEeACTBOM CpPaBHEHUSI C MNEPBUYHLIM CTAHOAPTHbBIM 0OpasuomMm,
ncnonb3yemasi B Ka4eCcTBe CTaHO4apTHOro obpasua onsa TekyLmx nabopaTtopHbIX aHanM3os.

CTaHAapTHbIN o6paseu, nepBU4YHbLIN (reference standard, primary): Cy6cTtaHuusa, sBRsawLwascs
NOAJIMHHBIM BELLECTBOM, 4YTO ObINIO [OKa3aHO C MOMOLLBI PaCLUMPEHHBIX aHANUTUYECKUX WCMbITaHWUA, WU
obnapatoLas BbICOKOM CTEMEHbIO YNCTOThI. DTOT CTaHOAPT MOXET OblTb NonyveH n3 odpumumanbHO NPU3HAHHOTO
MCTOYHMKA WNW MOCPEACTBOM HE3aBUCUMOIrO CUMHTE3a, WU MOMy4YeH W3 MCNOoMb3yemMoro B MPOM3BOACTBE
BELLECTBA C BbICOKON CTEMEHbI YUCTOTbI, UM NPUrOTOBMNEH NMOCPEACTBOM MOCMeAyHLEn OYUCTKN BELLECTBA,
NCMNonb3yeMoro B NPon3BoACTBE.

TexHonorn4yeckun npouecc (production): Bce onepauumn no NnpomM3BoACTBY aKTMBHOW hapMaLeBTUYECKON
cybcTaHuun, BKIMOYas nNpUeMKy MaTepuanoB, 00paboTKy W ynakoBKY aKTMBHOW hapmMaLeBTUYECKON
cybcTaHuun.

ynakoBOYHbIN MaTepuan (packaging material): Jliobon maTepman, npegHasHa4YeHHbIA Ons 3aWuThbl
NPOMEXYTOYHOM  MPOAYKLUMW UMM aKTUBHOW  hapmaueBTMYEeCKOW CybCTaHuuMM nNpu  XpaHeHuu wn
TPaHCMOPTUPOBAHUM.
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YacTtb Il
OOKYMEHTbI, CBA3AHHbIE C HAONEXALLEN NPON3BOOCTBEHHOWU NMPAKTUKON

naBa | MosicHeHMs No cocTaBNeHUIo AO0Cbe NPOM3BOACTBEHHOW NNoLaaKu

1 BBepgeHune

1.1 [docbe nNpou3BOACTBEHHOW MfOWaAKM — [OOKYMEHT, KOTOpbI COCTaBMsieTCA MNpOM3BOAMTENEM
nekapcTBeHHbIX cpeacts. OH JOMKEH codepxaTb cneumanbHyo MHopMauuio o NonNnTuMke B obnactu kayectsa
N 0eATenbHOCTM NPOM3BOACTBEHHON NIOLAAKN, TEXHONOMMYECKOM mnpouecce U (UNn) KOHTpone KadvecTtsa npwu
NpoBeAEeHUN Ha AaHHOW NnoLlaake onepawlmn no NPOU3BOACTBY NEeKapCTBEHHbIX CPEACTB, a Takke O Kakmx-nmbo
TECHO B3aMMOCBSI3aHHbLIX paboTax B MPUMbIKAOWMX W cocegHux 3aaHuax. Ecnv Ha paHHOM nnowagke
OCYLLECTBMSAETCH TOSNbKO YacTb onepaunii No Npon3BOACTBY, TO B 4OCbE MPON3BOACTBEHHOM NIOLLAAKA JOIKHbI
ObITb OMMCaHbl TONBKO 3TV oNepauun, HanpuMep, aHanus, ynakoBka u T. 4.

1.2 Mpn nogave pocbe NPOM3BOACTBEHHOW MMOLWAAKM B YNOMHOMOYEHHbIA OpraH B HEM [JOSbkHa ObiTb
npeacTaBneHa 4YeTkass MHGOpPMaUMs O AeATEeNbHOCTM MPOU3BOAUTENS B COOTBETCTBMM C TpeboBaHMsMHU
HacTosiwero TKI1, koTopass mMoxeT ObiTb MnonesHon npu obliem Hapgsope, a Tawke Ans 3ddeKTUBHOro
NNaHMpoOBaHWsS U MPOBEAEHUS MHCMIEKTUPOBAHMSA Ha COOTBETCTBME TpeboBaHusAM HacTosiwero TKIT.

1.3 [ocbe NpOM3BOACTBEHHOW MNIOWAAKM AOIDKHO codepaTb [AOCTaTovHYyK WHAOPMauMio, OAHaKo,
HACKOSbKO 3TO BO3MOXHO, €ro obbem He AomkeH npesbiwaTtb 25 — 30 cTpaHuu, He BKMAYas NpUNOXKEHUs.
MMpocTble MnaHbl, PUCYHKN U CXEMbl cuMTaloTca Boree npeanoyYTUTENbHBIMKU, YEM OnMcaTeNnbHOEe M3NOoXeHue.
[ocbe npov3BOACTBEHHON Nnowagky (B TOM YuCrie NPUNOXKeHUs) OMKHO ObiTe yaobodnTaembiM Npu neyatu
Ha 6ymare chopmaTta A4.

1.4 [Jocbe Npou3BOACTBEHHOW MIOWAAKMA OOJMKHO COCTaBMATb YacTb JOKYMEHTaumMu, KoTopas OTHOCUTCS K
cucTeMe ynpaBrieHWsi Ka4ecTBOM, ero criegyeT nogdepXvmBaTtb B akTyanlbHOM COCTOSIHMM C LieNbl0 OTpaXKeHus
TeKyLLen geaTenbHoCTW. B gocke Npon3BOACTBEHHOW NnowankM Heobxoaumo ykasbiBaTb HOMEP BEPCUMU U AaTy
BBEJEHMS B AENCTBUE, a Takke AaTy criegyrollero nepecmotpa. Kaxgoe npunoXeHne MoXeT MMETb OTAENbHYHO
[aTy BBEAEHUS B AEVCTBUE, YTO NO3BONUT OCYLLECTBNASATH €r0 HE3aBUCUMBbIV NEPECMOTP.

2 Uenb

Llenb HacTosiero AokymeHTa — gaTb pekoMeHZauuu MNpou3BOAUTENSIM JNEKAPCTBEHHBLIX CPEACTB MO
CO3JaHuU0 [0Cbe MPOU3BOACTBEHHOW MNIOLWAAKN, KOTOpPOe MOXeT ObiTb MonesHbiM Afs YNONHOMOYEHHOro
opraHa npv NraHWpPOBaHUN U NPOBEAEHUN WHCTMEKTUPOBAHUS MPOM3BOACTBEHHOW MMOLWAAKM HA COOTBETCTBUE
TpeboBaHusim HacToswero TKI1.

3 O6nactb NnpuMeHeHUsA

MonoxeHns HacTosien rnasbl MPUMEHUMbl MPU MOArOTOBKE M (POPMUPOBAHWMU COAEPXaHUS [0Cbe
NPOM3BOACTBEHHOW nrowanku. [lpov3BoouTenn [OOMKHbI MNPUHMMATb BO BHUMaHue pervoHarbHble
(HauMoHarnbHbIe) HopMaTMBHbIE NPaBOBble TPEOOBaHWUS AN onpeaeneHns Toro, ABMsSEeTCs Ny NOAroToBKa AOChe
NPON3BOACTBEHHON NnoLaakn obs3aTenbHbIM TpeboBaHNeM ANnsi NPOU3BOAMTENEN NEKapCTBEHHbIX CPeACTB.

MonoxeHus HacTosILel rMmaBbl PAcCnpPOCTPaHSATCA Ha BCE BUAbI NPON3BOACTBEHHON AEATENBHOCTU, Takne
Kak COOCTBEHHO NPOM3BOACTBO, YMaKOBKA W MapKMpOBKa, MNpPOBEAEHME WCMbITAHWIA, NepeynakoBka Wu
nepeMapKkMpoBka BCEX BWAOB reKapcTBeHHbIX cpeacTB. OCHOBHble MpuHUMMbLI HacToswero TKM moryt
MCnonb30BaTbCA NPU MOArOTOBKE [JOCbE NPOM3BOACTBEHHOW MMOLAAKM UMM COOTBETCTBYHOLLErO [OKYMEHTa
NpOM3BOAMTENSIMU NEKAPCTBEHHbIX CPEACTB U3 JOHOPCKOM KPOBU UMK TKaHeK, a Takke npoussoautensmm APC.

4 CopepxaHue OOCbe NPON3BOACTBEHHOM NNOLAAKN
[ocbe Npon3BoACTBEHHON NNOLAAKM AOMKHO coaepXaTb CreayloLLyo UHopMaLumio:

1 O6wan uHdopmauua o npoussoguTene

1.1 KoHTakTHasa uHdgopmMauus:

- HAUMEHOBaHWE U aapec PUANYECKOro NNLa;

- HaumeHoBaHue(sl) u pakTudeckun(ne) appec(a) NPouU3BOACTBEHHOWM(bIX) NMOWAAKU(OK), 34aHun U
NPOV3BOACTBEHHBIX Y4aCTKOB, pacrnonoXeHHbIX Ha aTon(MxX) nnowaake(ax);

- HoMep TenedoHa nepcoHarna, paboTarLero KpyrinocyTo4HO, C KOTOPbLIM CBS3bIBAOTCSH B criydae AedekTa
1 (Mnn) oT3blBa NPOAYKLUNY;

- MAEHTUMUKALMOHHBI HOMEpP NPOW3BOACTBEHHOW MoLWanKku, Hanpumep, koopauHaTtel GPS vnn gpyron
cucTeMbI onpegeneHns reorpadyeckoro MecTopacnonoXeHus (Mpy Hanuyuum).

1.2 WHdpopmauma o Tpebyowen cneumansHOro paspelleHns  (NUUEeH3un) Mpou3BOACTBEHHOM
OesTenbHOCTH:

- KOnNusl [JOeWCTBYIOLLEro CrneumarnbHOro paspelleHus (MMueH3uMM) Ha Mpou3BOACTBO EKapCTBEHHbIX
CcpencTB, BblAaHHOrO YNOMHOMOYEHHbIM OpraHoM (B KayecTBe npuroxexus 1);

- KpaTkoe onucaHue [OedATenbHOCTU MO MNPOM3BOACTBY, WMMOPTY, 3KCMOPTY, OMTOBOW TOprosne u np.,
NNLIEH3MPOBAHHOW COOTBETCTBYIOLLMMW YNONHOMOYEHHbIMW OpraHamu, BKno4vas 3apybexxHble YyronHOMOYEHHbIe
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opraHbl, C YyKaszaHuMeM IULEH3NPOBaHHbIX FeKapCTBEHHbIX (POpM (BMOAOB AEATENbHOCTWU), €Cnu 3TO He
OXBaTbIBaeTCs paspeLleHnem (nuueH3nen) Ha NPon3BoOACTBO;

- BMAbl NPOAYKUMW, NPOU3BOAMMON Ha MMoLLlaZke B HACTosILLee Bpems (NnepeyeHb NPUBOAUTCS B KayecTBe
NPUIOXEHUS 2, €CNK 3TO He yKa3aHo B NpunoxeHun 1);

- MNepeyeHb MHCMNEKUU nnowiagkn Ha COOTBETCTBME TpeboBaHMSIM Haanexaiwen npou3BoaCTBEHHOM
NpakTUKM 3a nocnegHve 5 neT, C ykasaHuMem [aT M HasBaHUMM (roCygapcTB) YMOMHOMOYEHHbIX OPraHoB,
NPOBOAMBLLMX MHCMEKTUPOBAHUE, a TakkKe KOMUSA AEWCTBYHOLLEro cepTudumkata COOTBETCTBUSA TpeboBaHUSIM
Hagnexallen NponM3BOACTBEHHON NPAKTUKM (NpWY Hann4yum) (B kadecTBe npunoxeHus 3).

1.3 Kakas-nnbo gpyras npom3BOACTBEHHANA AeATENbHOCTb, OCYLLEeCTBNAEMas Ha NpeanpusTum:

- OnUcCaHWe NPOU3BOACTBEHHON AEATENbHOCTU Ha npeanpuatum (MPOu3BOACTBEHHOW nrowanke), He
CBsi3aHHOM ¢ hbapMaLleBTUYECKON OeATENBHOCTLIO, ECIM TakoBasi MPOBOAUTCS.

2.1 Cucrema ynpaBrieHMA Ka4eCTBOM NMPOU3BOAUTENA:

- KpaTtkoe onncaHne CUcTtemMbl ynpaBlieHUA KadeCTBOM npeanpuatna u CCbIJTIKM Ha TNpUMEeHAEeMble
CTaHAapThbl;

- OTBETCTBEHHOCTb NO Nogaep>XXaHn CUCTEeMbl Ka4eCTBa, BKIO4HaA BbiCLLEEe PYKOBOACTBO;

- VIH(*)OpMaLI,VIﬂ O [AedATesibHOCTH, B  OTHOLUEHUU KOTOpOI7I npeanpudaTtne akKkpeanToBaHO n
cepTMduULMpoBaHO, BKMNOYad faTbl W COAEpXaHWe [OKYMEHTOB MO akkpeguTaumm (cepTudbmkaumm),
HavMeHOBaHWsi OPraHoOB NO akkpeauTauumm (cepTudmkaumn).

2.2 Npoueaypbl Bblgaum paspeLleHnA Ha BbINMYCK rOTOBOW NMPOAYKLUN:

- JeTanbHoe onuncaHue KBanudWKaUMOHHbIX TpeboBaHui (oOpas3oBaHMe W onblIT  paboTbl) K
YNonHoOMo4YeHHOMY(bIM) nuly(am), yA0CTOBEPSAIOLLEMY COOTBETCTBUE CEPUM YCTAHOBIEHHBIM TpeboBaHmAM Ans
BblAa4yn pa3pelieHna Ha BblMyCK;

- 06u.|,ee onncaHme npouenypbl noarBepXaeHnda COOTBETCTBUA CepUN YCTaHOBJIEHHbLIM TpeGOBaHVIFIM n
BblOa4uM paspeLleHns Ha BbIMyck;

- ponb YNONMHOMOYEHHOrO nuua B Bblgade paspelleHns Ha BbIMyCK roToBOW MNpoaykuun (B TOM 4ucne
CHAATME C KapaHTWHa), a TaKkke B NOATBEPXAEHUN COOTBETCTBUSA TPeBOBaHNAM perncTpaLmMoHHOro Aocke;

- cornawleHuna mexay YNONHOMOYEHHbIMU nmuamm, ecnn B3aI/IMOLI,eVICTBy}0T HECKONbKO YMNONMHOMOYEHHbIX
ny;

- yKaszaHue Ha TO, YTO B CTpaTernn KOHTPOMs MCNONb3YHTCH NPOLEeCCHO-aHanuTuyeckas TexHonorus (PAT)
n (Mnn) BbINYCK B peanibHOM BPeMEHU, UMK BbINYCK NO NapaMmeTpaM (eCrv OHU UCNOSb3YTCS).

2.3 YnpaBneHue nocTaBlMKaMM U nogpagynMKamMmu:

- KpaTKoe pesiome, cogepxallee MHoOpMauuio O Lensx MocTaBoK, a Takke O nporpammax BHELLHEro
ayauTa;

- KpaTkoe onucaHWe CUCTEMbl  KBanudukauum  nNoapsiAYMKOB,  NPOU3BOAUTENEN  aKTUBHbIX
hapmaLeBTMYECKUX CYOCTaHLUMIA U OPYrMX NOCTaBLUUKOB KPUTUYECKMX ANS KayecTBa MaTepuarnos;

- MHdopMaUMa 0 MeponpuATUAX No obecrnedyeHnto COOTBETCTBUSA MPOaYyKUUN TpeboBaHUAM pyKOBOACTB B
OTHOLLEHMM rybyaTown aHUedanonaTnu;

- WH(opmaumsa o wMepax, npegnpuHUMaemblx MNpY MNOAO3PEHUM UMW BbISBEHUUM KOHTpadakTHOW,
dhanbcugurLmMpoBaHHO, B TOM 4Yucrne HepacdacoBaHHOW MpoAyKuuu (Hanpumep, HeynakoBaHHbIX TabneTok),
aKTMBHbIX (hapMaLeBTUYECKUX CYOCTaHLMIA UM BCMOMOraTesbHbIX BELLECTB;

- MHdopMaumsa 06 UCMOMb30BaHMM BHELLHEW HAay4YHOW, aHaNUTUYECKON NNy APYron TEXHUYECKOW NMOMOLLM,
KacaroLLencst NPOU3BOACTBA M aHanu3a;

- MepeYveHb KOHTPaKTHbIX NPOU3BOAMTENEN N NabopaTopui, BKMOYas agpeca U KOHTAKTHY MHdopMauuio,
a TaKKe Cxembl Lienen nocTaBoOK AN KOHTPAKTHOW AEeATEeNbHOCTU MO MPOW3BOACTBY U KOHTPOSO KayecTBa,
HanpuMmep, CTepUnM3aums NepBUYHOIO YNakOBOYHOrO MaTepuana Ansi NpoLecCoB B aCEeNTUYECKUX YCITOBUSIX,
UCNbITaHUS UCXOAHBLIX MaTepMarnoB U T. 4. (B Ka4eCcTBe MpUNoXxeHus 4);

- KpaTkui 0630p pacnpefeneHnsi oTBETCTBEHHOCTU MEXAY 3aKa3yMkOM M UCMOSTHUTENEM B OTHOLUEHMU
TpeboBaHWIn pernMcTpaumoHHOro oCbe (ECNN HE yKa3aHo B 2.2 HAcTosALWero pasgena).

2.4 YnpaBrneHue puckamMu Ansi KayecTsa:

- KpaTKkoe onncaHune VICI'IOJ'Ib3yeMOI71 npounssoanTenem MeTogos1ormm ynpaeneHna puckamm ana Ka4ecrtBa;

- ccbepa DEencTBmsa un HanpaBfieHHOCTb ynpaBJfieHNA PUCKaMU ONA KadecCTBa, BKIKO4YadA KpaTKoe onucaHue
nobon OeaTenbHOCTH, OC)/LLI,GCTBJ'IF!GMOVI Ha KOpnopaTtMBHOM YpOBHE, a TaKXe NnoKanbHOW [eATenbHOCTMU.
[omkHo ObITb YNOMAHYTO nioboe npuMeHeHne CUCTeMbl ynpablieHUA pUCKaMu OnA KadvecTtBa AO5d OLUEeHKU
HenpepbIBHOCTW NOCTaBOK.

2.5 O630pbI KayecTBa NpoAyKLUMUU:
- KpaTKkoe onncaHune I'IpMMeHeHHOﬁ MeToaonornn.
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3 NepcoHan

- Cxema opraHM3auuoHHOW CTPYKTYpbl C yKa3aHWeM AOSHKHOCTEN (MO3MUMIA) B YNpaBreHUM KadeCTBOM,
NPOM3BOACTBE M KOHTPOSIE KayecTBa, BKMOYas BbiCLUEE PYKOBOACTBO M YMOMHOMOYEHHoe(ble) nuuo(a), (B
KayecTBe NpunoxeHus 5);

- KONMMYeCTBO MNepcoHana, 3aHATOr0 B YMNpaBfieHUM KadeCTBOM, NPOW3BOACTBE, KOHTPONie KayecTsa,
XPaHEeHUn 1 peanunsauuu.

4 NMomeweHus n obopyaosaHue

4.1 NomeLueHuns:

- KpaTKoe onucaHue npeanpuaTus, pasmep MpPOU3BOACTBEHHOW MMNOWAAKA M NepeveHb 34aHui
(coopyxeHuit). Ecnum npov3BOACTBO OCYLIECTBNSAETCA ANS PasfMYHbIX PbIHKOB (Hanpumep, oKanbHOro,
Pecnybnuku Benapycb, EBponelickoro coto3a, CoeauHeHHbix LLUTatoB AMEpUkM n ap.) B pasnunyHbIX 34aHUSX
(coopyxeHnsix) NpoM3BOACTBEHHOW MMOLWAAKW, criegyeT MpUMBECTM NepeyeHb 3TUX 34aHui (COOPYXKEHWUR) C
yKa3aHVeM PbIHKOB, ANl KOTOPbIX NpeAHa3HayeHa Npov3BoaMMas Npoaykumsi (ecnm ato He ykasaHo B 1.1);

- MPOCTOM MfaH WM OMMCaHWe MNPOM3BOACTBEHHbIX MIOWAAOK (y4acTKOB) C YyKasaHMeMm Maclutaba
(apXMTEKTYPHbIE N MHXEHEPHBIE YEPTEXM HE HYXHbI);

- NNaHbl U CXeMbl NPOWN3BOACTBEHHbIX 30H (B Ka4yecTBe MPUNOXeHus 6); C ykasaHMem Kracca YUCTOTbl
nomeLLeHnn n nepenagoB AaBrieHUs Mexay npunerawwmmMmy 30HaMu, a Takke TEXHOMNOrMYeckux onepawmn
(Hanpumep, cMeLLnMBaHWeE, HaMNOMNHEHWE, XPaHeHWe, yNakoBKa 1 T. 4.), NPOBOAUMbIX B MOMELLEHMSX;

- NNaHbl CKNaacKnx NOMELLEHUA U 30H XpaHeHWst ¢ 0B0o3HavyeHMeM crneumanbHbiIX 30H AMs XpaHeHus U1
06paboTky 0COBO TOKCUYHbIX, ONACHBIX Y CEHCUBUNN3MPYIOLLMX BELLECTB (NMpy Hann4um);

- KpaTKoe OnMcaHue He OTMEYEHHbIX B MlaHax crneLmasnbHbIX YCIOBUIN XpaHeHus (Npu HeoBX04MMOCTH).

4.1.1 KpaTtkoe onucaHue cucTem HarpeBa, BEHTMNSLMM W KOHAMUMOHMpOBaHWS Bo3gyxa (Heating,
Ventilation, & Air Conditioning — HVAC):

- MPUHLMNbI ONpefeneHns nogayn Bosayxa, TemnepaTypbl, BMaXHOCTU, Nepenaga AaBeHnst U KpaTHOCTH
obMeHa Bo3ayxa, ypOBEHb PELMPKYNALMN BO3ayXa (B NpoUeHTax).

4.1.2 KpaTkoe onucaHue cMcTeMm BO4ONOArOTOBKMU:

- yKasaHue KayecTtsa Npon3BoanMon BOAbI;

- cXemaTtuyeckune YyepTexmn cuctem (B kavectse Npunoxenns 7).

4.1.3 KpaTkoe onucaHue gpyrux cucteM obecneyeHms (CMcTembl nogayv napa, cxaToro Bo3gyxa, asoTa u
T. N.).

4.2 O6opynoBsaHue

4.2.1 TlepeyeHb OCHOBHOMO TEXHOMOrMYECKOrO W KOHTPOMbHOrO rfabopaTopHOro obopydoBaHus C
0603Ha4YeHneM KpUTUYecKkMx egmHul (B kadectse lNMpunoxeHus 8).

4.2.2 Ounctka u ges3vHpekums:

KpaTkoe onncaHue MEeTOAOB OYUCTKU WM Ae3UHMEKUMM KOHTaKTUPYHLMX C MpogyKumMen MoBEepXHOCTeW
(Hanpumep, py4Hasi o4MCTKa, aBTOMaTUYeCcKasi cCucTemMa «04McTka Ha Mecte» U T. M.).

4.2.3 OnucaHve KOMMbIOTEPU3NPOBAHHbBIX CUCTEM, KPUTUYECKMX C TOUKU 3peHus TpeboBaHWA HacTosLLEero
TKM:

- cnegyeT NpUBECTM ONMCaHWe KOMMbIOTEPU3UPOBAHHBLIX CUCTEM, KPUTUYECKUX C TOYKMN 3peHmns TpeboBaHui
HacTosiwero TKI, 3a ucknioveHnem o6opyaoBaHUs CO cneuvanbHbIMU NPOrpaMMUpyeMbiMU  NOTMYECKUMU
KOHTpOnnepamu.

5 NlokymeHTauus

OnucaHne cuctembl JOKYMEHTaUUKN (HAaNnpUMep, 3NeKTPOHHasA, pydHas).

Ecnu pOKyMEHTbI M 3anucu XpaHAaT WM apXMBUPYKOT 3a NpeAaenamMu NPOV3BOACTBEHHOW MoLanku
(BKMtoYasi 4aHHbIE MO MOHUTOPUHIY 6€30MacHOCTU NeKapCTBEHHBLIX CPpeacTB (Mpu HanNMyum)):

- NepeyeHb BUAOB OKYMEHTOB (3anucen);

- Ha3BaHWe N agpec NHOW NIoLWanKn, rae XpaHsaT JOKYMEHTauuo;

- NpubnnsnTenbHoe BpeMsi, HeobXxoaMMoe Ans MOnyYeHUs OOKYMEHTOB U3 apxuBa, HaxoAsiwerocs 3a
npegenamu noLaaKku.

6 TexHONorn4yeckum npouecc

6.1 Buabl npoayKummu

(Bo3moxkHa ccbinika Ha npurnoxeHue 1 nnm 2)

Buabl npon3sogmMMon npoaykunm, BKYas:

- NepeyeHb NeKkapCTBEHHbLIX hOPM Kak NEKAapCTBEHHbLIX CPEACTB ANt MEAMUMHCKOTrO MPUMEHEHUS, TaK M
BETEPVHAPHLIX NPenapaToB, NPOM3BOAMMbIX Ha NIOLLALKE;

- NnepeveHb feKapCTBEHHbIX (DOPM fEKAPCTBEHHbLIX CPEACTB, MPOM3BOAMMbLIX Ha Mrowagke Ans nbbix
KNMMHUYECKUX MccrnedoBaHui (criegyeT NpeacTaBUTb MHOPMaLMIO O NMPOU3BOACTBEHHbLIX 30HAX U MepcoHarne,
€CIN OHW OTMMNYHbI OT TEX, YTO UCMONb3YHTCA NPU CEPUAHOM NPOM3BOACTBE);
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ToKkcMYHbIE MNK onacHble BelwecTBa (HanpuMmep, BeLecTBa C BbICOKOW (DapMakoriormyeckon akTMBHOCTbLIO
n (UNKN) CEHCBUNN3NPYIOLLIMMU CBOMCTBAMMN).

Buabl npoaykuuu, nNpovM3BOAMMON B CrneuuanbHO npedHasHa4YeHHbIX MOMELLEHUSX WM Ha OCHOBEe
npuHUMNa KamnaHui (LMKNoB NPOM3BOACTBA) (MPU Hanmumum).

UHdopmaumsa o6 ucnonb3oBaHuM nNpoLeccHo-aHanuTuyeckon texHonorum (Process Analytical Technology
— PAT) (npn Hanumumm): obwee onucaHne COOTBETCTBYIOLEN TEXHONMOMMW W  CBA3AHHLIX C  Hew
KOMMbIOTEPU3NPOBAHHbBIX CUCTEM.

6.2 Banupauusa npoueccoB

- KpaTKoe onucaHue obLien NONNTMKU B OTHOLLEHMM Banugauumn npoLeccos;
- onMcaHne NONIMTUKM B OTHOLLIEHUW NMOBTOPHOM 06paboTku n nepepaboTku.

6.3 YnpaBneHue matepmanamMmm u cknagckoe xpaHeHue:

- nHpopMauMa O MeponpuATMSX No ObpalleHMtd C UCXOOHBIMM W YNAKOBOYHBIMU MaTepuanamu,
HepacdacoBaHHOW 1 rOTOBOW MPOAYKLMEN, BKtoYass oT6op npob, kapaHTWH, Bblgady pa3peLleHnst Ha BbiNyCK U
XpaHeHue;

- MHcbopMaLMst O MEPONPUATUAX NO 0BPALLEHMIO C OTKITOHEHHBIMW MaTepuanaMmm 1 npoayKumen.

7 KoHTponb KayecTBa

Cnepyetr npuBecTM oOnucaHue [OeATEeNbHOCTM MO  KOHTPOMK  KayecTBa, OCYLIECTBNAEMOW Ha
NpPOM3BOACTBEHHONM NIOLLaAKe B OTHOLIEHUU (PU3UYECKNX, XMMUYECKMX, MUKPOBMOMNOrMyecknx n Guonorniyeckmx
MCNbITaHUN.

8 Ouctpubblouusa, npeTeH3un, aeceKkTbl NPOoAYKLUUU N OT3bIBbI

8.1 OucTtpmnbbroums (B 4acTU OTBETCTBEHHOCTU NpousBoAUTens):

- TUNbI OpraHM3auni (aepXxatenu NUUEH3NA Ha UCTPUObLIOLMIO, AepXaTeny NMLEH3U Ha NPOV3BOACTBO U
T. A.), KOTOpPbIM MOCTaBNAETCA MPOAYKUMS NPOM3BOACTBEHHOW NIOLWAAKU, U MX pasMelleHune (rocyaapcrea-
uneHbl, EBponencknii Cotos, CoeguHeHHble LUTtaTel AMeEpukM u T. 4.);

- OnncaHWe CUCTEMbI, NMPUMEHSAEMON AN NOATBEPXKAEHUS TOro, YTO Kaxabli noTpebutens (nonydartens)
UMeeT tpuanveckoe Npaeo nonyyatbe OT NPOM3BOAUTENS NEKAPCTBEHHbIE CPEACTBA;

- KpaTKOe onucaHue cucteMbl obecnevyeHnss COOTBETCTBYHOLLUX YCIOBUIA BO BpeMsi NMEPEBO30OK (Hanpumep,
MOHUTOPWHI (KOHTPOIb) TeMnepaTtypbl);

- ONUcCaHwe opraHmMsaumm OucTpubbrouMM M METOLO0B, KOTOpbIMM obecrneymBaeTcs MPOCNEXUBAEMOCTb
NpoAyKLNu;

- onucaHue Mep Mo npesynpexneHuo nonagaHns NpoAyKUMW MNPOU3BOAMTENS B HE3AKOHHYK LEeNb
NnocTaBkKu.

8.2 NpeTeH3un, nedekTbl NPOAYKLUN U OT3bIBbI:
- KpaTKoe onncaHne CUCTeMbl paGOTbI C NpeTeH3naMu, Ll,e(*)eKTaMVI npoaykumn n nNo oT3bliBaM.

9 CamounHcneKuus:

- KpaTkoe onuncaHme cuctembl CaMOWHCMNEKUMn ¢ 0COObIM BHMMaHUEM K Kputepmnam Bbl60pa nnaHoBO
MHCMEKTNpyeMbIX 30H, NpakTu4eckmne MepornpuaTma 1 hanbHenwve gencTeuns.

MepeyvyeHb HEOOXOAUMBLIX NPUSTOXKEHMWN K AOCHE NPOU3BOACTBEHHOM NNOLAaAKU

MpunoxeHue 1. Konus gencTeytoLLen NMLeH3nn Ha nponu3BoaCTBO.

MpunoxeHue 2. lNepeyeHb MNPOU3BOAUMBIX FEKAPCTBEHHLIX (OPM, B TOM YMCME MEXAyHapoaHble
HenaTeHTOBaHHbIE HAMMEHOBAHWNE NN OOLLENPUHATBLIE HA3BaHUs (€CNU CYLLECTBYIOT) Ucnonbayembix APC.

Mpunoxenue 3. Konust gencreytoLlero ceptudukaTa cooTBeTcTBUA TpeboBaHmsaM HacTosiwero TKIT.

MpunoxeHue 4. MNepeveHb KOHTPAKTHbIX NPOM3BOAMTENEN U NabopaTopuii, BKMOYasi agpeca U KOHTaKTHYH
NMHGOPMaLIMIO, a Takke CXeMbl LLleMNen OCYLLECTBIEHNSI 3TON KOHTPAKTHON AESATENBHOCTH.

MpunoxeHue 5. OpraHn3auNOHHbIE CXEMbI.

MpunoxeHne 6. [lMnaHbl NPOM3BOACTBEHHBIX 30H C YKA3aHMEM TMOTOKOB WCXOAHbIX MarepuarnoB U
nepcoHana, obwasi cxema NPOM3BOACTBEHHbLIX MPOLLECCOB AN KaX4oro Buaa NpoayKUUWU (NEKapCTBEHHbIX
dopm).

MpunoxeHue 7. CxemaTuyecKkme YepTexXn CUCTEM BOLOMNOATOTOBKN.

MpunoxeHune 8. lNepeyeHb OCHOBHOro TEXHONOrMYecKoro n nabopatopHoro o6opyagoBaHus.
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MnaBa |l YnpaBneHue puckamu ans Kayecrtsa

MpeaucnoBue

YnpaBneHve puckaMmu Ansi Ka4ecTBa MOXET NPUMEHSATBCA HE TOMbKO B NPOU3BOACTBE, HO U MO OTHOLLEHWIO
K chapmaLeBTMyeckon pa3paboTke, a Takke Npu COCTABMEHUN YacTW PErMcTpauMoOHHOro Aockbe, KacatoLencs
KayecTBa. OTOT JOKYMEHT MOryT MPUMEHSITb YMONTHOMOYEHHbIE OpraHbl Npu hapMaueBTUYECKOW OLEHKE YacTu
pPErvcTpaumMoHHOrO [OCbe, CBSI3aHHOW C KayecTBOM, a Takke Mpu NpPOBEAEHVMM WHCMEKTMPOBaHUSA Ha
cooTBeTCcTBME TpeboBaHusaM Hactoswero TKI u npu paccnefoBaHusX, CBs3aHHbIX C NpegnoriaraeMbim
nedeKkTom.

[ns obecneyeHns B3aMMOCBA3WM C APYrUMKU pasgenamm AaHHOro OOKYMeHTa JaHHas rnaBa BKIOYeHa B
HacToswyo yactb TKIl. Yto cornacyetcs ¢ nonoxeHusmu pasgena 1 Yactm | Hactoswero TKI1, koTopble
coepxat NPUHLUNbI yNpaBneHns puckamu Ansi Ka4ecTsa.

Hactosiwaa rnaBa HOCUT pekoMeHAaTenbHbIA XapakTep, B HEW MNpuBOOATCA NpuMepbl MPOLLEeCCOoB U
NPUMEHEHNS yNpaBneHnst puckamu Ansi kKa4ecTaa.

1 BBegeHue

MpuHUMNBI  ynpaBneHus puckamyn 3(PAMEKTUBHO MPUMEHSIOTCA BO MHOMMX 06racTax 3KOHOMWYECKOMW
OeATenbHOCTM W ynpaBneHus, BKNYas UHaHCbl, CcTpaxoBaHue, 6e30nacHOCTb Ha MPOM3BOACTBE,
30paBoOXpaHeHne, MOHMTOPWHI  ©e30MacHOCTM  feKapCTBEHHbIX CpPeacTB, a Takke MpUMeEHsIoTCH
YNONIHOMOYEHHBbIMW OpraHamu, OCYLLEeCTBASIOWUMN HAA30PHYI0 AeATeNbHOCTb B 3TWX obnacTtax. XoTa Ha
CErofHsWHNA  [OeHb U3BECTHbl MNpuMepbl MPUMEHEHMA  YnpaBreHWss puckamu Ans  KadectBa B
dapMaLeBTUYECKON MPOMBILLNIEHHOCTU, OHU OrpaHWyeHbl U He WCMOMb3yT BCE BO3MOXHOCTU YrpaBrieHUs
puckamn. Kpome Toro, B chapmaueBTUHECKON MPOMBILLNEHHOCTN NPU3HaHa BaXXHOCTb CUCTEM KadvecTBa WU
CTaHOBUTCHA OYEBWAHbLIM, YTO YNpaBfeHWe pucKkamMu pAnd KavyecTBa SHABMSETCH BaXKHbIM  KOMMOHEHTOM
ahpeKTUBHOM CUCTEMBI Ka4eCTBa.

O6uwenpusHaHo, YTO PUCK OMpPedenseTcs kak KOMOBuHauMs BEPOSTHOCTU MPUYMHEHUS Bpeda U TSHKeCTU
Takoro Bpefda. OgHaKo CNOXHO OOCTUYb OAHO3HAYHOrO MOHUMAHMSA npouecca ynpaBreHWs puckamu BCEMM
3aMHTEepeCcoBaHHLIMX CTOPOHAMMW, MOCKOMbKY Kaxkgas M3 CTOPOH MOXEeT MOHWMAaTb BO3MOXHbIA Bpen Mo-
pasHOMY, BEPOATHOCTb BO3HUKHOBEHUS Bpeda W XapakTEePUCTMKWN ero TSKECTU AN KaKAoro yvacTHuka oyayt
pasHbiMu. B cnyvae dapmaueBTMHECKON NPOAYKUMW, XOTS U CYLUECTBYIOT pasfiunyHble 3anHTepecoBaHHble
CTOPOHbI (B TOM Yucne naumeHTbl, MeanLMHCKMEe paboTHUKN, NPaBUTENbCTBEHHbIE OpraHbl U NPOMbILLSIEHHOCTD),
nepBOCTENEHHOE 3HaYeHNE NPUMEHEHNS YNpaBeHnss puckaMu Ansa KadecTBa MMeeT 3almuTa naumeHTa.

Mpn NPOM3BOACTBE U NPUMEHEHNN NEKAPCTBEHHOIO CPeacTBa, BKoYasi ero KOMNOHEHTLI, B ornpeaeneHHon
cTeneHun 06sA3aTenbHO MPUCYTCTBYIOT PUCKW. PUCKM OnNs kayecTBa SBASAOTCA TOMbKO OAHOW COCTaBnsioLew
obuwero pucka. BaxHo noHuMaTb, YTO KayeCcTBO MPOAYKUUWM crnedyeT NogaepxuBatb B T€YEHUE XKU3HEHHOro
LUKna npoaykumMm TakmuMm obpasom, 4Tobbl XapakTepUCTUKL, MMeoLLMe 3HaYeHe Ans KavyecTBa NeKkapCTBEHHOMO
cpencTtea, OCTaBanuCb TakMMW Xe, Kak Yy NeKapCTBEHHbIX CPeAcTB, WCMONb30BaBLUMXCH MPU KIMHUYECKMX
uccrnegoBaHusax. OMMEKTUBHbIA MOAXOA K YNPaBfeHWIO puckaMu AN KadecTBa MOXeT B AalbHenwem
rapaHTVpoBaTb MaUMEHTY BbICOKOE Ka4eCTBO NIeKapCTBEHHOro CpeAacTBa C MOMOLLBK YCTaHOBMEHUA B XoAe
pa3paboTku 1 NPOM3BOACTBA Npeaynpexaatowmx MeTOA0B NAEHTUMUKALMN N KOHTPONS BO3MOXHbIX Npobnem,
CBSI3aHHbIX C KayecTBOM. Kpome TOro, mnpuMeHeHue ynpaBfeHus puckamu Ans  KavectBa MOXeT
YCOBEPpLUEHCTBOBAaTb MNpouUeaypy MNPUHATUS peLleHui B cryvyae BO3HWKHOBEHWsi npobrneM C KayecTBOM.
OdpekTMBHOE ynpaBreHve puckamu Ans KavyecTBa MOXeT cnocobCTBOBaTb MPUHATUIO Nydwumx u 6onee
060CHOBaHHbIX PeLUeHWA, KOTopble MO3BONSAIT NPeanpuUsSTUI0 rapaHTUpoBaTb YNOMHOMOYEHHbIM OpraHam
9P (PeKTUBHOCTb peLLEeHNsi BOMPOCOB, CBA3AHHbIX C NMOTEHUManbHbIMW pUCKaMu, a Takke 6naronpusaTHO BNMATb
Ha macwwTab 1 ypoBeHb HeENOCPeACTBEHHOIO KOHTPONS.

Llenb gaHHOM rmaBbl — NPEAnoOXWTb CUCTEMHbIA MOAXOA4 K YNpaBleHWIo puckamu Onis KadectBa. 37O
OCHOBOMOMaramwLWmn AOKYMEHT NPpOM3BOAMTENS, KOTOPbIN HE3AaBUCUM OT APYrMX HOPMAaTUBHbBIX NPaBOBbLIX aKTOB
B OTHOLUEHUM KayecTBa (XOTA M MOXET OblTb CBf3aH, C HMMMW) U KOTOPLIN OOMNOMHAET npasuna, TpeboBaHus,
CTaHOapTbl M PYKOBOACTBA OTHOCUTENbBHO KayecTBa, MMellmecs B rapMaueBTUHECKOW NMPOMBILLSIEHHOCTU 1
HaA30pHOW AeATenbHOCTU. [JoOKyMEHT COAEPXUT cneLmarnbHble yka3aHus B OTHOLLIEHUW MPUHLMNOB U HEKOTOPbIX
WHCTPYMEHTOB YMNpaBfeHUs puUcKaMu AN KayecTBa, YTO CnocobCcTByeT NpuHATUIO Gonee 3dhPeKTUBHBIX K
nocnefoBaTteribHbIX PeLleHNA KacaTernbHO PUCKOB CO CTOPOHbI COTPYAHWUKOB KaK YMOSTHOMOYEHHbLIX OpPraHoB, Tak
W NpeanpuaTUiA B OTHOLLEHUW KavyecTBa akTUBHbIX hapMaLeBTUYECKMX CyBCTaHUUn 1 NeKkapCTBEHHbIX CPeacTB B
TEYEHUE XMIHEHHOro UMKNa npoaykuun. [JOKyMEHT He ycTaHaBnvMBaeT Kakme-nmbo HoBble TpeboBaHuSA B
OOMoNHeHWe K AeNCTBYIOLW UM YCTaHOBIEHHLIM TpeboBaHUSAM.

He Bcerga uenecoobpasHbiM U HEOBXOAMMBIM ABNSeTCA dopMaribHbIN NPoLEece yrnpaBneHus puckamu (¢
NMPUMEHEHNEM NPU3HaHHBIX CMOCO60B U (MMK) BHYTPEHHMX MPoLeAyp, HanpuMep, CTaHAAPTHBIX OnepaunoHHbIX
npoueayp). Cuntaetca npvemnembiM nNpYMeHeHne HedopMalbHbIX MPOLIECCOB YNpaBrneHns puckamu (c
MCMONb30BaHMEM 3MMUPUYECKMX MEeTOAOB W (MNM) BHYTPEHHWX npoueayp). Haanexawee npumeHeHune
ynpaBneHuss puckaMmmn Ans Kadectsa MOXeT 06nerynTtb BbiNoOfHeHWe o6s3aHHOCTeNn NpousBOAMTEnen (ogHaKo
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He OTMeHsieT UKX) B OTHOLWEeHMM CcOoOMaeHNs YCTaHOBMEHHbIX TpeboBaHMW, a Takke He 3ameHseT
COOTBETCTBYIOLLMIA OBMEH uWHdopMaunen Mexay npeacrtaBuTensaMmm nNpeanpusTUn-npousBoauTenen wu
YMOMHOMOYEHHbIMW OpraHamu.

2 Oowue nonoxeHus

B HacTosilwen rmaBe npencTaBrieHbl MPUHUMNGI U NPUMEpPbl MHCTPYMEHTOB YNpaBlieHUs puckamu ans
KayecTBa, KOTOpble MOryT OblTb NPMMEHEHbl K pasnuyHbiM acnektam dapmaueBTUYECKOro KadyecTBa. OTu
acnekTbl BKMOYalT pa3paboTky, NPOM3BOACTBO, ONTOBYK TOProBMO, @ TakKe WMHCMNEKTUPOBAHME U MPOLECCHI
npeacTaBrneHns 3asiBOK (0630pOB) Ha MNPOTSHKEHWM >KU3HEHHOMO LMKNA aKTUMBHbIX hapMaueBTUYEeCKUX
cyOGCcTaHUUiA, NeKapCTBEHHbIX CPeacTB, 6Guonornyecknx u BUOTEXHONMOMMYECKMX NEKapCTBEHHbIX CPEACTB
(BkntOYasi MCMONb3OBaHME WCXOAHOIO Cblpbsl, PACTBOPUTENEN, BCMOMOraTemnbHbIX BELLECTB, YMNAKOBOYHbIX M
MapKMpPOBOYHbLIX MaTepuanoB QAN NEeKapCTBEHHbIX CpeacTB, 6uonormyecknx u  BUOTEXHONOMMYECKUX
NeKapCTBEHHbIX CPeaCTB).

3 anIHLI,VIHbI ynpaBeneHusa puckamm ansa Kadecrea

CyLiecTBytoT IBa OCHOBOMONAaraLmMx NpuHUMNa ynpaBneHms puckamu ans kayecTea:

- OLEeHKa pUCKOB AN KayecTBa [OfmkHa 6asnpoBaTbCs Ha HaydHbIX AaHHBIX M OblTb HenocpeacTBEHHO
CBSI3aHHOW C 3aLLMTON naLlueHTa;

- YPOBEHb ycunui, popmanusaumm u AoKyMeHTanbHOro ohopMeHus npouecca ynpaBsneHuss puckamu ans
KayecTBa JO/MKEH COOTBETCTBOBATbL YPOBHIO PUCKOB.

4 O6LWwun npouecc ynpaBreHnA pucKkaMm Ans KayecTBa

YnpaBneHne puckamum [nsi KayectBa — CUCTEMATUYECKUIM npouecc Ans obLlierd OUEHKW, KOHTPOIs,
NHpopmMmmpoBaHusa 1 ob63opa PMCKOB ANS KavyecTBa NEKapCTBEHHOrO CPeacTBa Ha MPOTSKEHUUN €0 XXM3HEHHOTO
uukna. Mogenb ynpaBneHns puckamu Ans kayecTtBa npeacTaBneHa Ha pucyHke 1 HacTosILLero 4OKyMeHTa.

MoryT npumMeHaTbCs U Apyrme mogenu. 3HadeHuMe Kakdoro KOMMOHEHTa 3TOW CTPYKTYPbl MOXeT ObiTb
pa3HbIM B pasHbIX Cy4asx, HO HaOEeXHbIN NPOLECC AOIMKEH YYUTbIBaTb BCE KOMMOHEHTbI, AETANN3MPOBaHHbIE
[0 TaKoW CTENEHU, KOTOopasi COOTBETCTBYET OTAENIbHOMY PUCKY Ansi KaYecTBa.

Ha npuBegeHHON cxeme He yKasaHbl TOYKU NMPUHATUS PELLUEHWUIA, MOCKOSbKY peLleHns MOryT ObiTb NPUHATHI
B NtoboK Touke npouecca. TV pelleHns MOryT BO3BpallaTb Ha MpeablayLimi atan Ans novcka ganbHenwen
WHpopmaumm, 4ToGbl OTKOPPEKTUPOBATbL MOAENM PUCKOB ANA KayecTBa MMM Jaxe NpeKkpaTuTb npoLecc
yrpaBneHnsa pUCKOM AN KavyecTBa M3-3a MHOopMauun, SBNAKOLLENACS OCHOBaHMEM AN Takoro peLueHus.
(MpumeyvaHne: «Henpuemnemo» Ha puc. 1 HacTosiero pasgerna kKacaetcsa He Tonbko TpeboBaHum
3aKoHOAAaTenNbCTBa, HO Takke HeOHXOOMMOCTM NEPECMOTPETL NPoLEeCcC ObLLE OLLEHKN PUCKOB.)

4.1 O6a3aHHOCTU

[eAtenbHOCTb MO yMNpaBreHUo puckamu Afs KavecTBa, Kak npasBuro, OCYLLecTBNsAeTcsa rpynnamMu,
BKITHOYAKOLLMMM CNeumManmncToB pasHblix obnacten 3HaHuin. [Npn dhopmMmpoBaHum rpynn B HUX criegyeT BKMYaTh
9KCNepToOB B COOTBETCTBYWOLMX obnactax (Hampumep, oTgena kKadyecTBa, pas3BuUTUS Bu3Heca, VHXUHUPUWHIA,
perynsTopHON AeATEeNbHOCTM, TEXHOMOruMu, NpodaX W MapKeTuHra, puamyeckon Cnyxbbl, CTaTUCTUKN K
KIMVHWUKK), B JOMOSTHEHWE K NuaM, BNaaeowmM 3HaHUSMM NpoLuecca ynpaBneHvs pyuckamu Ans kavyecTsa.

Jlvua, oTBETCTBEHHbIE 3a NPUHATUE PELLEHUI, OOIDKHbI:

- HECTU OTBETCTBEHHOCTb 3a KOOPAWHALUMIO yNpaBneHus pyckamu AN Kkavyectsa Mexay pasHbiMW BUAAMM
OeATENbHOCTU M pasHbIMW NoapasaeneHns My B opraHusaunu;

- rapaHTuMpoBaTb, YTO MpoLecc ynpaBneHus puckamu AN kavyectsa onpeferieH, HaxoauTcs B OeUCTBUN U
NPOBEPSETCH U YTO UMEIOTCH JOCTaTOYHbIE pecypcehl.

4.2 Hayano npouecca ynpaBneH1ss puckaMmm ans Kayectsa

YnpaBneHve puckamun Ons KayecTBa OOMKHO BKOYAaTh CMCTeMaTUM4yeckue NpoLEecehl, npeaHasHayeHHble
AN KoopAuHauuu, ob6reryeHWst U COBEPLUEHCTBOBAHUS MPUHATUA HaydyHO OBOCHOBaHHLIX pelleHuid B
OTHOLLUEHWN PUCKOB. dTarnbl, NPUMEHsieMble ANs NNaHWPOBaHWA M Hadyana BbINOSHEHNUA Npouecca yrnpaBlieHus
pvcKamu NSl KayecTBa, MOryT BKIOYaTh:

- onpegeneHne npobnemHoro u (MNu) NpeacTaBnsAOWEro PUCK BOMpOca, BKMYas COOTBETCTBYOLLME
NpeAnonoXeHus, ycTaHaBMMBaloLLMe BO3MOXHOCTb pUcka ANs KayecTBa;

- cbop ucxogHon MHopMauuM 1 (UNK) AaHHBIX O MOTEHUManbHOW OMAaCHOCTM, Bpede UMM BIMSHUM Ha
3[J0pOBbLE YeroBeka, MMELLMX OTHOLLEHME K 0BLLEN OLEeHKe PUCKOB;

- onpeferneHve pykoBoaUTeNs U HeOGXOAMMbIX PeCYpPCOB;

- cosfdaHve rpacvka, CBSA3bIBAMOWEN0 YPOBEHb MPUHATUS PELUEHUs C BO3MOXHOCTbIO OCYLLECTBEHUS
npouecca yrnpaereHuUsi puckamu Ans kayecTsa.
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Puc.1 O6wasn cxema TMNOBOro npouecca ynpaBsiieHUsA puckaMmum onsa KadecTtBa.

4.3 O6Lwwasn oueHKa pUckoB

OOwas oueHKa PUCKOB COCTOUT U3 UOEHTMdMKALMKM OMacHOCTEW, a Takke aHanmsa U OLEHKN PUCKOB,
CBSI3aHHbIX C BO3AEWCTBMEM 3TMX OMACHOCTEN (Kak ykasaHo Hwke). OOyl OUEeHKY PUCKOB ANS kavecTBa
Ha4MHaKT C YETKOro onucaHus npobnembl unM acnekrta pucka. Ecnv paccmatpvBaembinl pyck Ana kavecTBa
4YeTKo onpefeneH, byaoeT nerye yCTaHOBUTb COOTBETCTBYHOLLMIA UHCTPYMEHT YNPaBEHUsS PUCKOM (CM. NPUMEpPbI
B pasgene 5 HacTosilen rmasbl), @ Takwke Buabl MHGOPMaLMM OTHOCUTENBbHO acnekTa pucka. [na 4eTkoro
onpeeneHns puckoB B Liensix obLL el OLEHKN PUCKOB, Kak NpaBuio, NPUMEHSAOTCA 3 OCHOBHbIX BOMpOCa:

- YTO MOXET NPONCXOAUTb HEBEPHO;

- KakoBa BEPOATHOCTb (BO3MOXHOCTb) TOr0, YTO 3TO OyAET NPOUCXOANTb HEBEPHO;

- KaKOBbI NOCNEeACTBUS (MX TSXKECTb).

NoeHTndukaumsa pucka — cucteMaTM4eckoe UCNnonb3oBaHue MHOpPMaLMn anst yCTaHOBIIEHWS ONacHOCTEN
OTHOCWUTENBHO acnekTa pucka unNu ans  onucaHuss npobnembl. WHdopmauuss JomkHa  BKM4YaTb
NpefLlecTByOLWME [aHHble, TEOPEeTMYECKU aHanma, MOTMBUPOBAHHbIE 3aKIMIOYEHUS, a TaKKe BOMNPOCHI
3aUHTEPECOBaHHbIX CTOPOH.

NoeHTndukaumsa pucka cBsidaHa C OTBETOM Ha BOMPOC: «4YTO MOXET MNPOMCXOAWUTb HEBEPHO?» U C
YCTaHOBMNEHNEM BO3MOXHbIX NOCNEACTBUA. JTO JaeT OCHOBY Afs NOCreayroLmx 3TanoB npouecca yrnpaBneHus
pvckamMmn Onis Ka4ecTsa.

AHanmMs3 pucka — OLEHKa pucKa, CBsI3aHHasa C MAEHTMMUKALUMEN OnacHOCTEN. DTO NPOLECC YCTAHOBIEHWS
KayeCTBEHHOW W KONMWYECTBEHHOMW CBSA3M MeXAy BEPOSATHOCTBbHO MPOMCLUECTBUSA W TSXKecTbio Bpega. [Onsd
HEKOTOPbIX MHCTPYMEHTOB YMNPaBIieHWs pUCKaMW BO3MOXHOCTb OMpedenuTb OnacHOCTb (CMOCOOHOCTb K
BbISIBNEHNIO) Takke siBNsieTcs (pakTopoM OLIEHKM puUCKa.
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OueHka pucka — cpaBHEHUE UAEHTUMULMPOBAHHOIO M NPOaHanM3MpPoOBaHHOIO puUcKa C YCTaHOBIEHHbIMU
KpuTepusmu npuemnemoctn pucka. Npu oueHke pucka paccmaTtpuBaoT 060CHOBAHHOCTb [OKa3aTenbCTB MO
BCEM 3 OCHOBHbIM BOMpoOCcam.

Mpwn obLen oLeHKe pUCKOB BaxkHa 06OCHOBAHHOCTbL Habopa AaHHbIX, MOCKOMNbKY 3TO onpeaenseT KayecTBo
pesynbtata. BbisBneHue ponyuwleHMn W BO3MOXHBIX MPUYMUH  HeonpeaerneHHocTn OyaeT nosbiwaTh
NpaBuIMbHOCTb pesynbTata K (MnM) NOMOXeT onpefenuTb orpaHnyeHus. HeonpepeneHHOCTb HABMseTCA
CNeACcTBMEM HEMOSHbIX 3HAHWMI O MpoLEecce, a Takke ero OXugaemon UM HeoxunaaemMon BapuabenbHOCTW.
OObIYHBIMM NPUYMHAMK HeoNpeaeNeHHOCTU ABMAeTCA HeQoCTaToK 3HaHun B dpapmaueBTMyeckon obnactm u
HeJOCTaTOYHOE MOHMMaHue mnpouecca, MpUYMHbBI Bpeda (Hanpumep, HenpaBwilbHblE PeXMMbl Mnpouecca,
NpWYMHbI BapnabenbHOCTH), a Takke HeJoCcTaTouyHas BO3MOXHOCTb BbisiBNIEHMS npobnem.

Pe3ynbTatoM o0Lien OLEeHKN PUCKOB SIBNSIETCS NMOO KONMMYECTBEHHAs OLEHKa PUCKOB, NTMBO KayeCTBEHHOE
onucaHue fuanasoHa pUCKOB. Ecnn puckn BbipaeHbl KOMMYECTBEHHO, MCMOMb3YHT YUCIOBOE BbipaXeHue
BEpPOATHOCTU. Bo3MOXHa TakkKe BblpaXXeHMEe pUCKa C UCMONb30BaHMEM KayeCTBEHHbIX NPU3HAKOB, TaKMX Kak
«BbICOKUINY, KCPEOHUNY» WUIN «KHU3KUNY, KOTOPblE OOMKHbI OblTb OnpeaeneHbl HaCTONMbLKO NOoAPOOHO, HACKOILKO
3TO BO3MOXHO. WMHorga wucnonb3yloT «LiKamy PUCKOB» Anst AanbHewwero onpeaeneHusi nNpusHakoB npwu
parxmpoBaHuM puckoB. [lpu BbLIMOMHEHWM KONWYECTBEHHOM OOLLEN OLEeHKM PUCKOB MpegycMaTpuBaeTcs
BEPOATHOCTb  crneundmnyeckoro nocneacTeusi, MNPeACTaBNeHHOr0 Kak  COBOKYMHOCTb  OOCTOATENLCTB,
CnocobCTBYHOLMX BO3HUKHOBEHUIO pucka. Takum obpasoM, KONMMYECTBEHHAsi OLIEHKA PUCKOB NMPUMEHSIETCA B
OTHOLUEHMN OfHOTO KOHKPETHOrO MOCMEACTBUsSi, KOTOpPOE MNpOM30oWNo B 3TO Bpems. [Onsg HeKoTopbIxX
WHCTPYMEHTOB YMpaBfeHUs pucKaMuM BO3MOXHO TakKkKe WCNOMb30BaHWE OTHOCUTENbHOW Mepbl pucka B
KOMOMHaUMM C MHOXECTBEHHBbIMWU YPOBHSAMU TSDKECTU N BEPOATHOCTM ANs OOLLEeN OLEHKM OTHOCWUTENbHOro
pucka. Ha npomMexyTO4HbIX 3Tamnax npouecca YCTaHOBMEHUS LWKamnbl MOXHO MPUMEHSTb KOMMYECTBEHHYIO
OLEHKY PUCKOB.

4.4 KOHTpOnb pUCKOB

KoHTponb puckoB npegnonaraeT NPUYHATUME PELUEHWSt MO CHMKEHWIO U (MNn) NpUHATUIO puckos. Lenbio
KOHTPOSS PUCKOB SIBMSIETCA CHWMXEHWe PUCKOB OO0 MNpUEMIEeMOro YpoBHS. KonmyecTBO MPUNIOXKEHHbIX ANS
KOHTPOMS PUCKOB YCUIMI AOMKHO ObiTb MPOMOPLMOHANbHO BaXHOCTW PUCKOB. [Na NOHMMaHWs onTUManbHOro
YPOBHS PUCKOB NWLA, OTBETCTBEHHbIE 3a MPUHATWE peLUeHUs, MOryT UCMOoNb30BaTb pasHble MpoLecchl, B TOM
yucne aHanu3 «Beiroga-3artpaTbi».

KoHTponb pUCKOB AOMKEH COCPeaoTONNTLCH Ha CreayoLnx Bonpocax:

- MPeBbIAET N PUCK NPUEMIEMbIN YPOBEHb;

- 4TO MOXeT BbITb cCAenaHo AN CHMKEHNUS UNWN YyCTPaHeHNs pucka;

- KaKOB Mpuemnembln 6anaHc Mexay BbIrO4ON, pUckamMu 1 pecypcamu;

- BO3HMKAIOT NI HOBbIE PUCKM B pe3yrnbTaTe NPOBEeAEeHNS KOHTPOMS YCTaHOBMEHHbIX PUCKOB.

CHWXeHne pUCKOB COCPeoTO4EeHO Ha NpoLueccax YMEHbLUEHUS U YCTPaHEeHUS PUCKOB AN KavyecTBa npu
NpeBbILEHNN YCTAHOBIEHHOTO (NPMeMNEMOro) ypoBHS pucka (cm. puc. 1). CHmXeHne pUCKOB MOXET BKIOYaTb
Mepbl, NpeanpyHuMaemMble Ans YMEHbLUEHUS TSHXKeCTU U BepoATHOCTM Bpeda. Kak yacTb cTparterMm KOHTpons
PVCKOB MOTYT MCMOMb30BaTbCH MPOLECChI, ynyyliawLwme cnocobHOCTb K BbISBMEHNIO ONAacHOCTU U PUCKOB ANS
kavecTBa. BHegpeHne mMeponpuaTU MO CHUXEHWIO PUCKOB MOXET NPUBOAMTb K BHECEHWMIO HOBbIX PUCKOB B
CMUCTEMY MMM K BO3PACTaHUI0 3Ha4YMMOCTU APYruX CyLLEeCTBYIOLWUX PUCKOB. Takum obpasom, nocrne BHeApeHus
npouecca CHWKEHUs PUCKOB MOXeT ObiTb LenecoobpasHbiM nepecMoTpeTb OOLLyl0 OLEHKy PUCKOB Anis
YCTaHOBMEHUS U OLEHKUN KaKOro-nmbo BO3MOXKHOFO U3MEHEHNSI PUCKOB.

MpuHATME PUCKOB — pelueHne NpUHATb PUCKK. TpUHATME PUCKOB MOXET ObiTb (hOpMarnbHbIM peLleHneMm
MPUHATb OKOHYaTeNbHbIE PUCKU MIIN MACCUBHBLIM PELUEHWEM, €CNN OKOHYaTeNlbHbIE€ PUCKU HE YCTaHOBIIEHbI.
OTHOCUTENBHO HEKOTOPLIX BUAOB Bpeda faxe Haunydliue npasBuvna ynpasrieHUs puckamy Anst Ka4yecTBa He B
COCTOSIHAM MOMHOCTbI0 YCTPaHWUTb PUCKU. [pM TaKkMx YCNOBUAX MOXET OblTb MPUHATO peLueHWe O TOM, YTO
NCMonb3yeTcs COOTBETCTBYIOLLAA CTpaTerns ynpasneHus puckaMu Ans KadecTBa M YTO PUCKM ONS KadecTsa
CHWXEHbI A0 YCTAHOBIEHHOrO (MPUEMSIEMOr0) YpOBHSA. TakoM YCTaHOBMEHHBIN (NpUemMeMbI) ypoBeHb byaet
3aBUCETb OT MHOMMX NapameTpoB M AOMMKeH ObiTb onpefeneH B KaXAOM OTAENbHOM Cry4yae.

4.5 UHcbopmupoBaHue o puckax

MHdopMrpoBaHue o puckax — nepegada WHgopmauum OTHOCMTENBHO PUCKOB W YNpaBrieHWs pUCKamm
nmuam, oTBETCTBEHHbIM 32 MPUHSATUE PELUEHUs, U APYIMM 3anHTepecoBaHHbIM nuuam. CTOpoHbI MOTyT BbiTb
NpouHOopMUpPOBaHbLI Ha NboN cTagum npouecca ynpasBreHus puckamm (CM. puc. 1 HacTosiLLero LOKYMEHTa,
00603Ha4YeHo MyHKTUPHBIMKU cTpenkamu). CnegyeT Hagnexawmm o6pa3oM MHgopmMupoBaTb O pesynbTaTax
npowuecca ynpaBneHusi puckamu Ans KadectBa U OOPMNATb UX AOKYMEHTanbHO (CM. puc. 1 HacTosLlero
OOKymeHTa, 0603HayeHo HenpepbiBHOW cTpernkon). [domkeH ObiTb OobMeH uHOpmauven mexay BCemu
3aUHTEPECOBaHHbIMU  CTOPOHaMM (Hanpumep, Mexay nNpeacTaBUTENSMU  YNOSTHOMOYEHHBIX OpPraHoB W
npousBoauTensiM1, Mexay npeactaBuTenaMn NnponssoguTenen 1 NnauneHTom, Mexay BHYTPEHHUM NepCcoHarom
npoussoguTensi, NPeacTaBUTENSAMU MNPOU3BOAMTENEN W YMNOMHOMOYEHHOro opraHa M T. n.). BkntoveHHble
cBedeHMs MOryT KacaTbCH CyLleCTBOBaHWSA, xapakTepa, (POpMbl, BEPOATHOCTM, TSHXKECTU, MPUEeMITIEMOCTH,
KOHTPOMNS, pacCMOTPEHUsi, CMOCOOHOCTU K BBISBIEHUIO U OpPYrMX acnekTtoB PUCKOB AN kadvectBa. Hert
HeobXx0AMMOCTU MHAOPMUPOBATL O KaXAOM Crlydae NpuHATUS puckoB. WHdOpMMpoBaHWE O pelleHun B
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OTHOWEHNN ynpaBleHna puUckamMmum AnA KadeCtBa Mexay npoussogmtendamMmn v ynonHOMOYEHHbIMU OopraHamu
MOXeT Sd)(beKTMBHO OCyLlecCTBNATECA NO MMEewLWwMMcAa KaHanam, B COOTBETCTBMUW C YCTaHOBIEHHbIMU
HOPMAaTMBHbIMU NPaBOBbIMN aKTaM U PyKOBOACTBaMW.

4.6 O630p puckKoB

YnpaBneHve pyckamu OMKHO ObiTb MOCTOSHHO OEWCTBYHOLLIEN YaCcTbo Npouecca ynpaBneHust KayecTBOM.
Cnepyet BBeCTM MexaHn3m o63opa MnmM MOHUTOPUHra COBLITUNA.

PesynbTaTthl npoLecca ynpaBneHus puckamu criegyeT nepecMmatpmBaTth C y4€TOM HOBbIX 3HAHUIW U ONbITAa.
Ecnu npouecc ynpaBneHuss puckamum Ansa kadectsa Obin HauvaT, ero crnegyeT npoaoskaTb, ANs TOro 4Tobbl
paccmaTtpuBaTb COBbITUS, KOTOPbIE MOTYT NOBNUATL HA NpeablayLlee peLleHne B paMkax npouecca ynpasneHus
puckamun Ons kayecTBa, HE3aBMCUMO OT TOro, SIBASIOTCA N 3T CoBbITMSA 3annaHMpoBaHHbIMK (Hanpumep,
0030p KayecTBa NPOAYKLMMW, UHCNEKUNS, ayAUT, KOHTPOMb U3MEHEHWU) UK He3annaHMpoBaHHbIMK (Hanpumep,
OCHOBHas MpuYMHa nNpW paccrnegoBaHUM HeCcOOTBETCTBMS, OT3biB). Yactota moboro ob3opa [ormkHa
OCHOBbIBaTbCSl Ha ypoBHe puckoB. OG30p PUCKOB MOXET BKMOYATb NMEPECMOTP PELUEHUss O MPUHATAM PUCKOB
(4.4 paHHoro pasgena).

5 MeTogonorusa ynpaBreHusi puckamu

YnpaBneHve puckamu Ofs KavyecTBa OCHOBLIBAETCA Ha HAay4yHOM M MPaKTUYECKOM NoAxode K MPUHATUI0
peweHnii. OHO NpegycMmaTpyBaeT AOKYMEHTanbHO OhOPMIIEHHbIE, MOHATHBIE Y BOCNPOM3BOAVMMbIE METOAbLI MO
OCYLLIECTBIIEHMIO 3TanoB npouecca ynpaBneHWs puckamu Afs KayecTBa Ha OCHOBaHWU UMEIOLLMXCA 3HaHWM
OTHOCUTENBHO OLLEHKN BEPOSATHOCTU, TSHKECTU N MHOTAA CNOCOBHOCTM K BbISIBIIEHUIO PUCKOB.

TpagnMuMOHHO OLEHKY PWUCKOB AN KayecTBa W ynpasrfieHWe WMW OCYLLECTBNSANM C MOMOLLbIO Pa3HbiX
HedopmarnbHbIX CNOCOBOB (HaNpPUMep, AMNMPUYECKUX U (MNN) BHYTPEHHUX METOAMK), KoTopble 6asupoBanuce,
Hanpumep, Ha KombuHauun HabnwaeHuW, TeHgeHuMn u apyron nHdopmaumm. 3TM nogxodbl obecnevmsBaroT
nonesHow MHopMaLmen, YTO MOXET OKa3aTb NMOMOLLb B peLUeHMM Takux BOMPOCOB, Kak paboTa ¢ npeTeH3nsamum,
AedeKTbl, OTKNOHEHWs!, pacnpegeneHie pecypcos.

Kpome Toro, npeacrasuteny gapmaueBTUYECKON NPOMBILLNIEHHOCTU U YNOMHOMOYEHHbIX OpraHoB MOTyT
OoLUeHuBaTb PUCKN W YNpaBnsATb UMW C MOMOLLBIO MPU3HAHHBLIX UHCTPYMEHTOB YMNpaBneHus puckamu u (unw)
BHYTPEHHMX npoueayp (Hanpumep, CTaHOapTHbIX OMepaumMoHHbIX npouenyp). [lepeyeHb HeEKOTOPbIX
WHCTPYMEHTOB YMpaBrieHUs puckamu (geTanbHyl uHgopmaumio cMm. B [JononHeHun 1 K HacTosllen rnase)
BKITHOYaeT B cebs:

- OCHOBHble BCMOMOraTesibHble MeToAbl YNpaBrneHUs pUCKOM (BrOK-CXeMmbl, KOHTPOMbHbIE KapTbl U TOMY
nogo6Hoe);

- aHanu3 BugoB 1 nocneactsuin otkasos (Failure Mode Effects Analysis — FMEA);

- aHanu3 BMAOB, MOCMEACTBMI M KPUTUYHOCTU oTka3oB (Failure Mode, Effects and Criticality Analysis —
FMECA);

- aHanus gpesa owwnbok (Fault Tree Analysis — FTA);

- aHanua onacHoOCTEN M KpUTUYECKMe KOHTporsibHble TouvkM (Hazard Analysis and Critical Control Points —
HACCP);

- aHanus onacHocTtu n pabotocnocobHocTu (Hazard Operability Analysis — HAZOP);

- NpeaBapuTenbHbIN aHanus onacHoctu (Preliminary Hazard Analysis — PHA);

- paHXmMpoBaHue 1 hunbTpauusi PUCKOB;

- COOTBETCTBYIOLIME CTaTUCTUYECKNE MeTobI.

6 BHegpeHue ynpaBrneHUsi puckamMu AN KavyecTBa B MPOMbBIWIIEHHOCTL U HaA3OpPHYHO
OeATeNnbHOCTb

YnpaBrneHve puckamu [Ons  KadecTBa SABMAAETCA MPOLIECCOM, CMOCOGCTBYIOLWMM MPUHATUIO  Hay4HO
060CHOBaHHbIX M MPaKTUYECKMX PELIEHWU MPpU ero MHTerpauum B CUCTEMbI KadecTBa (CM. AOMOMHeHue 2 K
HacToswen rnase). Kak ykasaHo Bbille, Hadnexallee npUMEHeHWe ynpaBneHusl puckamu Ons KavecTsa He
ycTpaHseT 00s3aHHOCTM nNpeAcTaBuTeNield MNpPOMBbILINIEHHOCTM cobnogaTe TpeGoBaHWsA, YCTaHOBMEHHble
YNOSTHOMOYEHHbIMM  opraHamu. OpHako 3MEKTMBHOE yMpaBreHWe puckamMuM [Ona  KadecTBa MoOXeT
cnocobcTBOBaTb MPUHATUIO NyYWNX U Goree OGOCHOBAHHBLIX PELUEHWI, YTO MPEeAoCTaBUT MpeAacTaBUTENsAM
YNOSTHOMOYEHHbIX OpraHoB OOSblUYI0 rapaHTUIO CMNOCOOHOCTU MPEeAnpUSATAA YNpaBnAaTb NOTeHUManbHbIMU
puckamu, a Takke MOXeT MOBMUATb Ha MacwTab U ypoBeHb HENoCPeACTBEHHOr0 KOHTPOMS CO CTOPOHbI
YNOSTHOMOYEHHOTO opraHa. Kpome Toro, ynpaenieHne puckamu Ansi KayectBa MOXET CnocobCTBOBaTb Nyylluemy
MCMOMb30BaHUIO PECYPCOB BCEMU CTOPOHAMM.

OO6yyeHne npoueccam ynpaBneHWs puUckamu AN KadecTBa Kak pPabGOTHWKOB MPOMBILLIIEHHOCTM, Tak U
npeacTaBUTENen YNoNHOMOYEHHbIX OpraHoB obecneynBaeT fy4liee NOHMMaHWe NPOLLECCOB MPUHSATUS PeLLEHNI
W co3faeT JoBepve K pe3ynbTatamM yrpaBrieHns puckamu asisi kadecTtsa.

YnpaBneHve puckamu Ons KayecTBa criefyeT BHeApsiTb B CYLECTBYHOLLYIO OEATENbHOCTb M AOSDKHBIM
obpasom ogopMNATL OOKyMeHTanbHo. B [ononHeHunM 2 Kk HacTosieid rnase npeacTaBreHbl npuMepsl
CUTyauuit, Koraa npUMEHEHWe npoLecca YrnpaBfieHuss puckamu Ans  KadecTBa MoXeT obecneyuntb
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MHdopMaunen, koTopas MoXeT BbITb NCNOMb30BaHA B pa3NUYHON OeATENbHOCTU B dhapmaueBTudeckon caepe.
OTn npumepbl nNpuBedeHbl C LUEeNbi UAMKCTpaUnn, He MOryT pacCcMaTpuBaTbCA KaK OKOHYaTemnbHbIA U
ncyepnbIBalOLWMN NepevyeHb M He npeaHasHadeHbl Afs YCTAHOBMEHUS Kakux-Nubo HoBbiX TpeboBaHwui B
JononHeHue K TpeboBaHnsaM, yCTaHOBNEHHbIM 3aKOHOAATENbCTBOM.

MprMepbl NPON3BOACTBEHHOW AEATENBHOCTU U AEATENBHOCTM YNOMHOMOYEHHbIX OpraHoB (cM. [lononHeHne
2 K HacTosLLEen rnase):

- ynpaBreHne Ka4yeCTBOM.

MprMepbl NPOM3BOACTBEHHBLIX Onepauuin n gearenbHocTX (CM. [JonosiHeHNEe 2 K HacTOsILLEN [MaBe):

- pa3paboTka;

- NomeLLeHus1, obopyaoBaHMe U CUCTEMbI 0DecneyeHus;

- ynpaBreHne UCXOOHbIMU 1 YNaKOBOYHbIMU MaTepuanamu;

- NPON3BOACTBO;

- nabopaTopHbIN KOHTPOSb U UCMbITaHNE CTabUNbHOCTY;

- yNakoBKa N MapKMpPOBKa;

Mpumepbl 4eaTenbLHOCTU YNOMHOMOYEHHbBIX OpraHoB (CM. [lononHeHne 2 K HacTosLWwen rnase):

- NIHCMEKTMPOBAHME N OLEHKa AeATENbHOCTU NPeanpUaTHUs.

lMockonbKy pelleHnst YMONTHOMOYEHHbBIX OPraHoOB MPUMHUMMAOTCS OTAENbHO B KaXZoM rocyaapcree
(pervoHe), obuwiee NOHMMaHWE W MPUMEHEHUE MPUHLWMOB YMPaBMEHUA pUCKaMW ONA KavyecTBa MOXeT
crnocobcTBOBaThH B3aMMHOMY JOBEPUIO U MPUHATUIO Bonee cornacoBaHHbIX peLLleHNn NpeacTaBUTeNs MU pPasHbIX
YMOSTHOMOYEHHbIX OpPraHOB Ha OCHOBaHWM OAMHAKOBOW WMHGOpMauuu. Takoe COTPYyOAHUYECTBO MOXET ObiTb
BaXKHbIM Mpu pas3paboTke MNONMUTUKMA U PYKOBOASALUMX AOKYMEHTOB, KOTOpble BBOAAT MPAKTUKU YynpaBneHusi
puckamm ans kavectea M cnocobCcTBYOT UX BHEAPEHMIO.

7 TepMUHBbI U onpeaeneHus

Ansi uenew HacTosALWen rMaBbl MCNOMNb3YHTCA OCHOBHbIE MOHATUA, KOTOPbIE O3HAYalOT criegyloLlee:

aHanu3 puckoB (risk analysis): OLeHka pyCKOB B CBSI3W C YCTAHOBIIEHHOW OMAaCHOCTbLIO.

Bpea (harm): Ywepb, HaHeCeHHbI 300pOBbLI0 YEroBeka, B TOM 4YMCre Bpen, ABMSOWUNCA CneacTBUEM
yTpaTbl KayecTBa NPOAYKLMU UMK €€ NPUrOAHOCTW.

XXU3HEeHHbIM uuKn npoaykuumn (product lifecycle): Bce chasbl xxM3HM NpoayKLumm OT HavanbHON pa3paboTku,
npebbiBaHWsi B 060poTe 1 A0 NpeKpaLleHUs CyLLeCTBOBaHUSA NPOAYKLUNN.

3anHTepecoBaHHaA cTtopoHa (stakeholder): Kakoe-nubo nuuo, rpynna nvy unu opraHv3auusi, KoTopble
MOTYT BRMSATb Ha PUCKU NMOO Ha KOTOPbIE MOTYT BNWUSITH PUCKWU, MO0 KOTOPbIE CYUTAOT ce0SA HaxO4ALMMUCS
no4 BMVSIHWEM PUCKOB. Jlnua, OTBETCTBEHHbIE 3@ MPUHATME PELUEHWUIA, Takke MOryT ObiTb 3aUHTEPECOBAHHOM
cTopoHon. B HacTosweln 4acty nepBOCTENEHHBIMWM 3aUHTEPECOBAHHLIMU CTOPOHaMMU SBMASIOTCA MNaLMEHT,
MeOULMHCKUA paboTHMK, YNOMTHOMOYEHHbIN OpraH U NpeanpusiTue-npoM3BoanTENb.

vaeHTudmkauma pucka (risk identification): Cuctematundeckoe wcnonb3oBaHme wHdOpMauMmM ANs
BbISIBIIEHNS1 MOTEHLMaNbHbIX WMCTOYHUKOB Bpefa (OMacHOCTU) CO CChINIKOW Ha pacCMOTPEHME pucka uIu
onuncaHve npobnemei.

nHcdopmupoBaHue o puckax (risk communication): MNepegava nHopMaumm o puckax M ynpasreHuIo
pyUckamMn Mexay nuLom, OTBETCTBEHHbBIM 3a MPUHATUE PELUEHUSs, U OPYTMMU 3aMHTEPECOBAHHbIMU CTOPOHAMM.

kayecTtBo (quality): CteneHb coOOTBETCTBMA TpebOOBaHMAM XapaKTEPUCTUK MpPOAYKUMM, CUCTEMbI WM
npouecca.

KOHTPOJIb PUCKOB (risk control): [JeNcTBMSA MO BbIMOMHEHNIO PELLEHNI MO YNpaBNeHWIo pUCKamu.

nuuo(a), oTBeTcTBeHHoe(ble) 3a npuHATMe peweHun (decision maker(s)): Nuuo(a), mmetowee(ne)
COOTBETCTBYHOLLYIO KOMMNETEHLMIO U MOSTHOMOYMS ONS NPUHATUS Hagnexalmx U CBOEBPEMEHHbIX PELUEHUI MO
BOMpPOCaM yrnpaBreHus puckamu ansi kKavecTsa.

o630p puckoB (risk review): OG30p WM MOHWUTOPWHI UTOrOB (pe3ynbTaToB) Mpouecca YnpaBleHus
pyckamu C y4eToM (Mpu HeoBXOOUMOCTN) HOBbIX 3HAHWIA U OMbITa O HUX.

obuan oueHka puckoB (risk assessment): Cuctemartuyeckuin npouecc popMmpoBaHns nHdopMaLmmn ans
obecneyeHnst NPUHATUSA PEeLLEHUI B OTHOLLEHMM PUCKOB B pamMKax npouecca ynpaeneHus puckamu. OH cocTouT
13 naeHTUUKaLUmM ONacHOCTH, a TakkKe aHanmnsa u OLEHKN PUCKOB, CBA3AHHbLIX C BIMSHUEM 3TOW ONAacHOCTH.

onacHocTb (hazard): lNoTeHUManbHbIA UCTOYHUK Bpeaa.

oueHka pucka (risk evaluation): CpaBHeHue npeanonaraemMoro pucka C YCTaHOBMEHHbIMU KpUTEepUaMU
NpMemMrIieMoCT pucka C UCMOMb30BaAHWEM KONMYECTBEHHOW W KAYeCTBEHHOM LWKamnbl C Uenbl onpeaerneHus
3HA4YMMOCTU pu1CKa.

npuHATHMe pucka (risk acceptance): PelleHne NpuHSTbL pUCK; «MOTPEBHOCTL» (requirements) — ABHbIE UIK
npeanonaraemMble MNOTPEOHOCTM UNU OXUOAHWS NAUUEHTOB UMW NUL, OCYLLECTBRSAILWMX NpeacTaBrneHne unx
WHTEepecoB (Hanpumep, MeAULMHCKMX paboTHUKOB, paBOTHUKOB YNONMHOMOYEHHbIX OPraHoB).

puck (risk): KomGruHauus BEpOATHOCTU NMPUYNHEHMS BPeAa U TSXKECTU 3TOro Bpeaa.

cuctema kayectBa (quality system): CoBOKYNnHOCTb BCEX aCMEKTOB CUCTEMbI, KOTOpasi BHeApPsieT NONUTUKY
B o6racTu kavecTtBa 1 obecneynBaeT JOCTUXKEHME Lienen B OTHOLEHNM KayecTBa.

CHUXeHue puckoB (risk reduction): Mepsbl, npeanpuUHATLIE ANSI CHUXEHUS BEPOSITHOCTM NPUYMHEHUS Bpeaa
N CepbEe3HOCTU 3TOro Bpeaa.
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CrnocobHocTb K BbiABNeHuto (detectability): BO3MOXHOCTb BbIBUTb WM YCTAHOBUTb Hamnuuue,
NPUCYTCTBUE NNKN (PaKT ONaCHOCTM.

TeHpgeHuusa (trend): CTaTUCTMYECKUIA TEPMUH, O3HAYAKOLWWUA HanpaBfleHUWe Wnu CTeneHb W3MEHeHMUs
nepemMeHHoNn(bIX).

TAXecTb (severity): Mepa BO3MOXHbIX MOCMEACTBMIA OMACHOCTK; «ynpaBfieHMe puckammy»  (risk
management) — cuctemaTuyeckoe npuMeEHeHVe MOMUTUKN YyNpaBrneHust KadecTBOM, Mpoueayp W npasun C
uenbto obLLen oLUeHKN, KOHTpons, 0630pa PpUCKOB 1 COOTBETCTBYIOLLETO MHAOPMUPOBAHUS.

ynpaBneHue puckamum ana kKavectBa (quality risk management): CuctemaTtudeckmin npouecc obuien
OLEHKWN, KOHTpond, uHdopmupoBaHMs M o630pa pPUCKOB Ans KayecTBa NeKapCTBEHHOIO CpeAcTBa Ha
NPOTSHKEHUN €ro XXU3HEHHOTO LMKNa.

JdononHeHue 1

TPGGOBaHMH K MeToAaM U MHCTPyYMEeHTaM ynpaBlieHUsaA puckamun ans KavdecrtBa

Llenb HacTosilero OOMNOMHEHWs — MNpeacTaBUTb OOLIMIA 0630p U CChIKM Ha OCHOBHbIE WHCTPYMEHTHI,
KOTOpble MOryT ObITb UCNOMb30BaHbI NMPU YNpaBneHU pUckaMmn Ans Ka4yecTsa (fanee — ynpaereHve puckamu) B
NPOMbILLUSIEHHOCTU U AESATENBHOCTU YNONHOMOYEHHbIX OPraHoB. OTW CCbINKN NPUBEAEHbI C LeNbio pacluMpeHust
3HaHWN W npeacTaBneHust Gonee pgetanbHOM WMHOPMaUMKM  OTHOCUTENBHO KOHKPETHOTO MWHCTPYMEHTa
ynpaBneHusi pyckamu. [JaHHbIi nepeyeHb He SIBMSIETCS UCYepnbiBaOWUM. BaxHO OTMETUTb, YTO HU OOWH
WHCTPYMEHT UNN Habop WHCTPYMEHTOB HE MOXET ObITb MPUMEHUM KO BCEM Cly4yasiM, KOrda MCronb3yeTcs
ynpaBsneHue puckamu.

1.1 OcHOBHble BCcnomoraTeribHblie MeToAbl ynpaBneHus puckamu

HekoTopbiMM M3 NPOCTbIX CPeAcTB, KOTOPbIE LWIMPOKO MPUMEHSIITCA ONS CTPYKTYpuU3auum CUCTEMbI
yrpaBreHus puckamm nytTem yrnopsiaovyeHnst AaHHbIX U AN COAENCTBUS NMPUHATUIO PELLEHWI, SBNSAIOTCS:

- ONok-cxembl;

- KOHTPOJbHbIE KapTbl;

- KapTMpOBaHWe npoLecca;

- guarpammbl MPUYMH M CNEACTBUNA (HasblBaeMble Takke guarpammamu MwukaBbl vnu guarpaMmamu
«pblbUn ckeneTy).

1.2 AHanus pexumoB 1 nocneacTBun otkasoB (Failure Mode Effects Analysis — FMEA)

FMEA npepgHasHadeH Ans oueHVBaHUA Xapakrepa noTeHumarnbHbIX 0TKa3oB Npu NpoBedeHuu npouecca, a
Takke BO3MOXHbIX NMOCNEACTBUA OTKA30B AN1A pe3yrnbTaTa npouecca 1 (Mnu) XxapakTepucTukm npogykumm. Ecnm
BUObl OTKA30B YCTAHOBIEHbI, CrneayeT MNPUMEHATb CHUXKEHWE PUCKOB C LENbl YCTPaHEeHWUs, orpaHunyeHus,
YMEHbLUEHUA UMM KOHTPOMS NoTeHuuanbHbiX oTka3oB. FMEA 3aBucuT OoT cneuudukn npoaykuum n npouecca.
FMEA meToamyecku pasgensdeTt aHanu3 CroXHbIX MPOLECCOB Ha CTaguw, KOTOPbIMU MOXHO YNpaBnaTb. JTO
MOLLHbIA  MHCTPYMEHT [Ans  o60oOLEeHHOro pacCMOTPEHWs XapakTepa BaXHbIX OTKa3oB, (haKToOpoB.,
CMocoOCTBYOLMX TAKUM OTKa3aM, M BO3MOXHbIX NOCNEACTBUIN TakUX OTKA30B.

FMEA MOXHO MpPUMEHSATb B OTHOLIEHUM OOOpPYAOBaHMA M MOMELLEHUA, OIS aHanm3a TeXHONOrm4yeckomn
onepauum n ee BNUSHUA Ha npoAaykumo unu npouecc. FMEA onpegensieT anemeHTbl (onepauuv) CUCTEMBI,
genawwme ee ys3sumon. Pesynbtatel FMEA wMoryT OblTb MCMONb30BaHbl B KAavyecTBe OCHOBbI Ans
nnaHMpoBaHusi, NGO nocnegywwero aHanmsa, nmMbo COoCTaBreHWst pekoMeHZauui  OTHOCUTENBHO
NCNONb30BaHUA PECYPCOB.

1.3 AHanu3 BuaoB, nocneacTtBum U KputudHoctu otkasoB (Failure Mode, Effects and
Criticality Analysis — FMECA)

FMEA moxeT ObiTb paclUMpeH, B LIENsiX BKIIOYEHUS TakkKe UCCefoBaHNsl CTENEHN TSHXKECTU NOCNeacTBUN,
COOTBETCTBYIOLLIEA BEPOSATHOCTU CrydYaeB OTKa30B, CMOCOOHOCTM WX BbisiBNEHusl. Takmm obpasom, FMEA
CTaHOBUTCS aHaNU3oM xapakTepa, NocrnefcTBum n KputudHocTy otkasoB (Failure Mode, Effects and Criticality
Analysis — FMECA). [ns npoBegeHus Takoro aHanm3a [JOJDKHbl ObiTb YCTaHOBMEHbI crneuudukaumm Ha
npoaykuuo 1 npouecc. C nomowwbio FMECA moryT ObiTb onpegeneHbl TOYKW, B KOTOPbIX HEOH6X0OUMO MPUHATME
OOMONHUTENbHBLIX NPeaynpexaatLwmnx Mep, YToObl CBECTUM PUCKM K MUHUMYMY.

MpumeHste FMECA B hapmaueBTUYECKON MNPOMBILISIEHHOCTU HEOOXOAUMO NPEVMYLLECTBEHHO Ans
OTKa30B M PUCKOB, CBSI3aHHbIX C MPOM3BOACTBEHHbLIMM MpoLeccamu, ogHako npumeHeHne FMECA atum He
orpaHunuymBaetca. Pesynbtatom FMECA gaBnseTca oTHOCUMTENbHAas «LlKana» pucka Ans KaXaoro BuMaa oTkasa, C
NMOMOLLIbIO KOTOPOM NPOBOAST PaHXUPOBaHUE PEXUMOB Ha OCHOBaHUU OTHOCUTENBHOIO puUcka.

1.4 AHanu3 pgpeBa owmnbok (Fault Tree Analysis — FTA)

AHanuns gpesa owmnbok (FTA) — noaxon, npegnonaralowuin HannymMe HeCOOTBETCTBUN B DYHKLNOHAMNbHbIX
XapakTepucTtukax npoaykumm nnm npouecce. C noMoLLb0 3TOro NoAxo4a OLEHUBAKOTCA 0gHOPAa3oBble OLUNOKM
CUCTEMBI (UNIM YaCTU CUCTEMBI), a Takke MOryT 6biTb 06beAMHEeHbl MHOXECTBEHHblEe (pakTopbl OTKasa nytem
YCTaHOBIEHUSA NPUYMHHBIX CBA3en. Pe3ynbTaThbl NpeacTaBnsaioT B BUAe WNNOCTpauuu B popme ApeBa BUOOB
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oTKka3oB. Ha kaxgom ypoBHe gpeBa koMOMHaUUM BUAOB OTKA30B MOryT ObiTb ONUCaHbI C NOMOLLBIO NTOrMYECKUX
onepauun («u», «mnu» n ap.). FTA 3aBUCMT OT NOHMMaHWS 3KcnepTamu npoLlecca B 4acTu YCTaHOBMEHUS
NPUYUHHBIX (PaKTOpOB.

FTA MOXHO NpUMEHATb ANs YCTAHOBMEHUS NYTU K OCHOBHOWM NMpUYMHE OTKa3a, a Takke ANng paccrnefoBaHns
NPEeTeH3NNn WunM OTKIMNOHEHUA, MO3BOMAKLWEro AOCTUYb MOMHOMO0 MOHUMAaHMS MX OCHOBHBLIX MNPUYUH W
rapaHTMpoBaTb, YTO 3anflaHMPOBaHHbIE YMyyllEeHWss MNO3BOMAT pewuTb npobnemy M He npuBeaoyT K
BO3HMKHOBEHUIO ApYrMx MNpobnem (TO ecTb pelleHMe OfHOM npobnembl He [OOIMKHO SABNATLCA MNPUYMHON
nosiBreHnst apyrov npobnemsbl). AHanua gpeea owmnbok siBnsieTcs apeKTUBHBIM UHCTPYMEHTOM AJ151 OLIEHKM
CTENEHN BNUSHUSA TOrO, Kak MHOXECTBEHHbIX (0aKkTOpOB Ha AaHHyk npobnemy. Pesynbtatom FTA siBnsietcs
BM3yanbHOe BblpaXkeHne BMAOB OTka3oB. FTA noneseH kak Ansa obLllero OueHMBaHUSA PUCKOB, Tak U Ans
pa3pabaTbiBaloLWmMXca NaHoB MOHUTOPUHrA.

1.5 AHanu3 onacHocTen u KpuTu4eckme KoHTponbHble Touyku (Hazard Analysis and Critical
Control Points — HACCP)

HACCP dBnsieTcs cucTeMHbIM, MpegynpexganowmMm 1 npounakTtudeckum  WHCTPYMEHTOM AN
obecneyeHns kadecTBa, HaAeXHOCTM W Ges3onacHOCTW MNPOAYKUMW. JTO CTPYKTYPUPOBaHHbIN nogxond C
NPUMEHEHNEM TEXHUYECKMX U HayYHbIX MPUHLMNOB ANs aHanmsa, OUueHKKN, NpeaynpexneHns n KOHTPOns pUCKoB
nnun HebnaronpuATHLIX NOCNEACTBUN ONAacHOCTU, KOTOpbIE ABMAIOTCS Pe3ynbTaToM NNaHMpoBaHWUs, paspaboTku,
Npou3BOACTBA U NPUMEHEHMUS NMPOSYKLNN.

HACCP coctouT 13 cneayrloLwmx 7 3Tanos:

- nNpoBefdeHWe aHanu3a Ge3onacHOCTW W OMNpederieHve npenynpexgarlmx Mep AnS Kaxaon crtaguu
npotecca;

- onpegeneHne KpUTUYECKNX KOHTPOSbHbIX TOYEK;

- YCTaHOBMEHME KPUTNUYECKUX Npeaernos;

- YCTaHOBMEHWE CUCTEMbI MPOBEPKN KPUTUYECKNX KOHTPOITbHBIX TOYEK;

- onpegeneHve KOpPPEKTUPYIOLUMX MEPONPUATUIA, KOTOPble [OMKHbl ObITb NPOBEAEHbl, €ecrnv npwu
MOHUTOPWHIe YCTaHOBIIEHO, YTO KPUTUYECKNE KOHTPOSbHbIE TOUYKN SABMSIOTCA HEKOHTPONUPYEMbIMU;

- BBEAEHNE CUCTEMbI NOATBEPKAEHNA adhdekTnBHOCTM paboTkl cuctemsl HACCP;

- YCTaHOBIMEHNE CUCTEMbI XPaHEHUS 3anncen.

HACCP moxeT ObiTb MpuMeHeH Ans onpedeneHns pUCcKOB, CBA3aHHbIX C (PM3NYECKOW, XMMUYECKOW U
OMonorM4eckor OnacHocTbio (B TOM 4ucCrie C MUKPOOHOW KOHTamuHauuen), n ynpasneHus umn. HACCP
Hambornee nomneseH, ecnv NoHMMaHue crneumdukn NPOAYKLUN N NpoLecca ABMAeTCs AOCTAaTOYHO MOMHbIM Ans
obecneyeHns nOeHTUUKALUN KPUTUYECKMX KOHTPONbHBLIX Tovek. Pesynbtatom HACCP saBnsieTcst nHopmauus
Kacalollascsa ynpasneHus puckamum u obneryawwas MOHUTOPUMHI KPUTUYECKMX TOYEeK He TONbKO B Xode
NpPOV3BOACTBEHHOrO NpoLecca, HO U Ha ApYrux atanax XU3HeHHOro LUukna.

1.6 AHanu3 onacHocTen n pabotocnoco6HocTn (Hazard Operability Analysis — HAZOP)

HAZOP ocHoBaH Ha Teopwuu, OOMyCKalolWen, YTO Crydau PUCKOB SIBNSKOTCA CMEACTBMEM OTKIOHEHWUs OT
3annaHMpoBaHHbIX UM paboymx napameTpoB, W HABMSETCS CUCTEMHbIM METOOOM «MO3FOBOro LITypma» And
naeHTudmrKaumMm onacHoCTM C UCMONb30BaHMEM TaK HasblBaeMbIX «HanpasnsoWwmx crnosy. «Hanpasnsowme
cnoBa» (Hanpumep, «HET», «Obonblue», «UHOW, YeM», «4acTb..» W T. [O.) MPUMEHSATCA B OTHOLUEHUU
COOTBETCTBYIOLLMX NapamMeTpoB (Hanpmmep, KOHTaMUHaLUus, TeMnepaTtypa) Ans Toro, YTo6bl NOMOYb YCTaHOBUTL
BO3MOXHbl€ OTKIIOHEHUS OT OObIYHbIX UMK 3annaHMPOBaHHbIX NapameTpoB. YacTo ncnonb3yeTcs rpynna nogen,
obnagatroLmx 3HaHMAMK 1 ONbITOM No pa3paboTke nNpouecca unu NPoAyKTa 1 ero NPUMEHEHNHOo.

HAZOP moxeT NpUMEHSITbCA B OTHOLLEHMM NPOU3BOACTBEHHbLIX NPOLIECCOB (B TOM YMCIIE NMPU KOHTPaKTHOM
Npou3BOACTBE), a Takke B OTHOLEHMM MOCTaBLUMKOB, ODOOPYAOBaHUA W MOMELeHWA Ans MpousBoacTBa
aKTMBHbIX (papmaueBTUYecknx cybcTaHUMM W nekapcTBeHHbIX cpeactB. HAZOP  npenmyliecTBeHHO
npMMeHseTcs Takke B dapMaueBTUYECKOW MPOMBILWIIEHHOCTN Ans oueHkn 6e3onacHocTu npouecca.
Pesynbtatom HAZOP (kak n HACCP) aBnsieTcsi nepeyeHb KpUTUYECKMX Onepauuin Ons ynpaBneHus prcKamu.
OT10 obneryaet perynsipHbii MOHUTOPUHT KPUTUYECKNX TOYEK B XOA4€E NPOM3BOACTBEHHOMO nMpoLecca.

1.7 NpepBapuTtenbHbin aHanu3 onacHoctu (Preliminary Hazard Analysis — PHA)

PHA sBnsieTca MHCTPYMEHTOM, OCHOBaHHbIM Ha WCMOMb30BaHWM NpeablayLiero onbita WM 3HaHWn 00
OMacHOCTM UIM OTKa3e W HanpaBfieHHbIM Ha onpeeneHne apyrnx hakTopoB OMACHOCTM, OMACHbBIX CUTyaLUn m
cny4aeB, KOTOpble MOryT GbiTb NPUYMHON Bpeaa, a Takke Ha OLEHKY BEPOATHOCTU UX BO3HMKHOBEHUS B paMKax
OAHHOW AeATEeNbHOCTU, AaHHBIX TEXHUYECKUX CPeacTB, NPOAYKUUN NN CUCTEMBI.

PHA Bkntovaet B cebsi:

- nAeHTUdUKaLMI0 BO3MOXHOCTEN TOr0, YTO NPOM3ONAET Cry4van, CBA3aHHbIN C PUCKOM;

- KayeCTBEHHYI0 OLEHKYy MacliTaba BO3MOXHOIO MOBPEXAEHUS WM Bpeda ANnd 300pPOBbs, KOTOpble
SIBMSOTCA CNeAcTBUEM;

- OTHOCMUTENbHOE paHXWUpOBaHWE OMACHOCTU C UCMONb30BAHWEM KOMOWMHALUMKM TSXKECTU MOCNEACTBUN W
BEPOSATHOCTU Criyyas;

- onpegeneHne BO3MOXHbIX KOPPEKTUPYIOLLNX AENCTBUNA.
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PHA mMoxeT 6bITb NONesHbIM Npy aHanua3e CUCTEM UMW NpU BbiIBNEHUN NEPBOCTENEHHOW ONacHOCTH, ecnu
obcToaTeNLCTBA He MNO3BOMSAIOT MpUMEHATb Gonee macwtabHbin cnocob. PHA moxeT ObiTb NpUMeEHMM npwu
nnaHMpOBaHUN NPON3BOACTBA NPOAYKLMM, NPOLIEeCCa U NOMELLEHUN, a TaKKe AN OLLEHKN TUMOB ONacHOCTM ANs
OCHOBHOW NpoAyKuun, Ans BUAOB NPOAYKUMM U Ans oTAensHoro npogykra. PHA Hanbonee 4acto npumeHsaeTcs
Ha paHHMX aTanax pa3paboTky NpoekTa Npyu HeAOCTaTOMHOM KONMUYecTBe MHdopMauun o AeTansx nnaHa vmnu
onepaumoHHbIX npoueaypax. Takum obpasom, PHA 4vacto aBnsieTca npeaBapuTenbHbIM MHCTPYMEHTOM AN
nocneaywwux uccnegoeaHun. Kak npaBuno, onacHOCTb, YCTaHOBMEHHas npu npumeHeHun PHA, B
nocrneaylowemM OUEHVMBAETCS C MOMOLbI APYrUX WHCTPYMEHTOB YMpaBeHUs PUCKaMM, YKa3aHHbIX B
HacTosILLEM pasfene.

1.8 PaHxxnpoBaHue u cpunbsTpauus puckos

ParxupoBaHve 1 dounbTpaunst puckoB SBASIOTCA UHCTPYMEHTOM ANS CPABHEHWUS Y PaH>XUPOBAHUS PUCKOB.
PaHxvpoBaHne pUCKOB CROXHbLIX CUCTEM, Kak npaBumio, TpebyeT OLEHKM MHOTOYMCIEHHBbIX pa3HOOOpa3sHbIX
KONMMYECTBEHHbIX W Ka4yeCTBEHHbIX (PaKTOpOB Kaaoro pucka. VIHCTpymeHT 3aknioyaeTcs B pasgeneHuu
OCHOBHOWM CBSI3aHHOW C pUCKOM MpobneMbl Ha MHOXECTBO KOMMOHEHTOB B Lenax ukcauum ¢akTopos,
CBS3aHHbIX C PUCKOM. ITW (paKkTopbl 06BbEOUHAIOTCA B OOHY OTHOCUTENbHYIO LUKany PUCKOB, KOTOPYD MOXHO
NPUMEHATb ONS PaHXMpOBaHUS PUCKOB. PUNbTPbI, KOTOpble NpeacTaBnAlnT cobon 3HauMmble akTopbl MNn
rpaHvLbl YPOBHEN pucka, MoryT 6biTb UCNOMb30BaHbl Afs rpagaunn Uy paHXnpoBaHUs pucka B COOTBETCTBUM
C Lensmu ynpaBneHus unm nonmTuku.

ParxupoBaHne n unbTpaumio PUCKOB MOXHO MPUMEHSATb NPW OnpeaeneHnn npuopuTeToB NpoBedeHus
uHCcnekumn (aygamta) Npou3BOACTBEHHbIX YYaCTKOB CO CTOPOHbI YMOSTHOMOYEHHbLIX OpraHoB (opraHusauuin)
Pecnybnukn Benapycb vnu €O CTOPOHbI MpeacTaBuTenevt npeanpuatun. MeTtodbl paHXMPOBaHUS PUCKOB
ABMNAIOTCA MNOMEe3HbIMW, B 4aCTHOCTW, B CUTyauusiX, KOrga PUCKM U MOCMEACTBUS, KOTOpbIMU Heobxoammo
ynNpaBnsTh, ABASAIOTCS pa3sHOobpasHbIMM U NPEACTaBANT TPYOHOCTU ANS CPaBHEHUS NPU NMPUMEHEHUN TOSbKO
O[HOr0 MHCTPYMeHTa. PaHxunpoBaHve pyuckoB LienecoobpasHo, ecnv ANns ynpasreHns B pamkax OgHOWM 1 TOW xe
OpraHM3auUMOHHOW CXxeMbl HEOOXOAMMO OLLEHWUTL KaK KONMYECTBEHHO, TaK U KAYECTBEHHO OLleHNBaeMble PUCKU.

1.9 Ctatuctnyeckme meroabl

Cratuctnyeckme meTodbl MOryT cnocobCcTBOBaTL YrNpaBneHWIO puckaMu Ans KadecTBa u obneryatb ero
ocywlectBrieHe. OHu obecneumBaloT BO3MOXHOCTb 3(EEKTUBHOW OLEHKM [AaHHbIX, MOMOralT npu
onpedeneHnn BaXXHOCTM Habopa(oB) AaHHbIX, a@ Takke CMocobCTBYOT NPUHATUIO Hambornee npaBUSbHBLIX
peweHnii. [lepevyeHb HEKOTOPbIX OCHOBHbIX CTaTUCTUYECKUX METOAOB, LUMPOKO MPUMEHSEMbIX B
hapmaLeBTMYECKON MPOMBILLIIEHHOCTM, BKIOYaeT B cebs:

a) KOHTPOIbHblE KapTbl, B TOM YnChe:

- NPYEMOYHbIE KOHTPOSIbHbIE KapThbl;

- KOHTPOSbHbIE KapTbl AN apnMeTUYEeCcKoro cpegHero ¢ npeaynpexaarLwmnmm rpaHLamu;
- KOHTPOSbHbIE KapTbl KYMYNATUBHbLIX CYMM;

- KOHTpOnbHbIe kapThl WyxapTa;

- B3BELLUEHHOE CKONb3silLlee CpeaHee;

6) nnaHnpoBaHue akcnepumeHToB (Design of Experiments — DOE);

B) rMCTOrpammel;

r) auarpammel NapeTo;

[) aHanu3 BO3MOXHOCTeN npovecca.

[lononHeHue 2

MoTteHunanbHoe npuMmeHeHue ynpaBslieHNA puckamMmm Ana KavyecrtBa

Hacrtosiwee [dononHeHve npegHasHayeHo Ans onpeAerneHus BO3MOXHOMO MPUMEHEHUS MPUHLMMNOB U
WHCTPYMEHTOB YMpaBfeHMUs pUcCKammn AN KayecTBa Kak MPOW3BOAMTENSMMW NEKapCTBEHHbIX CPEACTB, TaK U
NpeacTaBUTENSMIU YNOJSIHOMOYEHHbIX OpraHoB B cdepe obpalleHns nekapcTBeHHbIX cpencts. OgHako BbIGOp
WHCTPYMEHTOB YMNpaBlieHWsi pyUCKamMu AONs KadecTBa MOSMHOCTBI 3aBUCUT OT Crneuudguryeckmx (akTopoB U
0bCTOATENLCTB.

MpuBeaeHHble NpUMepbl NpeacTaBneHbl B LENsSX UAMCTpaunn 1 SBMsSTCA TONbKO pekoMeHdaunsMm no
BO3MOXXHOMY NMPUMEHEHMIO YNpaBeHNs puckamun ons KavyecTsa.

Hactosiwiee [lononHeHMe He COOepXUT HOBbIX TpeboBaHM B OOMOMHEHME K TpeboBaHusM,
YCTaHOBIEHHbIM 3aKkoHoAaTenbcTBOM Pecnyonukm benapyce.

21 YHpaBneHMe pUCKaMn AnsA KadeCTtBa KaK 4acCTb UHTerpyupoBaHHOro ynpaBlieHuUA
Ka4yeCTBOM npegnonaraeT:

Hanuuve OKyMeHTauuu:
- ona ob3opa OencTBylOLIMX Bepcun n cobnogeHus TpeboBaHMM 3akoHogaTenbcTBa Pecnybnuku
Benapych;
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- Ons onpegeneHua HeobxooumocTu paspaboTtkm u (unn) paspaboTka coaepkaHus CTaHAApTHbIX
onepaumnoHHbIX npouenyp (COIT), pykoBOACTB U T. N.;
opraHusaumio 1 nposegeHne obyyeHus:

- Onsa onpegeneHuns LenecoobpasHoCT! HayanbHOro 06y4eHnsa n (Mn1) NOCTOSHHbIX LIMKNOB 06y4eHuns,
OCHOBbIBaOLIUXCS Ha obpa3oBaHUK, ONbITE U TPYAOBLIX HaBblkax MepcoHana, a Takke nepuoanvyeckon
OLIEeHKN NpoBeaeHHOro obyveHus (Hanpumep, ero apekTUBHOCTK);

- 0N OonpedeneHvnst 3HaHUKW, OnbiTa, KBaNMMPUKALMOHHBIX XapakTepUCTUK U PUNYECKMX
BO3MOXHOCTEN, KOTOpble MO3BOMAT MepcoHany BbINOMHATL paboTy MpaBWbHO U He OKa3blBaTb
OTPULIATENBHOMO BIINSAHMS Ha Ka4eCTBO NPOaYKLUW;

BbISIBIIEHNE HECOOTBETCTBUN KA4yeCTBY:

- ¢ uenbto obecneyeHns OCHOBbI ANsl ONpeaenieHns N OLEHKN MOTEHUMANbHOTO BINSHUS Ha KayecTBO
NPOAYKUMN BO3MOXHbIX HECOOTBETCTBMMW, NPETEH3WW, TeHOEHLWUA, paccrnefoBaHWi, pes3ynbTaToB, He
COOTBETCTBYIOLLMX cnieuncumkauum u 1. 4., a Takke MHHPOPMUPOBAHUSA O HUX;

- ANsl COAEeNCTBUA MHAPOPMUPOBAHUIO O PUCKE U onpeaeneHnn B COTpyaHNYECTBE C YNONTHOMOYEHHbIM
opraHom (opraHusauuen) Pecnybnuvku Benapycb COOTBETCTBYIOLLErO MEpPONpuUATUSA (Hanpumep, OT3bIB) B
CBSI3U CO 3HAUYUTENbHbLIM AedEKTOM;

nnaHMpoBaHune ayamTa (MHCNeKuumn):
yactota M obnacTb ayauMToB, KaK BHYTPEHHUX, Tak WM BHELUHWX, YCTAHaBNMBAETCA C Y4YETOM TaKuX
¢aKkTopOoB, Kak:

- TpeboBaHus 3akoHoaaTenbcTBa Pecnybnvkn Benapych;

- Tekyllee cocTosiHMe obLLEero COOTBETCTBUS M COBOKYNMHOCTb UMEIOLLUXCA CBEAEHUA O MpeanpusaTimn
U1 NPON3BOACTBEHHON NNOLWAAKE;

- HaAEXHOCTb AEATEeNbHOCTU OpraHn3auun B NaHe ynpaBfieHns pyuckamu ns KavyecTsa;

- CMOXHOCTb Y4acTKa;

- CMOXXHOCTb NMPOM3BOACTBEHHOIO NPOLIECCa;

- CMOXXHOCTb MPOAYKUMN U €€ TepaneBTU4EeCKoe 3HaYEHUE;

- KOMIMYECTBO U 3HAYNMOCTb AeheKTOB (HanpMMep, KONMYECTBO BEAYLLUX K OT3biBaM NpoayKLnm);

- pe3ynbTaTbl NpeablayLwmx aygnuToB (MHCNEKUNIA);

- CYLLLECTBEHHbIE M3MEHEHUS MOMELLEHUA, 060PyAOBaHMS, MPOLLECCOB, KITHOYEBOro NepcoHana;

- OMbIT NPOM3BOACTBA NpPoAyKUMK (Hanpumep, YactoTa NPOM3BOACTBA, OOBLEM U1 KONIMYECTBO CEPUN);

- pe3ynbTaThl UCNbITAHU B aKKPEAMTOBAHHbIX UCTIbITATENbHBLIX TabopaTopusx;

OCYyLLIEeCTBNEHME Nepuoaunyeckoro ob3opa:

- Ans BbIGOpa, OLEHKN U 0OBbACHEHUS AaHHbIX, KOTOPble CBUAETENbCTBYIOT O TEHAEHUMM B paMkax
0630pa kayecTBa NpoAyKUUM;

- AnA OOBbACHEHUS OaHHbIX MOHUTOPWHra (Hanpumep, AN CUCTEMATUYECKOW OLIEHKM Haanexallero
npoBeAeHUsi NOBTOPHOW Banuaauuy UM uaMeHeHuin npu otéope npob);

ynpasneHne n3mMeHeHUAMN (KOHTPONb N3MEHEHUI):

- Ond ynpaBneHuMs U3MEHEHVWSMW Ha OCHOBAHMU 3HaHUA N MHGOpPMaLuK, MNOMyYEeHHOW BO BpeMS
hapmavneBTMYECKOW pa3paboTkn 1 NPOU3BOACTBA;

- ANs OUEHKN BIUSHUSA M3MEHEHMM Ha COOTBETCTBME KayecTBa roTOBOM MpOAyKuun TpebosaHusM
cneundukauuu;

- ONs OUEHKM BMMSHUSA Ha KavyecTBO MPOAYKUUM W3MEHEHWUN, BHECEHHbIX B MPOU3BOACTBEHHbIE
nnowiaak1, obopyaoBaHue, MaTepuanbl, NPOM3BOACTBEHHbIN NPOLIECC, UMW NEPEHOCOB TEXHOMOINN;

- Ona onpegeneHus MeponpusITUA, KOTOpble MNpPeAlecTBYOT BHECEHWUID W3MEHEHMWS, Hanpumep,
OONOMHUTENbHbIE UCMbITaHWA, KBanudukaums (nNoBTopHas kBanudukaumsa), Banugaumsa (NOBTOpHas
Banupauust) unu MHpopMMpoBaHNE YNONTHOMOYEHHbIX OpraHoB (opraHu3auunii) Pecnybnvkn Benapycb;
MOCTOSIHHOE YNy4LleHWe CUCTEMbI YNPaBeHNst pPUCKaMu:

- ANs COOEWCTBUS MOCTOSHHOMY YIYYLIEHWIO MPOLECCOB Ha MNPOTSHXKEHMU KMU3HEHHOTO LUKna

NPOAYKLUMU.

2.2 YnpaBneHue puckaMmu pAns KavyecTBa KakK 4YacTb AEATENIbHOCTUM YNOJIHOMOYEHHbIX
opraHoB (opraHusauumn) B cpepe obpalleHus nekapcTBeHHbIX cpeacTB Pecnyonukn Benapycb
npepnonaraeT npoBeAeHue cnegyrowmx MeponpusaTUn:

WHCMEKLMS U cucTeMaTnyeckas oLeHka nesaTenbHOCTU:

- Ona  coAoencTBus  paumoHanbHOMY pacnpedeneHvuio pecypcoB, B TOM Yucne, Hanpumep, Ans
NMaHMPOBAHMSA MHCNEKUUI N YacTOThbl MX NPOBEAEHUS, a TaKkKe ANs NPOBEAEHUS MHCNEKUUA N onpeaeneHns nx
obbvema (cMm. «naHnpoBaHue ayguTa (MHCHEKUUKn)» B 1 HACTOSALLEro AOMNOMHEHMUS);

- NS OUEHKM 3HaYMMOCTM pe3ynbTaToB (HanpumMep, AedeKkToB, BeayLmnx K 0T3biBaMm NpoayKLUun) U AaHHbIX,
Nony4YeHHbIX NPU NHCNEKTUPOBaHWM,

- OAns onpepeneHns HeobxoouMOCTM M BuAa MPEeLyCMOTPEHHbIX 3aKOHOA4ATENbCTBOM MEpPONpUATUA Mo
pesynbTatamM NpoBeAEHNst MHCNEKLUNY;

81



TKN 030-2017

- Ana  oueHkn uWHopMauun, npeaoCTaBNeHHOW MpeAcTaBUTENAMU NPeanpuaTuii, B TOM  4ucre
OTHOCUTENBHO hapMaLEeBTUYECKON pa3paboTku;

- ANS OLEeHKN BNUSHWA npeanaraeMblX OTKITOHEHWUIA UM UBMEHEHUI;

- AN onpefeneHns puckoB, KOTopble creayeT 06CyxaaTb C MHCNEKTOpaMu U 3KcnepTaMmu Ans coaencTBus
nyylweMy NOHMMaHMUIO TOro, KakK PUCK MOXHO KOHTPONMPOBAaTb MMM KaK OH KOHTPONMpyeTcst (Hanpumep, BblMyck
no napameTpam, NpoLeccHo-aHanuTudeckas TexHonorus (Process Analytical Technology — PAT)).

2.3 YnpaBneHue pMckamu AnA KayecTBa KakK YacTb pa3paboTku npegnonaraeT npoBeneHue
cnepyroWwmMx MeponpuUAaTUN:

- ANS NNaHNpPOBaHWA KayecTBa MPOAYKLUM M TEXHONOMMYECKOro npoLecca, B Lensax nony4YeHns npoayKumm
€ dbyHKUMOHAamNbHbIMU XapaKTepuCTUKammn, COOTBETCTBYIOLLIMMUN e HasHayeHuIo;

- AN pacLUMpeHns 3HaHUM 0 PYHKLUMOHAbHbBIX XapakTepucTmkax NpoayKUMn B 3aBUCMOCTHN OT N3MEHEHNS
XapakTepucTuK WCXOAHbIX MaTepuarnoB B LUMPOKOM JAuanas3oHe (Hanpumep, pacnpegerneHve vactuy Mo
pasmepam, codepXaHue Bnaru, peosiordyeckme CBOWCTBA), W3MEHEHWEe TEeXHOMOrMYecKMx onepaumn wu
napameTpoB npouecca;

- ONSA OUEHKUM KPUTUYECKMX XapaKTepUCTUK UCXOAHOrO Cblpbsl, PacTBOPUTENEN, UCXOOHOrO Cbipbs AN1S
aKkTuBHbIX hapmauesTudecknx cybctaHumm (APC), camux ADC, BcnomoraTernbHbIX BELLECTB NN YNaKOBOYHbIX
MaTepuvarnos;

- ONS yCTaHOBMNEHMS COOTBETCTBYIOLLMX CneumdurKauni, onpeaeneHns Kputmdeckux napameTpoB npouecca
W opraHu3auum Npon3BOACTBEHHOrO KOHTPONs (HanpyMMep, Ha OCHOBaHUM MHAPOPMaLMKN O KITMHUYECKM 3HAYNMBbIX
nokasaTensx KadyecTBa, MONydYeHHOW Ha dTane dapmaueBTuyeckor paspaboTkn, a Takke O BO3MOXHOCTU
KOHTPONMpOBaTb NX B XO4e npouecca);

- ANA yMeHbLUEHUs HenocTOSHCTBA Moka3aTenewn KayecTsa (CHWXeHue konunyectsa OedeKToB NpoayKLuK,
NCXOAHbIX M YNaKOBOYHbIX MaTepuanos, OTKMOHEHWUA NPy NPON3BOACTBE);

- Ana  OueHKM HeobXxoAMMOCTM  MNpOBeAEHMS  OOMOMHUTENbHbIX  MCCregoBaHui  (Hanpumep,
OMO3KBMBANEHTHOCTb, CTabUINBHOCTL) NpK:

- MaclwTabvpoBaHMN U NepeHoCe TEXHONOMK;

- ANS NCNOJIb30BaHUsI KOHLLENUMM «MPOCTPAHCTBA NPOEKTHbIX MApamMeTpoBy.

2.4 YnpaBneHue puUckaMu Onsi KayeCTBa B OTHOLUEHUM NMPOU3BOACTBEHHbIX MOMELLEeHUN,
obopynoBaHuA u cucteM obecneyeHUs npepnonaraeT NnpoBeaeHue cneayloLmnX MeponpuATUNA:

NpOEeKTMpOBaHNe NPOU3BOACTBEHHbLIX NOMELLEHWI 1 (M) 06opyaoBaHUS:

Ans onpegeneHns COOTBETCTBYHIOLLMX 30H NPV NMPOEKTMPOBaHWUM 34aHUA Y MPOU3BOACTBEHHbBIX MOMELLLEHUNA,
BKIHOYas B TOM ymncne:

- onpegeneHne HanpasneHuni NOTOKOB MaTepmanoB U NepcoHana;

- CBeAeHMNe K MMHUMYMY KOHTaMyHauuw;

- NpoBeAeHVe MepPONPUATUIA NO KOHTPOSIO Napa3nToB;

- NpeaynpexaeHne nepenyTbiBaHWs;

- cpaBHeHMe 060pyAOBaHNS OTKPbLITOTO U 3aKPbITOrO TUMOB;

- CpaBHEHME YNCTbIX NOMELLEHUI C N30NUPYIOLLLEN TEXHOMOMNENR;

- onpegereHve cneumanbHO NpeaHas3HaYeHHbIX UKW BblAeNEeHHbIX MPOM3BOACTBEHHbBIX MOMELLEHWIA U (Mnn)
o6opyaoBaHus;

- ANs onpefeneHns COOTBETCTBYIOLUX MaTepmnanos ans o60pyaoBaHMs U KOHTEWHEPOB, KOHTaKTUPYHOLLMX
C npoaykumen (Hanpumep, BbIOOP Mapkn HEpPXKaBetoLLen CTanu, canbHNKOB, CMa304HbIX MaTepuarnos);

- ANs onpejeneHns COOTBETCTBYIOLMUX CUCTEM obecneyeHus (Hanpvumep, nap, rasbl, UICTOYHUK NUTaHUS,
CXKaTblii BO34YX, CUCTEMA HarpeBa, BEHTUNSALMMN U KOHONLUMOHNPOBaHMSA BO34yXa, BOAA);

- Ons onpegeneHvns npoduiakTM4eckoro OOCNYyXXMBaHWS CBS3aHHOIO Apyr C Apyrom obopygoBaHusi
(Hanpumep, NnepeyvyeHb HEOOXOAMMbIX 3anacHbIX YacTen);

B pamKax rmrueHbl B NOMeLLEHUSIX:

- Oons 3awmTbl NPOAYKUUM OT OMacHOCTM CO CTOPOHbI MPOW3BOACTBEHHOW Cpedbl, B TOM 4ucne oT
XUMUYECKUX, MUKPOOMONOrnYecknx u U3NYeckMx (aKTOpOB OMacHOCTU (Hanmpumep, onpegerneHue
Haanexallew ogexabl U opraHnsaums rapaepoOHON, TMrmeHbl);

- Ons 3aWwuTbl NPOM3BOLACTBEHHOW CpeAbl U MepcoHana OT ONacHOCTEN, CBSA3AHHBLIX C MPOM3BOAMMOM
npoaykunen BcrneacTane nepekpecTHon KoHTaMnHauuu,

- B paMkax KBanuMdukauum npou3BOACTBEHHbIX MoMelleHuin (obopynoBaHus, cucTem obecrnieydeHust) —
onpegerneHvne obnactu n macwraba kBanudukaumm NoMeLLeH1i, 30aHnin 1 TEXHONOorM4eckoro obopyaosaHus, a
Takke nabopaTopHbIX NPUOOPOB (B TOM YMCE HaAMeXalmx METOA0B KannbpoBkn);

B paMKax 04MCTKM 0B60OpPYA0BaHUS U KOHTPOSb NPOV3BOACTBEHHOMN Cpeapbi:

- ONA pauuoHanbHOTO pacrnpefeneHns YCUMM U MPUHATUS PEeLUeHUid, C y4eTOM npeaHa3HayYeHus
obopynoBaHust (Hanpumep, MHOrOLeNeBOe WNMM CheuuanbHo npegHa3HadeHHoe o6opyaoBaHWe, cepuiiHoe
NPOV3BOACTBO MM HENPEPLIBHbIA TEXHONOrMYECKUIA NpoLecc);

- ANs onpeaeneHvs npeaenos NpMemMnemMocT Ans Banuaaumm O4YnCTKH;
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- B paMKax nposefeHus kanubposka (NpodmnakTu4eckoro obCnyxvBaHUA) — cocTaBrieHue rpadukoB
KannbpoBkn N NpochunakTnyeckoro 06CcnyxmBaHums;

B paMKax WCMOMb30BaHWUS KOMMbIOTEPHLIX CUCTEM U OBOpPYyAOBaHMS, KOHTPOMMPYEMOro C MOMOLLBIO
KOMMNbIOTEPOB:

-ona Bblibopa KOHUrypauum KOMMbIOTEPOB K MNporpaMMHOro obecnedeHus (Hanpumep, MOAYNbHas,
CTPYKTYpMpOBaHHas, yctonumsas k cbosim cuctema);

Ans onpefeneHus Maclitaba Banugaumu, B TOM Yuche:

- onpedeneHne KpMTUYeckux yHKUMOHAsbHbIX NapaMeTpoB; BbIbop TpebGoBaHNI 1 KOHCTPYKLNK;
- NpoBepKa KOOB;

- MacwTab MCMbITaHUA U MeToabl UCMbITaHWI; NPaBUIIbHOCTb 3N1IEKTPOHHbLIX 3anMceit 1 NoAnuceil.

2.5 YnpaBneHue puckamum AnNsl KayecTBa KaK YacTb YrNpaBfieHUs MUCXOOAHbIMU U
ynakoBOYHbIMM MaTepuanamu npegnornaraeT npoBeAeHue cneayoLwmnx MeponpuaTui:

onpegerieHne N oueHKa MOCTaBLUNKOB M NMPOU3BOANTENEN MO KOHTPAKTy Ansa obecnevyeHns BCECTOPOHHEN
OLEHKM MOCTaBLUMKOB WM MPOU3BOAUTENEN MO KOHTPaKTy (Hampumep, NpOBEAEHUE WX ayauTa, 3aknveHue
cornalleHnn ¢ NocTaBLUKamMn OTHOCUTENBHO KayecTsa):

- KOHTPOSb UCXOLHbIX MaTepUarnoB A1S OLEHKU Pas3fvynii 1 BO3MOXHbLIX PUCKOB OS5 KA4eCTBa, CBSA3aHHbIX
C U3MEHUYMBOCTBIO UCXOAHbBIX MaTepmarnos (HanpuMep, CPOK XPaHEeHWs1, CXema CMHTe3a);

B pamMKax 1CMonb30BaHUS UCXOOHbIX U YNAKOBOYHbIX MaTepUanos:

- ONs onpederneHust Toro, SIBMSTCA N NpUeMNeMbIMU ANS UCTMONb30BaHNS UCXOOHbIE U YNAKOBOYHbIE
mMaTepuarnsl, HAXOAsLMECS B KapaHTUHe (Hanpumep, Ans AanbHENLLEro TEXHOOMMYeCcKoro npowecca);

- ONsi onpejeneHunst Haanexallero ocyLlecTBrEHUst NOBTOPHOW 06paboTkm, nepepaboTku, NCMNOMb30BaHNSA
BO3BpaLLEHHON NpoaYyKLUNK;

B paMKax obecrne4yeHns: yCrioBUn XxpaHeHUst U ONTOBOW TOProBsn, NIOMMCTUKK:

- ONs OUEHKM MOMHOTbl CornaweHnn no obecrneyeHno COOTBETCTBYHOLUMX YCMOBUA XpaHEHUs W
TpPaHCMOPTUPOBaHUA (Hanpumep, TemnepaTypa, BNaXHOCTb, KOHCTPYKLUNS KOHTENHEPA);

- ONa onpefeneHns BNUSHUSE HECOOTBETCTBUIA B YCMOBUSIX XPAHEHUS U TPaAHCMOPTUMPOBAHWA (Hampumep,
«obecneyeHne xono4oBon Lenmy);

- ona  OYHKUMOHUPOBAHUSA WHPACTPYKTypbl (Hanpumep, BO3MOXHOCTb obecneumBaTb Hagnexaliue
YCIOBUS OTIPY3KM, BPEMEHHOTO XpaHeHusi, obpalleHue C onacHbiMM MaTepuanamm u MNOLKOHTPOMbHbIMU
BELLEeCTBaMM, TAMOXEHHAsA O4YNCTKA);

- Ansa npegoctaeneHus nHdopmaumm 06 obecnedeHnn NPUrogHOCTU NEKAaPCTBEHHbIX CPEeACTB (Hanpumep,
paHXMpOBaHWE PUCKOB AN LIENWU MOCTaBKM).

2.6 YnpaBneHue pucKamMum pAONA KavyecTBa, KaK 4YacTb NPOU3BOACTBA npeanonaraer
npoBeAeHue creayroLwmx MeponpuaTun:

Banuaauus:

- Ons onpegeneHnss obnactm u MacwTaba OCyLeCTBMeHWs [esATeNnbHOCTU N0 NOATBEPXKAEHUIO,
KBanudukauum n Banugaunm (Hanpumep, aHanMTUYeckue MeToauKW, npouecchl, 06opyaoBaHWe 1 npoueaypbl
OUUCTKN);

- Oonga onpefeneHua macwTaba OCyLeCTBMeHWs Nocneaylwmx AeNCcTBuiA (Hanpumep, oTOop npob,
MOHUTOPWHT 1 NOBTOPHas Banuaaums);

- AN pasrpaHNyeHnst KPUTUYECKUX U HEKPUTMYECKMX CTadui npouecca Ans MOMOLM B MNaHUMpOBaHWK
BanvOaunOHHbIX UCMbITaHUR;

oT60p nNpob (McnbiTaHme B x04e npouecca NponM3BOACTBA):

- ONS OUEHKM 4acToTbl U MacwTaba npoBedeHUs KOHTPOMbHbBIX WCMbITAHMIW B Npouecce npou3BOACTBA
(Hanpumep, Ans 060CHOBaHNS YMEHbLUEHMS 0Obema UCMbITaHUI B YCNOBUSIX AOKAa3aHHOIO KOHTPOMS);

- ONs OUEeHKM U OBOCHOBaHWS MCMONb30BaHUS MPOLECCHO-aHanutuyeckon TexHonorun (PAT) Hapsagy ¢
BbIMYCKOM MO MapameTpam U BbINMyCKOM B pearibHOM BPEMEHU;

nnaHnposaHne npoun3BoacTBa — COCTaBJieHMEe COOTBETCTBYHOLUEro nnaHa npou3BoacTBa (Hanpmmep,
cneunanbHo npeagHa3HadYeHHoOe npoun3BoACTBO, MPOU3BOACTBO KaMMNaHUAMU (LJ,I/IKJ'IaMl/I HpOI/I3BOﬂ,CTBa) n
o4yepenHOCTb CONyTCTBYHOLWNX TEXHONTOTMYEeCKNX npou,eccoa).

2.7 anaBneHue puckamMmm AOnd KadYectBa KakK 4YacCTb naﬁopaTopHoro KOHTpONA “
MccrnenoBaHUM CTabUNBHOCTU npegnonaraet npoeeaeHue cnegyroLwwmnx MepOﬂpMﬂTMﬁ:

- B pamKax pe3ynbTaToB, He COOTBETCTBYHOLUMX CheunuduKkauun - yCTaHOBMEHWE BO3MOXHbLIX OCHOBHbIX
MPUYMH W OMpedeNieHne KOPPEKTUPYILMX MEPONpUsATUA B  XOA4e paccrefoBaHusi pesynbTaToB, He
COOTBETCTBYIOLLMX CreunuKaumusm;
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- B paMKax onpepgeneHna nepuoga A0 npoBegeHndA MNOBTOPHbIX NCnbITaHUN (,El,aTbI OKOH4YaHMA CpoKa
FO,EI,HOCTI/I) — OueHKa npaBUIIbHOCTU XpaHEHUA W MNpoBeaeHune ncnbITaHnn npomemyTquoM npoaykuunu,
BCnomMoraTesibHbIX BeleCTB M UICXOOHbIX MaTepunanos.

2.8 YnpaBneHue pyckaMu ANA KayecTBa Kak 4acTb YNaKOBKA U MAapKUPOBKMU NpeanonaraeT
npoBeAeHue crie4yroWmMX MeponpuaTUi:

- NPOEKTUPOBaAHUE BTOPUYHOM YNaKoBKWU, NpeAHa3Ha4YeHHON NS 3alinThl NEPBUYHOM YNAKOBKM MPOAYKLMM
(Hanpumep, 4TOObLI 06ecnevnTb NOANUHHOCTEL NPOAYKUUKN, pa3bopunBY0 HAAMUCh Ha STUKETKE);

- onpefeneHne KpUTUYECKUX XapaKTePUCTUK CUCTEMbI YKYNMOPKM KOHTeWHepa npu BblOOpe cuctembl
YKYNOPKMN KOHTENHepa;

- MMnaHupoBaHMe npoueayp KOHTPOMsS 3TUMKETOK, C YYETOM BO3MOXHOCTW MepenyTbiBaHUS 3TUKETOK
pasnMYyHON NPOAYKUMUW, B TOM YNCIE Pa3HbIX BEPCUIA OOHOM U TOM Xe 3TUKETKM.
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MnaBa lll PapmaueBTUYECKas CMCTEMA KayecTBa

Mpeaucnosue

lMponsBoauTeENsaM JeKapCTBEHHbIX CPEeACTB creayeT paspabotatb M BHeApuUTb  3PeKTUBHYIO
hapmaLeBTUYECKYHO CUCTEMY KadecTBa, 4YToObl obecneunTb cooTBeTcTBME TpeboBaHusam HacTtodwero TKIT un
NpPUOEPKNBATLCS MNOMOXEHUN, N3NOXeEHHbIX B pa3gene 1 Yactu | HacTosawero TKI.

Hactosiwaa rnaBa onucbiBaeT noaxon K dapmaueBTUYECKOW CUCTEME KayvecTBa, KOTOPYH MOXHO
NPUMEHSITb Ha Pa3fUYHbIX CTAAMAX XU3HEHHOro uukna npoaykuuun. CnegoBatenbHO, yka3aHWS OAHHOW rnasbl
BbIXOAAT 3a pamku TpeboBaHun HacToswero TKIT (nockonbky HacToswmn TKI, 3a ucknioyeHnem nponsBoacTBa
NeKapCTBEHHbIX CPEACTB ANS KIMMHNUYECKNX UCCNeaoBaHWI, He pacnpoCTPaHATCA Ha YacTb XXM3HEHHOIO UMKNa
neKkapcTBEHHOro cpeacTsa, KoTopas CBsi3aHa C ero paspabotkon). [aHHbii pasgen gononHsetr TpeboBaHus
HacTodawero TKI1, nosBonsetr BHeOpUTb Ha npeanpuatuM  dapmaueBTUYECKYI0 CUCTEMY  KavecTBa.
Vicnonb3oBaHme NOMOXEHWI HacTosiWwen rnaebl 6yaeT cnocobcTBOBaTh MHHOBALMSM, MOCTOSTHHOMY Yy4LLEHUIO
N YCUNEHMIO B3aNMOCBSA3M Mexay dapmaleBTUYecKom pas3paboTKo U NPON3BOACTBEHHON OEATENBHOCTLIO.

1 ®apmaueBTUYECKas cMCTeMa KayecTBa

1.1 BBegeHue

Hactosiwaa rnaBa rapmoHusnpoBaHa ¢ PykosogctBom ICH Q10, koTtopoe onucbiBaeT MOAEMNb
3(PPEKTUBHON CUCTEMbI YMpPaBreHUs KavyecTBOM Ans apmMaueBTUHECKOW NPOMbILSIEHHOCTN (Oanee —
hapmaLeBTMYeCKas cnuctema kavecTtsa). B KOHTekcTe HacTosLLeln rmaBbl TEPMUH «dhapMaleBTMYeckas cuctema
KayecTBa» OTHOCUTCS K MOAEenu, onncaHHon B gokymeHTe ICH Q10.

B pokymeHTe ICH Q10 onucaHa efguHasi BCECTOPOHHAS MoAeNb 3dhdeKTUBHOM dhapMaLeBTUYECKOMN
CUCTEMbl KavecTBa, KOTOpas OCHOBbIBAETCA Ha KoHUenuuum kadectBa MexayHapoaHon opraHusauum no
ctaHgaptusauum (ISO), BKkNOYaeT COOTBETCTBYIOLLME MOMOXEHWUS NpaBwuil Hagnexallero npou3BoacTBa U
pononHseT gokymeHTol ICH Q8 «®apmaueBtuyeckas paspabotka» u ICH Q9 «YnpasneHvne puckamu ans
kayecTtBa». Hactosada rnasa siBnseTca MoAenbio Anga hapmaueBTU4ECKON CUCTEMBbI Ka4ecTBa, KOTopas MOXET
NPUMEHSTLCA Ha PasfMyHbIX 3Tanax XXWM3HEHHOrO LMKNa Npoaykuuun. BomnblIMHCTBO MOMOXEHWUA HaCcTosILLEn
rmaBbl, NMPUMEHSIEMbIX K MPOU3BOACTBEHHbIM MpPeanpuaATusaM, noapobHO wu3naraeTcs B Opyrux pasgenax
HacTodawero TKIl. HacTtosawas rnaBa npegHasHayeHa AONs YCTAHOBMNEHUS] KaKUX-NMMOO HOBLIX MOMOXEHUN,
KOTOpble BbIXOOAAT 3@ pPaMKy [OENCTBYHOLWMX HOpMaTuBHbIX TpeboBaHui. [lonoxeHusi, coaepxalimvecs B
HacTosiIWen rnase, gononHsaoT HacToAwmn TKI n He aBnaoTcA 06s3aTeNbHLIMMN.

HacTosdwaa rnaea cnyxut JokasaTenbCTBOM TOro, YTO MNPOU3BOAMTENU U YMNOMHOMOYEHHbIE OpraHbl
nogaepXuBarT 3@EKTUBHYIO apMaLeBTUYECKYI0 CUCTEMY KayecTBa C Uenblo ynydlleHus KadecTtBa W
OOCTYNHOCTU feKapCTBEHHbIX CPeACTB BO BCEM MUpe B MHTepecax 34paBooxpaHeHus. [pumeHeHne HacTosLwen
rmaBbl Ha NPOTSKEHWUM XKM3HEHHOrO LMKMNa Npoaykuum OyoeT cnocobcTBOBaTb MHHOBAUUSIM M MOCTOSIHHOMY
YNyyLleHnIo, a Takke YMNPOYHEHUIO CBA3N Mexay hapmauesBTnyeckon pas3paboTkon M NPOM3BOACTBEHHON
OEeATEeNbHOCTbLIO.

1.2 ObnacTb NnpuMeHeHus

HacTosiwas rnmaBa pacnpocTpaHsieTcs Ha cucTemMbl, obecneynBaoLLme hapMaleBTUHECKYHD pa3paboTky K
NPOU3BOACTBO aKTUBHbLIX hapMaueBTUdecknx cybctaHuum (APC), a Takke NEKApPCTBEHHbIX CPeacTB, BKMoYas
NeKapCcTBEHHbIE OMOTEXHOMOrM4eckne M OBUONorMveckMe JeKkapcTBEHHbIE CPefCcTBa, Ha MPOTSHKEHUN BCEX
3TarnoB XU3HEHHOTO LUKNa NPOLYKLMM.

CTpYKTYpHbIE 3NIEMEHTbI HaCTOSILEN IMaBbl AOMKHbI NMPUMEHSITLCA COOTBETCTBEHHO U MPOMNOPLMOHArNbHO
KakOoMy aTany XM3HEHHOro LMKNa NPOAYKUMM C Y4ETOM pasnunymm Mexgy 3TMMK 3TanaMmum U pasfinyHon uenu
Kakgoro atana (cM. pasgen 3 HacTosiLLel rmasbl).

Onsa uenen HacTodWEro [OOKYMEHTa JKU3HEHHbIM UMK MpoAyKUMM  BKMAKYAEeT  crnegyoLlyto
NPOV3BOACTBEHHYIO AeATENbHOCTb HOBbIX U YK€ CYLLIEeCTBYIOLLMX NeKapCTBEHHbIX CPeacTB:

Ha aTane hapmaueBTUYeCcKoV pa3paboTKu:

- paspaboTka aKTMBHOW hapmaLeBTM4EeCKON cybcTaHumy;

- pa3paboTka cocTaBa (BKNtoYast CUCTEMY «KOHTEWMHEP (CPeacTBO YKYNMOPKUY));
- NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB At KNMMHUYECKUX NCCnefoBaHui;

- paspaboTka cuctembl OCTaBKM (NP HEOOXOAMMOCTH);

- paspaboTka TEXHOMNOrMYeckoro npoLecca u MmactabrnposaHue;

- paspaboTka meToauK aHanu3a;

Ha aTare nepeHoca TEXHOOMU:

- NepeHoCc HOBOW NpoAyKuuM 13 pa3paboTku B MPOU3BOACTBO;

- MEepeHoC TEXHOMOIMU TMPOM3BOACTBA  3apPErMCTPUPOBAHHON  MPOAYKUMM  BHYTPU WM MEXAY
MPOM3BOACTBEHHLIMU UMM KOHTPONMUPYIOLWMMM NoapasaeneHusiMu;
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Ha aTane NPOMbILLNIEHHOrO NPON3BOACTBA:

- NproBpeTeHne N KOHTPOIb UCXOOHbIX U YNAKOBOYHbIX Matep1anos;

- NpegocTaBneHne NomeLLeHin Ang Npou3BoOACTBa, cuctem obecnedeHms n obopynoBaHus;
- TEXHOMNOMMYECKMI Npouecc (BKMNYasi ynakoBKY U MapKUpPOBKY);

- KOHTpPOIb Ka4yecTBa N obecneyeHne Ka4ecTea,;

- BblJjaya paspeLueHu1s Ha BbiNyCK NpoayKLuu;

- XpaHeHWE;

- peanunsaumsi (3a NCKMOYEHNEM OMNTOBOW TOProOBIN);

Ha 3aTane npekpalleHus Bbinycka NpoayKumm:

- XpaHeHune AOKyMeHTauuu;

- XpaHeHune o6pasLoB;

- NPOAOKaLLAACH OLEeHKa NPOAYKLMM U COCTaBNEHNE OTYETOB.

1.3 Bs3aumocBA3b HacTtoswen rnaBbl € TpeboBaHuamu YYactm | Hacrtosiwero TKIN,
ctaHgaptamum ISO n gpokymeHtom ICH Q7

TpeboBaHusa HacToswero TKI, Pykosogctea ICH Q7 «[MpaBvna Hagnexaliero npoussogcTBa akTUBHbIX
apmavueBTMYeCKux cybctaHumi» n PykoBoacTBa cucTeMon ynpaeneHusi kadectBa ISO aBnsOTCA OCHOBOM
HacToswen rnaebl. [na OOCTWXKEHUST U3NOXEHHbIX HWXKE Uenen Hactoswasa rrnasa pacwwupaet Yacte |
HacToswero TKI onucaHnem xapakTepHbIX 3M1EMEHTOB CUCTEMbI KayecTBa M OTBETCTBEHHOCTM PYKOBOACTBA.
Hactoswun pasgen obecneynmBaeT MoAenb, coyeTallyo apMaueBTUYECKYD CUCTEMY KavecTBa Ha BCEX
aTanax XW3HEHHOro UukKna npoaykumm ¢ TpebosaHmnsimu Hactoswero TKI ons nx coBMeCTHOro NpyMeHeHus.

TpeboBaHusa HacTosiwero TKI He HanpaBneHbl HEMOCPEACTBEHHO Ha BCE 3Tanbl XW3HEHHOrO LUMKNa
npoaykuum (Hanpumep, Ha pa3paboTky). AnemMeHTbl hapMaLeBTUYECKON CUCTEMBI Ka4eCTBa U OTBETCTBEHHOCTb
PYKOBOACTBA, OMWCaHHble B HACTOsLWEN [raBe, NpegHasHayvyeHbl Ansi COAEWCTBUSI MPUMEHEHUIO Hay4HbIX
NoAXOAOB M MOAXOAOB, OCHOBA@HHBIX HA OLEHKE PUCKOB, HA KaKAOM 3Tarne >XM3HEHHOro LMKMa MpogyKuuu,
cnocobCcTBYst TEM CambiM MNOCTOSTHHOMY YIyudLLEHWIO NPOAYKLUN HA NPOTSXKEHUN BCETO KU3HEHHOTO LiMKNa.

1.4 BsaumMmocBsi3b HacToALWwero AOKYMeHTa C npuHuMnamm rocyaapCcTtBeHHOro KOHTpons

MpuHUMNBI rOCYyOapCTBEHHOrO KOHTPOMS B OTHOLUEHUW onpefdeneHHOW NpoaykuuMu unu npegnpustus-
npovsBoauTens [OOMMKHbl COOTBETCTBOBaTb YPOBHIO MNPOAYKUUW, MNOHUMaHWIO Mpouecca, pesynbTaTam
ynpaBneHua puckamym Ans  KayectBa U 3(pdeKkTMBHOCTM  (papMaLeBTUYECKOW CUCTEMbI  KavecTBa.
OdpekTnBHOCTL hapMaLleBTUYECKON CUCTEMbI KavyecTBa MOCMNe ee BHeOpeHWs MOXEeT MOATBepXOaTbCA B
O0ObIYHOM peXMMe Mpu NPOBEAEHUM MHCNEKLMI NPeanpuaTMs YNONHOMOYEHHbIMKU opraHamu. MoTeHumanbHble
BO3MOXHOCTWU YNYYLIEHUS HAy4HbIX W OCHOBaHHbIX Ha aHanuse PUCKOB HaA30PHbIX MOAXOAO0B W3MNOXeHbl B
HDononHeHnn 1 k rmase Il Yactu Il HacTosawero TKI1. MNpuHUMibl roCygapCTBEHHOIO KOHTPONSA ONpeaensaTcs
3akoHofaTtenbcTBom Pecnybnukn benapychb.

1.5 Llenu HacTosALwero AOKyMeHTa

BHenpeHve mogenu dapmaueBTUHECKON CUCTEMBI Ka4yeCTBa AOIMKHO NPUBECTU K JOCTMXKEHUIO 3 OCHOBHbIX
uenew, KOTopble JOMOMHSAT UK COBEPLLEHCTBYIOT TpeboBaHmsa HacTosAwero TKIT:

- AOCTUYb peanusaumu npoaykumm (cosgatb, BHEAPUTL M NOAAEPXKMBaTbL cUCTeMy, koTopasd obecneunsaeT
nocTaBKy NPOAYKLMN C NoKasaTensMu KayecTBa, COOTBETCTBYHOLUMMM NOTPEOHOCTAM NauMeHTOB, MEANLUHCKMX
paboOTHMKOB, YMOMHOMOYEHHbBIX OPraHoB (BKMHOYasi COOTBETCTBME YCTAHOBMNEHHLIM TpeboBaHUsAM), a Takke
BHYTPEHHMX M BHELIHUX noTpebutenen);

- YyCTaHOBMWTb U NOAAEPXKMBaATb KOHTPONMPYEMOE COCTOsiHME (pa3paboTaTb 1 UCNoNb30BaTh 3PP EKTNBHbIE
CMUCTEMbl MOHUTOPUHra M KOHTpons 3dEeKTUBHOCTM MpoLecca M kadecTBa npoaykumu, obecneynBasi Takum
obpa3om rapaHTWio NpPUrogHOCTM M BO3MOXHOCTEN npoueccoB. [Mpu opraHuM3auMm cCUCTEM MOHWUTOPUHIra M
KOHTPONsi MOXeT OblTb MONE3HbIM YNpaBneHne puckamum s kayecTsa);

- cnocobcTBOBaTb MNOCTOAHHOMY YNyYlleHWo (BbISIBNATb WM BHEAPATb COOTBETCTBYHOLME MeTodbl
yrydlweHns kavyecTBa MpoayKUMU U NPOLECCOB, CHWXEHWS MX HEeCTabunbHOCTWM NPUHWMAaTb WHHOBALMOHHbIE
pelleHns u ynydwartb hapmaueBTUYECKYl0 CUCTeMy KadecTBa, obecneumBas Takum oOpa3oM MOCTOSHHOE
yaoBreTBopeHme notpebHocTen B OTHOWeEHMM KayecTBa. [lpu BbISIBNEHWM NPUOPUTETHBIX oObnacTten,
TpebyoLLMX NOCTOSHHOIO YIyYLLEHNs, MOXET ObITb MOME3HbIM yNpaBrieHne puckamu Ans Kayectsa).

1.6 CpeacTBa ynyuleHUA: ynpaBrieHme 3HaHUSIMU U ynpaBrieHne puckamu Ans KayecTsa

YnpaBneHue 3HaHUSMW WU yrNpaBreHue puckamu s KayecTBa SABMAKTCA CpPeAcTBamMu, KOTopble AatoT
BO3MOXHOCTb MpeanpuaTuaM 3pdeKkTMBHO M yCMNeLwHO MPUMEHUTb HACTOsLWYI0 rnaBy. QT cpeactBa byayt
cnocobcTBOBaTb AOCTUXKEHWUIO Lenein, onucaHHbix B 1.5 HacTosiwen rnasbl, U obecrniedyaT OCHOBaHWUA AN
NPUHATUSA PELLEHNA, OCHOBaHHbIX HA Hay4YHbIX 3HAHUSIX N 3HAHUSX O PUCKaxX B OTHOLLEHMMN Ka4yecTBa NPOAYKLMN.

1.6.1 YnpaBneHune 3HaHUAMU

3HaHuaAMM O npoaykumm n npoueccax Heob6xoaMmo ynpaenAaTb npu paspa60TKe, Ha MNMpOoTAXeHUn nepunoa
HaxoXxaeHna npoaykunMn Ha pblHKE M 00 MNpeKkpaleHnda ee npoum3soactea U MeOUUMHCKOro NpUMEeHEeHUA.
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Hanpumep, geatenbHOCTb Npu pa3paboTke C UCMOMb30OBaAHWEM HayyHbIX MOAXOOO0B obecrnevvMBaeT 3HaHWE
NPOAYKLUUN U MOHUMaHWE MPOLIECCOB. YNpaBreHne 3HaHUSMWN SBNSETCA CUCTEMATUYECKMM MOOXOLAOM, KOTOpPbLIN
3aKnoyaeTca B NpuobpeTeHun, aHanuse, HaKOMfEHUWM U pacrnpoCTPaHEHUM MHOPMaUUK O NPOAYKLMUN,
TEXHOMOrMYEeCKMX npoueccax M KOMMOHeHTax. WCTOYHMKM mHdOopMauuu BkNtoYaloT B cebsi, B TOM u4ucre,
NnepBMYHO 3HaHUS (0OLLEN3BECTHLIE UMK JOKYMEHTaNbHO OhOPMIIEHHbIE BHYTPU NpeanpusaTus), uccrnenoBaHus
B obnactu dapmMaueBTMYeCKkUX pa3paboToK, AesATEeNbHOCTb MO MEPEHOCY TEXHOSOMMK, UCCrefoBaHUs Mo
Banuaauum MNpPOLECCOB HA MPOTSKEHUM KMBHEHHOrO LMKMNa MNpPOAYKUMW, OMbIT MPOW3BOACTBA, WMHHOBaLMW,
MOCTOSIHHOE YNyudLlEeHWE U AeSATENBHOCTb, HANPaBMNEHHYIO HA YNpaBrieHNE U3MEHEHUSIMM.

1.6.2 YnpaBneHue puckamu ons Kayecrtsa

YnpaBneHne puckamum AN KadyecTtBa SBMSETCS HEOTbEMSIEMOM 4acTbio hapmaueBTUYECKON CUCTEMbI
kayectBa. OHO MOXeT obecneunTb NPoPMNaKkTUYECKMIA NOOXOA K BbISIBIIEHUIO, HAY4YHOW OLIEHKE W KOHTPOIO
noTeHLManbHbIX PUCKOB ANl Ka4eCcTBa. ATO CNOCOBCTBYET NOCTOSTHHOMY YNy4dLLEHMI0 3(EKTUBHOCTU NpoLiecca
N KayecTBa MNpOAYKUMW Ha BCEX 3aTanax XW3HeHHoro umkna. MNonoxeHus rmasbl Il HacTodAwen yactu TKI1
NPeACTaBnsAT NPUHUUMLI YU NPUMEPbI MHCTPYMEHTOB MO YNPaBIIEHUIO PUCKaMK AN KayecTBa, KOTopble MOryT
NPUMEHSITLCS K pasnnMyHbIM acrnekTam papmMaueBTUHECKOro KadecTBa.

1.7 CTpyKTypa u coaepxaHue ¢papmaLeBTUHECKON CUCTEMbI KayecTBa

CTpykTypa, opraHmsauus un AOoKyMeHTanbHoe odopmneHve dapmaueBTUYECKON CUCTEMbl KadvecTBa
OOIMKHbI  OblTb  MOHATHBIMW U YETKO CTPYKTYPUPOBaHHbIMM Ang obnerdeHus oOLEero mMOoHUMaHUsS U
nocnenoBaTenbHOro NPUMEHEHUS.

Mpn paspaboTke HOBOWM (hapmaLEBTMYECKOM CUCTEMbI KavyecTBa UNN Mpu MoaMdUKaLMM CYLLLECTBYIOLLIEN
CUCTEMbI HEOoOXoAMMO y4uuTbiBaTb OOBLEM W CMAOXHOCTb [AEesTeNnbHOCTU npednpuatms. B cTpykTypy
hapmMaLeBTMYECKON CUCTEMbI KayecTBa LOIDKHbI OblTb BKIMHOYEHbI COOTBETCTBYHOLLME MPUHUUMBLI YNpaBrieHus
puckamu. XOTA HeKoTopble acnekTbl (apmaueBTUYeCcKOW CUCTEMbl KadecTBa MOryT MPUMEHATbCA K
OeaTenbHOCTU BCEro npeanpuaTus, a MHble — TOMbKO K onpeferieHHbIM noapasfeneHusM, 3@eKTUBHOCTb
BHeOpeHus bapmaLeBTUYECKON CUCTEMbI KavyecTBa OBbIYHO AEMOHCTPUPYETCS Ha YPOBHE NOoApasaeneHus.

dapmaueBTMHECKaa cuUCTeMa KayecTBa AOSDKHA BKIOYaTb COOTBETCTBYHOLLME MNPOLECChl, PEecypcbl U
OTBETCTBEHHOCTb AN obecneyeHns kadectBa paboT NO KOHTPAKTY M 3aKynaeMblX UCXOAHbIX M YNaKOBOYHbIX
MaTepunanos, Kak ONMcaHo B 2.7 HACTOSILLEN rMaBbl.

B pamkax dapmaueBTU4ECKON CUCTEMbI KayecTBa AOMKHa OnpeaensaTbCs OTBETCTBEHHOCTb PYKOBOACTBA,
Kak onucaHo B pasgerne 2 HacTosLwewn rnasbl.

dapmaLeBTUYECKaa CcUCTEMa KadyecTBa [OfKHa BKMOYaTb cnegylowue  SfeMeHTbl:  MOHUTOPUHT
appekTMBHOCTM npoLecca W KayecTBa NPOOYKUMUM, KOppeKkTUpylLwme U npeaynpexjatoolime OencTBUs,
yrpaBneHne n3amMeHeHUs M1 U NPOBEPKN CO CTOPOHbLI PYKOBOACTBA, Kak OnMcaHo B pasaene 3 HacTosLen rnasbl.

OcHOBHble nokasaTenu pesynbTaTUBHOCTU [OOIMKHbl BbISBMASATLCA M UCMONb30BATbCA ANA  NPOBEPKU
appekTMBHOCTM npoueccoB B pamMkax ¢apmalLeBTUYEeCKOW CUCTEMbl KayecTBa, kKak onucaHo B pasgene 4
HacTosLLen rnasbl.

1.8 PykoBoACTBO NO KayecTBY

JomkHo GbITb pa3paboTaHo PYKOBOACTBO MO KAYECTBY MNM PaBHOLEHHBIV AOKYMEHT, BKMoYatoLLmii B cebs
onucaHue hapmaLeBTUYECKON CUCTEMbI Ka4ecTBa, B TOM YKMCIE:

- NONUTKKY B 06NacTu kayecTBa;

- onucaHue cdepbl NpUMeHeHUs hapMaLeBTUYECKON CUCTEMbI KAaYeCTBa;

- onpegeneHve TMpoLEcCOB B paMkax apmaLeBTUYEeCKOM CUCTEeMbl KayecTBa, a Takke WX
nocrnenoBaTenbHOCTH, B3aUMOCBSI3M U B3aMMO3aBUCMMOCTU. KapTbl NPoLEeccoB 1 rpadukn NMOTOKOB MOTYT GbiTb
None3HbIMM UHCTPYMEHTaMK AN 06reryeHns onmMcaHns ux B rpacouyeckom BUAE;

- onucaHne OTBETCTBEHHOCTM PYKOBOACTBA B paMKax hapmaLeBTUYecKol CUCTEMbI KayecTBa.

2 OTBETCTBEHHOCTb PyKOBOACTBA

PyKkoBOACTBO NpeAnpuSTAA HeceT OTBETCTBEHHOCTb 3a YCTaHOBMeHWE W oGecrneyeHune BbIMOSHEHUS
0653aTeNbCTB B OTHOLLEHWUM KayecTBa NPoAyKUMN U 3 dEeKTUBHOCTY (hapMaLLeBTUYECKOW CUCTEMbI KaYecTBa Ha
YpOBHe NpeanpuaTus.

2.1 O6s3aHHOCTM pyKOBOACTBA

a) Mpwn goctwkeHun Lenen B cpepe kayecTBa BbiCLLEE PYKOBOACTBO HECET OCHOBHYIO OTBETCTBEHHOCTbL 3a
obecneyeHne BHeapeHus achpekTnBHOM hapmaLeBTUHECKON CUCTEMbI KayYecTBa, onpeaeneHne o6a3aHHoOCTEN,
OTBETCTBEHHOCTM W MOMHOMOYMIA, JOBEAEHME UX OO0 CBEAEeHMsI MepcoHana, a TakkKe UCNOSMHeHWe uUX Bcemu
nogpasgeneHnamMm npeanpusaTus.

b) PykoBoacTBO AOMKHO:

1) yyactBoBaTb B pa3paboTke, BHEAPEHUU, MOHUTOPUHIE U NogaepXaHuu apmaleBTUYECKO CUCTEMbI
KayecTBa;
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2) OeMOHCTpUpOBaTb NOAAEPXKKY hapMaLeBTUYECKON CUCTEMbI KayecTBa U rapaHTUpoBaTb €e BHeApeHue
Ha BCEX YPOBHSX NpeanpuaTus;

3) obecneumBaTb HanM4une CBOEBPEMEHHbIX U 3MEKTMBHBIX CPEACTB CBA3N 1 NpoLeayp pacnpoCcTpaHeHus
WHpopmaLmm ansa foBeaeHUs cBegeHuin o npobnemax Kayectsa 40 pyKOBOACTBA COOTBETCTBYIOLLEIO YPOBHS;

4) onpefnenaTte NepcoHarnbHble N KOMNNEKTUBHbIE 0B513aHHOCTU, OTBETCTBEHHOCTb U MOMHOMOYNS, @ TaKkkKe
B3aMMOCBSI3M BCEX CTPYKTYPHbIX MoApa3fdeneHvui, UMEKLUX OTHOLLEeHue K dapmaueBTUYEeCKON cucteme
KayecTBa. [apaHTMpoBaTb, YTO 3TU B3aMMOCBSA3W YCTAHOBMEHbl W MOHSTbI HA BCEX YPOBHSAX OpraHum3auuu.
TpebyeTca Hamuune HesaBMCMMOro oThena (nogpasgenieHus), OTBETCTBEHHOINO 3a KayecTBO, MMELLEro
MOMMHOMOYMS Ha OCYLLECTBIEHNE onpederieHHbIX 0653aHHOCTEN, CBA3aHHbIX C papMaLeBTUYECKON CUCTEMOM
KayecTBa;

5) npoBoauTe MpPOBEPKUM B OTHOLWEHWM 3PEPEKTUBHOCTM MpoLecca W KavyecTBa MpoAyKUMM, a Takke
dapmaLeBTUYECKON CUCTEMbI KA4eCTBa;

6) nogaepXvMBaTb NOCTOSIHHOE YNy4lleHue;

7) BbIAENATb COOTBETCTBYIOLLMNE PECYPCHI.

2.2 MonnTtnka B obnacTu KavyecTBa

a) PykoBoOCTBO JOMKHO YCTAHOBUTbL MONUTMKY B obnacTtu kadecTBa, KOTopasi OonucbiBaeT obLiue uenu m
HanpaBneHust 4eATENbHOCTM NPEANPUATUS B OTHOLLEHUM KayecTBa.

b) lMonutuka B obnactu kayecTBa [OMMKHa BKNOYaTb B cebS ULEenu BbIMOMHEHUS YCTaHOBIEHHbIX
TpeboBaHu, a Takke CNocobCTBOBATbL MOCTOSTHHOMY YNy4LLEHMIO hapMaLeBTUYECKON CUCTEMbI KayecTBa.

¢) Monutnka B obnacTn kadecTBa 4OMKHA LOBOAUTHCHA A0 CBEAEHMS N pa3bACHATBCS NepCcoHany Ha BCex
YPOBHSAX NpeanpusiTus.

d) Ona obecnevyeHns NOCTOSAHHON 3EEKTMBHOCTU NONUTMKA B 06NacTn KayecTBa OOIMKHA NeEpMoanyecku
nepecMaTpuBaTbCs.

2.3 NnaHupoBaHue Ka4yecTBa

a) Bbicllee pykoBoACTBO OOMKHO obecneuvBaTb onpefeneHve n OOBedeHue A0 CBedeHus nepcoHana
Lernen kayectsa, HeOOXoAUMbIX 4NS BHEOAPEHMS NONUTUKM B obnacTu kayecTsa.

b) Lienn kayectBa AOMKHBI NOAAEPKMBATLCH HA BCEX YPOBHAX NPEANPUSATUS.

c) Llenun kayecTBa AOMKHbI COOTBETCTBOBATL CTPATErMYECKNM NnaHaM npeanpusTusi U CornacoBbIBaTbCS C
NornmnTUKoM B obnacTtu KayecTsa.

d) PykoBOOCTBO [OJPKHO NPELOCTaBMsTb COOTBETCTBYHLIME PECYPCbl M BO3MOXHOCTb O0ydeHus Ans
JOCTWXKEHUS Lienen kavyecTBa.

e) CrnepyeT ycTaHaBnuBaTb, KOHTPONMPOBaTb, MOCTOSHHO [A0OBOAWTb [0 CBEAEHUSI W BbIMNOMHATH
nokasaTenu agpEeKTUBHOCTU, KOTOpble CryXaT Mepon OOCTUXKEHUSA Lernen kayecTBa, B COOTBETCTBUM C 4.1
HacTosLen rnasbl.

2.4 YnpaBneHue pecypcamu

a) PykoBoacTBO [OMKHO oOnpedensTb W NpefocTaBnsTb [JOCTaTOYHble PEecypchbl  (4erioBeveckue,
(buHaHCcOBble, MaTepuanbHble, MOMeleHnss W obopyaoBaHMe) [Ans  BHeOPEHVUS W NOAAEPXKaHWs
¢hapmMaLEeBTUYECKON CUCTEMbI KAYECTBA U MOCTOSIHHOIO YNyYlUEeHUs ee 3PPEKTUBHOCTM.

b) PykoBoAacTBO [oSkHO ofecneunBaTb Hagnexallee WCNoNb30BaHNE PECYPCoB COOTBETCTBEHHO
MPOAYKLMM, MPOLIECCY UMW MPOU3BOACTBEHHON NIOLLaAKe.

2.5 BHyTpeHHUN o6MeH nHdopmaumen

a) PykoBoacTtBo fomkHO obecneuvnTb YCTaHOBIIEHWE W BHEAPEHWE BHYTPWU MpeanpusaTusi MexXaHU3MoB
COOTBETCTBYIOLLEr0o 06MeHa MHhopMaLuuen.

b) Mpoueccbl obmeHa uWHdopMmaumelnn [JomkHbl obecnedvBaTb nepefady MNoTOKa COOTBETCTBYHOLLEWN
WHpopMaLMM Mexay BCEMU YPOBHAMU NPeanpUsTUs.

c) lMpoueccbl 06MeHa MHopMaumnen OOMmMKHbI 06ecneynBaTb CBOEBPEMEHHYIO nNepegadvy mHdopmauum o6
onpegeneHHbix Npobnemax ¢ Ka4eCTBOM NPOAYKUUKN 1 ¢ hapMaLeBTMYECKON CUCTEMON KayecTea.

2.6 NpoBepku, npoBoAUMbIE PYKOBOACTBOM

a) Bbicliee pykoBOACTBO MNOCPEACTBOM MPOBELAEHUS] MPOBEPOK [AOMMKHO HECTU OTBETCTBEHHOCTb 3a
yrnpaBrneHne dgapmaueBTU4ECKOM CUCTEMOWN kadecTBa Ans obecneveHunss ee a(PHEKTUBHOCTN U MOCTOSAHHOIO
COOTBETCTBMS YCTAHOBMNEHHbIM TpEOOBaHNSM.

b) PykoBoACTBO OOMKHO OLEHMBATb pe3yrnbTaTbl NEPUOLAMYECKNX MPOBEPOK 3h(PEeKTUBHOCTM Mpolecca n
KayecTBa Npoaykumm, a Takke dapmMaueBTUYECKOW CUCTEMbI KavyecTBa, B COOTBETCTBUM C pasgenamu 3 un 4
HaCcTOSLLEN rMaBbl.

2.7 YnpaBneHue paboTaMu No KOHTPAKTY U 3aKynaeMbIMU MaTepuanamMmm

dapmaLeBTMYeCKas CUCTEMA KayecTBa, BKMHOYAs OMUCAHHYI B HACTOSALEM pasferie OTBETCTBEHHOCTb
PYKOBOACTBA, PachpOCTPaHAETCS Ha KOHTPONb M MPOBEPKY paboT MO KOHTPaKTy M KayecTBO 3aKyrnaeMbiX
MCXOAHBIX U YNaKoBOYHbIX MaTepwvarnos. [pounsBoauTenb NieKapCTBEHHbIX CPeACTB HEeceT, B KOHEYHOM c4yeTe,
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OTBETCTBEHHOCTb 3a rapaHTUIO OCYLLECTBIEHUS NPOLEeCcCoB, HeobXoaMMbIX Ans o6ecneyeHuss KOHTpons pabot
MO KOHTPaKTy WM KOHTPOSS Ka4yecTBa 3aKynaeMblX WCXOAHbLIX M YNAaKOBOYHbIX MaTtepuanoB. OTU MNpouecchl
OOIMKHbI OblTb 06 BbEAMHEHDI C YNpaBNeHneM puckaMum s Ka4ecTBa M OOMKHbI BKIoYaTb B cebs:

a) ocyLLecTBreHne OLEHKN (Hanpumep, nyTemM npoBeOeHUs ayauToB, KOHTPONS UCXOAHBLIX U YNaKOBOYHbIX
mMaTtepuanos, npoBeaeHus kBanudukaumm) UcnorHuMTenen paboT Mo KOHTPAKTy M MOCTaBLUMKOB WCXOAHbLIX U
YyNakoBOYHbIX MaTepuarnoB. Takas OLeHKa OCYLEeCTBsieTcs OO0 MpoBedeHus paboT Mo KOHTPaKTy wnv Ao
BblbOpa MOCTaBLUMKOB MCXOAHbIX M YMAKOBOYHbIX MaTepuanoB Ha MpeaMeT WX NPUrogHOCTM U COOTBETCTBUS
TpeboBaHMAM K BbINOSIHEHWMIO TakMx paboT WNM MOCTaBKM UCXOAHbIX M YNaKOBOYHbIX MaTepuanoB C
NCMOSb30BaHMEM YCTAHOBIIEHHON LIENW NOCTaBKY;

b) onpeneneHve cdep OTBETCTBEHHOCTM WM MPOLIECCOB Mepenayn vHdopmaumMnm B OTHOLUEHWM paboT,
CBSI3aHHbIX C KayeCcTBOM, B KOTOpblE BOBJIEYEHbl 3aMHTEPECOBAaHHbIE CTOPOHbI. B OTHOWeEHWM paboT mno
KOHTPaKTY 3TO AOJHKHO ObITb BKIMOYEHO B MUCbMEHHOE CormnalleHne Mexzay 3akasymkoM U UCTIONHUTENEM;

C) MOHWUTOPMHI W MNpoBepka [OEATENbHOCTW WUCMOMHUTENS WM KayecTBa WCXOAHbIX M YNaKOBOYHbIX
MaTepuarnoB OT MOCTaBLUMKA, a TakKe onpeaerieHne u BHeapeHne Heo6XoauMbIX Yry4dLlEeHWiA;

d) MOHWUTOPWHI WCXOAHbLIX M YNAKOBOYHbLIX MaTepuanoB Ans obecneyeHuss rapaHTUM TOro, 4YTO OHWU
nony4eHbl U3 yTBEPXKAEHHbIX UCTOYHUKOB C UCMONIb30BaHNEM COMNIacoBaHHOM LIeMnu NMoCcTaBKu.

2.8 YnpaBneHne uaMeHeHMsiMU B NpaBe COOCTBEHHOCTU Ha NPOAYKLUUIO

B cniyyae ecnu npoucxoaut M3MeHeHue B npaBe COOCTBEHHOCTM Ha MPOAYKUMIO (Hanpumep, B pe3ynbtaTte
I'IOKyI'IKI/I), PYKOBOACTBO [AOOJDKHO MPUHMMAaTb BO BHMMaHME CIIOXHOCTb 3TOro npouecca W rapaHTtupoBaTb
cnegytoulee:

a) ANs KaXxaon 3a4encTBOBaHHON B MPOLLECCe CTOPOHbI onpeaeneHa TekyLlas OTBETCTBEHHOCTb;

b) nepenaHa Bca Heobxogumas nHopmauums.

3 MNocTosiHHOe ynyuleHue 3¢hpheKTUBHOCTU NpoLiecca U KayecTBa NPoAyKLUU

B aTom pasaene onucaHbl Lenu gpapmaueBTUYECKON CUCTEMBI KQYEeCTBa Ha pasfMYHbIX 3Tanax XXM3HEeHHOro
UMKNa npoAaykumm, a Takke 4 XxapakTepHblX aneMeHTa ¢apmaueBTUYECKOW CUCTEMbl KayecTBa, KOTopble
pacwupsitoT TpeboBaHusa HacTosiwero TKIT ans goCcTKeHUs Lenen AaHHOro AOKYMeHTa, onpedeneHHbix B 1.5
HacTosLel rnaebl. [onoxeHNs HacTosILLEro pasaena He M3MeHsT TpeboBaHusa Hactosiwero TKI.

3.1 Llenun Ha 3Tanax >XU3HEHHOro LuKIa npoaykuum
Hwxe onucaHbl uenun and Kaxgoro atana XXnM3HeHHOro uukna npoaykuyun.

3.1.1 ®apmaueBTMUYeCKas pa3paboTka

Llenbto gesitenbHOCTU No bapmaueBTUYeckon paspaboTke aBnseTca paspaboTka npogykumy un npouecca
ee npou3BoACTBa [nsi MOCTOSHHOrO O0ecneyYeHnss OXUMOAEMbIX XapaKTepUCTUK W yOOBMETBOPEHUS
noTpebHoCcTen NauueHToB, MEAULMHCKMX paboTHMKOB, TPeOOBaHUA YNMONMHOMOYEHHBIX OPraHOB U BHYTPEHHMX
notpebutenen. Moaxogbl K hapmaueBTU4eckon paspaboTke OnucaHbl B COOTBETCTBYHOLLMX HOPMATUBHbIX
NpaBoBbIX akTax. Pe3ynbTaTbl uccnegoBaTenbCkux paboT U KIMHUYECKMX NUCCIe40BaHNUA, KOTOpPbIE HE BXOAST B
cepy MpPUMEHEHUS HaCcTosALWero AOKYMeHTa, SBMSTCA WUCXOAHbIMW AaHHbIMU And  dapmaueBTUYecKon
pa3paboTku.

3.1.2 NepeHoc TexHONOrMM

Llenbto gesaTensHOCTH, CBA3aHHOW C MEPEHOCOM TEXHOMOMMU, SIBIISIETCS nepejava 3HaHWin O NpoayKumu u
npouecce OT pa3paboTuyMKOB K MNPOU3BOAUTENAM, a Takke BHYTPU WNU MeEXAYy MPOM3BOACTBEHHBIMU
nrowagkaMu Ans NpovM3BOACTBA MPOAYKLUM, COOTBETCTBYIOLLEN CBOEMY TMpedHasHayYeHuo. TN 3HaHus
COCTaBISIOT OCHOBY MNpoLiecca MPOM3BOACTBA, CTpaTeru KOHTPONs, mnoaxoda K npoueccy Banugaumn u
HENpPEepbIBHOIO YIyyLIEHUS.

3.1.3 MNpombiwneHHoe NPon3BoOACTBO

Llensmu npombILLNEHHOrO MPOM3BOACTBA ABMATCA NPOU3BOACTBO MPOAYKLIMKU, COOTBETCTBYIOLLEN CBOEMY
npegHasHavyeHWo, YCTaHOBMEHWe W nogdepaHue KOHTPOMMPYEMOro COCTOSIHUA W crnocoGCeTBoBaHue
MOCTOSIHHOMY  ynydleHunio. dapmaueBTUyeckas cucTemMa KadecTBa [forkHa obecneynBaTb MOCTOSIHHOE
nogdepxaHue >Xenaemoro kadecTsa NpoAyKUUWM, OOCTUXEHME HeoBXoaMMon 3ddeKTUBHOCTM npoLecca,
COOTBETCTBME Pa3MUYHbLIX CPEOCTB KOHTPOMS, OonpedeneHue M OLEHKY BO3MOXHOCTEN YMy4lleHWsl, a Takke
NOCTOSIHHOE YBernunyeHne oGbema 3HaHM.

3.1.4 MNpekpallieHne NponsBoACcTBa NPOAYKLUMN

Llenbio npoBegeHnMs MeponpuaTUii MO MNpekpalleHuo NpoM3BOACTBa NPOaYKUMK SBRsSeTCa 3dhdeKTUBHOE
yrpaBfeHne KOHEYHbIM 3TanOM >KWU3HEHHOrO UuKna npoaykuun. [ns ynpaeneHus MeponpusiTuaMn no
npekpaLleHmnto NPOM3BOACTBA NPOAYKUMM AOMMKHbI UCMONMb30BaTbCHA NpeaBapuTenbHO YCTaHOBIEHHbIE NoaAXoabl:
XpaHeHve OOKyMeHTaumMm n obpasuoB, NMOCTOSHHAsA OLEHKa npodykumu (Hanpumep, pabota ¢ MpeTeH3usiMu u
UCMblTaHMS CTabUIbHOCTM), COCTaBMNeHNe OTYETOB B COOTBETCTBUM C YyCTAHOBMNEHHbIMW TpeboBaHaMMU.
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3.2 OnemeHTbI hapMaLeBTUYECKON CUCTEMbI KayecTBa

OrneMeHTbl, OMMCaHHbIE HWXEe, YaCTUYHO BXOAAT B ApYyrve pasgensl n npunoxeHus Hactoswero TKI. Takas
MoZdenb npefgHasHayeHa Afs YCOBEPLUEHCTBOBaHWA 3TWUX SMEMEHTOB C Lenbio COAEWCTBUS MPUMEHEHWIO
noaxoAa K Ka4yecTBy, OCHOBAHHOIO Ha KM3HEHHOM LIMKIe NpoayKuun. OTo creaytolime YeTbipe aneMeHTa:

- cucTemMa MOHUTOPUHra apeKTUBHOCTM NpoLecca 1 KayecTsa NPOAYKLNK;

- CUCTeMa KOppeKTMpYyoLWmMX 1 npeaynpexgarowmux gencrsun (CAPA);

- cucTema ynpasreHNsi U3MEHEHUSIMMU;

- MpoBEepKa CO CTOPOHbI PYKOBOACTBA 3(PEKTUBHOCTI NpoLecca 1 kayecTsa NPoAyKLMN.

OTW SnemMeHTbl AOMKHbl MPUMEHATBCA COOTBETCTBEHHO W MPOMNOPLMOHANbHO KaxaoMy W3 3Tanos
XMU3HEHHOTO LMKIa NPOAYKLMU C Y4ETOM Pasnmynii Mexay HUMWU 1 pasnnuyHON Lenu Kkaxagoro atana. Ha kaxgom
3Tane >KM3HEHHOro LMKNa npoaykunv npeanpusaTus OOMKHbI OUeHWBaTb MNepcnekTMBbl ANS BHeOpeHus
WHHOBALIMOHHbIX NOAXOAO0B NO YMyYLLEHWO Ka4ecTBa NpoayKLmn.

OnwncaHne kaxgoro afnemMeHTa 3aBepluaeTcsd Tabnuuen ¢ npMMepaMn NPUMEHEHUs KaXOoro afieMeHTa K
KOHKPETHOMY 3Tany XXM3HEHHOTO LMKna NpoAyKLMK.

3.2.1 Cuctema moHuTopuHra acheKTMBHOCTU NMpoLecca U KayecTBa NPOAYKLMU

MponssBoanTenn nekapCTBEHHbIX CPEeACTB AOMKHbI MNaHMpoBaTb U MPUMEHHATb CUCTEMY MOHUTOPWHra
apdhekTMBHOCTN Mpouecca M kavyecTBa NPoAyKuMu, a Tawkke obecneymBaTb noggepkaHue KOHTPOnMpyemoro
COCTOSAHMA.  OPEPEKTMBHOCTL CUCTEMbI  MOHWUTOPWMHra npegycMaTpusBaeT obecrneyeHne MOCTOAHHOW
NPOU3BOAUTENBHOCTU MPOLIECCOB U CPeACTB KOHTPOMNS ANns NpousBoAcTBa MpoayKUMK Xernaemoro Kadvecrtsa u
BbISIBIIeHWUst cdpep Ans NOCTOAHHOMO yny4LlleHus.

Cuctema MoHMTOpUHra 3 deKTMBHOCTM NpoLecca U kayecTBa NPOAYKLMM OOMKHa:

a) ucnonb3oBaTtb YnNpasfeHWe puckaMu Ans KavecTBa AN YCTaHOBMEHWs cTpaTerny KoHTpons. Takas
cTpaterms MoXeT BKMNOYaTb MapameTpbl U XapakTepUCTUKWU, OTHOCALLUMECH K aKTUBHbIM dapmaueBTUHECKUM
cybcTaHuMsAM, MCXOOHbIM MaTepuanam W KOMMOHEHTaM NeKapCTBEHHbIX CPeACTB, YCMOBMAM 3KChyatauuu
nomeLleHnn n obopyaoBaHnsi, KOHTPOMIO B NMpoLecce NPou3BoACTBa, CreuMdunkauusaM Ha roToBYHO NMPOaYKLMIO,
a Takke CBA3aHHble MEeTOAbl U YacTOTy MPOBEAEHUS MOHUTOPUHIa U KOHTpons. CTpaTterns KOHTPOns AOIhKHA
cnocobcTBOBaTbL CBOEBPEMEHHOM obpaTHoW (MpAMOW) CBSA3M W COOTBETCTBYIOLUM KOPPEKTUPYIOLWUM 1
npegynpexaarLmm OenCTBUSAM;

b) obecneumBaTtb MHCTPYMEHTbI ANS U3MEPEHWs W aHanusa napameTpoB M CBOWCTB, ONpedeneHHbIX B
cTpaTerMm KOHTpons (Hanpumep, ynpaBrneHue AaHHbIMWU U CTaTUCTUYECKUE NHCTPYMEHTHI);

C) aHanuanpoBaTb napameTpbl U XapakTepuUCTUKW, ONpeaerieHHble B CTpaTerMm KOHTPOns,
NoATBEPXAEeHNS NOCTOSAHHOW paboTbl B KOHTPONMPYEMOM COCTOSHUW;

d) onpenenuTb WCTOYHWKU OTKIIOHEHWW, KOTOpble BMUAIOT Ha 3(PdEeKTUBHOCTL Mnpouecca U KavyecTBO
NPOAYKUUN, C LEMNbI0 BO3MOXHOIO MOCTOSAHHOIO YIYYLIEHWUsl, HanpaBfieHHOr0 Ha CHWXEHWEe WM KOHTPOIb
N3MEHYNBOCTY;

e) cogepXaTb WMHOPMaLMIO O KayecTBe MPOAYKUUW, MOCTYMUBLLYD B BuAe OOpaTHOW CBA3M KakK OT
BHYTPEHHMX, TaK U OT BHELUHWX WCTOYHWUKOB, Hanpumep, NpPeTeH3uu, oTkasbl OT MPOAYKLUUMW, HECOOTBETCTBMS,
OT3blBbl NPOAYKUMMK, OTKIMOHEHMWS, ayOuMTOpPCKME MPOBEPKM W MHCMEKUUW YNONHOMOYEHHbIX OpPraHoB U WX
3aKMYeHns;

f) obecneunBaTb 3HaHUAMW ANS yny4ylweHMs NOHUMaHWUS NpoLecca, pacluMpATb NPOCTPAHCTBO MPOEKTHbIX
napameTpoB (ecnv OHW YCTaHOBMEHbI) WU [aBaTb BO3MOXHOCTb MPUMEHEHUS WHHOBALMOHHBLIX MOOXOOO0B K
Banvpauun npowecca.

ans

Tabnuua 1 - NpumeHeHne cucTemMbl MOHUTOPUHIra 3dhhPEeKTMBHOCTM Npouecca M KavyecTBa NpoayKuuu
Ha NPOTSXKEHUM XKU3HEHHOrO LIMKa NpoAayKLMu

dapmaueBTHnyeckas
pa3paboTka

MepeHoc TexHoMnorMn

MpombiwneHHoe
npon3BoACTBO

MpekpaweHme
npousBoACTBa NPoayKUUn

3HaHuA o npouecce n
npoayKuMm 1 pesynbrarhbl
NX MOHWUTOpPUHra,
nornyyeHHble B npoLecce
pa3paboTku
NeKapCTBEHHOTO
CpeAcTBa, MOXHO
ncrnonb3oBaTh Ans
YyCTaHOBIEHWs cTpaTerum
KOHTpOMs Ha aTane
npousBoAcTBa

MoHuTOpUHTI Npwm
npoBefeHnn paboT no
MacLiTabrupoBaHuio MOXeT
obecneunTb
npegBapuTenbHY0 OLEHKY
adhheKTMBHOCTHM nMpoLiecca
N ycnelHoe BHeapeHVe B
Npou3BoACTBO. 3HaHUS,
nonyyeHHble BO Bpems
nepeHoca TEXHOMOMMM n
mMaclTabrupoBaHusi, MOryT
ObITb NONE3HbIMK ANS
AanbHenwen pa3paboTku
cTpaTernm KOHTpons

YeTko onpepeneHHas
cucTtema MOHUTOPUHra
ahpeKkTUBHOCTHU
npolecca u kayecTea
nNpoAayKumMn OormkHa
NPUMEHSTLCA ANs
obecneyveHus
3appeKTMBHOCTM B
KOHTPONMpyeMOM
COCTOSIHUU 1 Angd
BbIisiBreHus cep,
Tpebyowux
ynyJLleHnst

Mpwv npekpaLeHnmn
Npou3BoACTBA MOHUTOPUHT
(Hanpumep, npoBeaeHue
nccrnegoBaHus
CTabunbHOCTN)OOIMKEH
npoposKaTbes Ao
3aBepLUEHNS BCEX UCMbITaHWN
(ncnbiTaHui).

B cooTBeTCTBUM C
YCTaHOBIEHHbLIMU
TpeboBaHMAMU UCTbITAHMSA
Heobxoaumo nNpoJdormKaTh
NPOBOAMTb Ha NeKapCTBEHHbIX
cpencTBax, HAXOASALMXCS B
obopoTe
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3.2.2 CucTtema KOppEKTUMPYOLWMX U Npeaynpexaarnlmnx AencTBUn

MpounsBoguTens nekapCTBEHHbIX CPEACTB AOMKEH UMETb CUCTEMY KOPPEKTUPYIOLLMX 1 NpeaynpexaaroLmx
OENCTBUA, KOTOpble SBMSKTCA pe3ynbTaTOM paccrefoBaHWsi MPETEeH3U, OTKas3oB OT  NpoayKuumu,
HECOOTBETCTBUI, OT3bIBOB, OTKITOHEHWUI, ayaUTOPCKNX 3aKIMIOYEHUIN U MHCMEKUNA YNONTHOMOYEHHbIX OpraHoB, a
TaKkke TEHOEHUWUA, BbISIBMIEHHbIX NPW MNPOBEOEHUN MOHUTOPMHra 3GdEKTMBHOCTU MpoLecca M KayecTBa
npoaykumn. C uenbio BbISIBIIEHNS OCHOBHOWM MPWYMHBLI B MpoLEecce paccriefoBaHnsi AOMMKEH WUCMOSb30BaTLCS
CTPYKTYPMPOBaAHHbLIN  Moaxod. YpoBeHb ycunun, dopmManu3aumm W OOKYMEHTanbHOro  ohopMIeHust
paccrnenoBaHusa AOormkeH OblTb COpa3MepHbIM YPOBHKO pUCKOB cornacHo rnase |l HacToswen 4vactm TKII.
Pe3ynbtatoMm MeTOL4ONOrMM KOPPEKTUMPYIOLLUX W Npeaynpexnarmx AeWCTBMIA AOMKHO ObiTh ynydweHue

npoaykunm un npouecca, a Takke ynydweHme noHmmMmaHuna npoaykumm un npouecca.

Ta6bnuua 2 - NMpumMeHeHNe CUCTEMbI KOPPEKTUPYIOLLMX U NpeaynpeXxaarowmx 4eMCTBUM Ha NPOTSHKEHUN
XXU3HEHHOro LUMKa NpoayKunm

unu npotecca.
MeTtopgonorusa CAPA moxeT
ObITb NONE3HON, Koraa
KoppekTupytoLmne n
npeaynpexaatoLime
OEeNCTBUS BHEOPEHbLI B

KayecTBe
adhdheKkTUBHOM
cMcTeMbl 0OpaTHOM
CBS131, NPSIMON CBA3N
N MOCTOSAHHOTO
ynyyLieHus

cuctemy CAPA, npu
9TOM JOSDKHA
oueHnBaTbCs
3(PPEKTUBHOCTL
npeanpuHATBLIX
JencTeumn

dapmareBTuyeckas MepeHoc [MpombineHHoe MpekpalleHne nponssBoacTBa
paspaboTka TexHonormu Npon3BOACTBO NpoAyKunm
WUccnepyetcs CAPA moxeTt Cnepyet Cunctema CAPA gomkHa
N3MEHYMBOCTb NPOAYKLUN ncnonb3oBaTbCs B ncnonb3oBaTb nNpoaosmKaTe NPUMEHATLCH

nocrne npekpalleHns
NpPOM3BOACTBA NPOAYKLMN.
[omKHO yunTbIBaTLCA BNUSIHUE
Ha NPOAYKUMIO, KoTopast
ocTaeTcsl B 060poTe,

a Takke Ha Opyrylo Npoaykumio,

Ha KOTOpYIO MOrf10 ObITb
oKasaHo BnusHUE

UTEPaTUBHYIO CXEMY U
npotecc pa3paboTku

3.2.3 Cuctema ynpaBneHUsi U3BMEHEHUAMU

|/|HHOBaLLI/II/I, NOCTOAHHOE YynyduleHune, pes3yrnbTaTtbl MOHUTOPWUHIaA SCb(*)eKTI/IBHOCTI/I npouecca U Ka4vecrtea
npoaykumn n cuctema CAPA (corrective action and preventive action - koppekTupyloLime 1 npegynpexaatoLine
OeVCTBUSI) MPUBOOAT K U3MeHeHusM. [0S NpaBWbHOM OLIEHKW, YTBEPXKOEHUS U BHEOPEHUS 3TUX U3MEHEHWN
npegnpuaTne SOIMKHO NMETb 3(pEKTUBHYIO CUCTEMY YNPABEHNSI U3MEHEHUSIMMU.

B o6ulem cnyyae cylecTByOT pa3nuuusa B cobnogeHun dopMarnbHON CTOPOHbI MPOLECCOB YNpaBrieHus
N3MEHEHNAMM 0O NepBOHAYanbHON Nogadn AOKYMEHTOB B YNOJIHOMOYEHHbIA OpraH 1 Nocne Takon Nofayu, ecrnm
M3MeHeHNa K NnogaHHbIM OOKYMEeHTaM MoryTt Tpe6OBaTbCﬂ B COOTBETCTBMM C YCTAHOBJIEHHBIMW HOPMaMMW.

Cucrtema ynpaeneHna NU3MeHeHUAaAMUu obecne4ynBaeT ocyulecTBlieHue MnoCToOAHHOro, CBOeBpPEMEHHOro w”n
acppekTnBHOrO yny4yweHud. OHa gormkHa obecneymBaTth BbICOKYIO CTENEHb YBEPEHHOCTM B TOM, YTO U3MEHEHUE
He npueeneT K HenpeackasyemMbliM nocrnencteBuaM.

Cucrtema ynpasneHna NSMeHeHnAMn B 3aBUCUMOCTU OT 3TanoB XNU3HEHHOro UuKna npoaykuun BKro4vaeT B
cebs cnegytolee:

a) ynpaBneHve puckamu OMis KavyecTBa, KOTOpoe LOIPKHO MCMONb30BaTbCA ANS OLEHKW npepnaraembixX
nameHeHun. [pegnpvHuMaemble [encTBUS UM cobnogeHne QOpManbHOCTEN MpU  OUEHKE  [OOIDKHbI
COOTBETCTBOBATb YPOBHIO PUCKOB;

b) oueHka npegnaraembiX M3MEHEHUN B OTHOLLUEHUWN PErMCTPALIMOHHOIO AOCbe, BKIOYAs MPOCTPAHCTBO
NMPOEKTHbIX MapameTpoB (€CrM OHW YCTaHOBIMEHbI) U (MNK) Tekyllee MOHMMaHWe MNPOAYKUUW WU MPOLLECCOB.
OueHka pJomkHa ObITb npoBegeHa Ans onpegeneHus Toro, TpebyeTcda N BHECEHUE W3MEHEHUA B
perucTpaumMoHHOe [OCbe B COOTBETCTBUM C YCTAHOBIEHHbIMW HOpmamu. PaboTta BHYTPU NPOEKTHbIX
napameTpoB He cYUTaeTcA U3MeHeHNneM C TOYKU 3peHUA HOPMaTUBHbIX TpGGOBaHVIVI. O,qHaKO, C TOYKM 3peHunda
CbapMaLLeBTI/NeCKOVI CUCTEeMbl KadecCcTBa, BCe WU3MeHeHUdA OOJDKHbl oueHMBaTbCA C MNOMOLLUbKO CUCTEMDbI
ynpasrieHUss USMEeHEeHUAMWN Ha NpeanpuaTuu;

C) OLUEHKa NnpefnoXeHHbIX MU3MEHEHWUI TPYMNMON 3KCNEPTOB, KOTOPbIE NMEIOT HEOOXOAUMBIN OMbIT U 3HAHUS B
COOTBETCTBYylOLLEN obnactn (Hanpumep, B cdepe dhapMaleBTUYECKON pa3paboTky, NPpou3BoACTBa, KayecTBa,
MeOULMHbI, B3aUMOAEWCTBUSI C YNOJSIHOMOYEHHBIMU opraHamu). [OIMKHO rapaHTMpOBaTbCsl, YTO WM3MEHEHMWS
0B60CHOBaHbI C TEXHUYECKON TOYKM 3peHus. [na npeanaraemMoro U3MeEHeHus cnefyeT yCTaHOBUTbL Gyayuive
KpUTEPUUN OLLEHKMU;

d) oueHka NpoBeaeHHbIX U3MEHEHUIN Nocrne UX BHEAPEHWS ANs NOATBEPXAEHUS TOro, YTo Lefnb N3MEHEHUN
Oblfia JOCTUIHYTA U YTO 3TO He OTPa3nUNoCh HEraTUBHO Ha KayecTBe NPOAYKLUNN.
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Tabnuua 3 - anMeHeHMe CuUctemMmbl ynpaBrieHUA U3MEHEeHUAMU Ha NPOTAXEeHUU XU3HEeHHOro uukKna

npoAayKuum
dapmavueBTHyeckas MepeHoc MpomblwneHHoe MpekpalyeHne

paspaboTka TEXHOMorMm Npou3BoACTBO npou3BoacTea

npoayKuun
M3meHeHne saBnsaeTcs Cucrtema [Mpy NpombILLINEHHOM JTiobble nameHeHus
HEOTbEMIIEMOM YacTbIO ynpasneHusi NpOM3BOACTBE AOMKHA ObITb nocne npekpaLeHns
npouecca pa3paboTku u N3MEHEHNAMM BHeApeHa oduumanbHas npou3BoacTea
OOIMKHO ObIThb OOIKHa cucTemMa ynpasrieHus NPOAYKUUW OOIKHbI
ochopMIeHo obecneuntb n3mMeHeHnsiMn. KoHTpone, npoxoauTb Yepes
OOKYMEHTanbHO. ynpasreHune u OCYLLECTBMAEMbIV OTAENOM COOTBETCTBYHOLLYIO
CrteneHb bopmanbHOCTN | JOKYMEHTanbHoOe KayecTBa, OOMMKEH CUCTeMy ynpasreHus
npouecca ynpasneHus odopmneHme obecneunBaTb N3MeHeHUAMMU
N3MEHEHNAMU A0MKHa Nonpasok, COOTBETCTBYIOLLMNE OLIEHKM,
COOTBETCTBOBATb CTAAMN | BHECEHHbIX B OCHOBaHHbI€ Ha Hay4HbIX
dapmMaLeBTUYECKON npotecc npwm 3HAHWUAX N 3HAHMAX NO aHanu3y
pa3paboTku nepeHoce puckoB
TEXHOMOrnm

3.2.4 NpoBepka pykoBoacTBOM 3chheKTUBHOCTU Npouecca U KayecTBa NPoAyKLUn

MNpoBepka, NpoBoAnMas PyKOBOACTBOM, AODKHA rapaHTMpOBaTh ynpasneHue addheKTMBHOCTLIO npoLecca
MU KayeCTBOM MPOAYKLUUW Ha MPOTSXKEHUWM >KU3HEHHOrO UMKNa npodykuun. B 3aBucumoctn oT pasmepa wu
CMNOXHOCTW CTPYKTYPbl NPeAnpusaTUs, NpoBepka CO CTOPOHbI PYKOBOACTBA MOXET COCTOSATb M3 Cepumn NMpoOBEPOK
Ha pasnuyHbIX YPOBHSX YynpasneHus. OHa [dOMKHa BKMOYaTb CBOEBPEMEHHbLIN U 3PADEKTUBHBLIN OOMEH
uHdopmauren, a Takke MexaHW3Mbl [OBeAeHWs OO0 CBedeHWs BbICLUEro PyKOBOACTBa WHdopmauum o
COOTBETCTBYIOLWMNX Npobriemax, CBA3aHHbIX C KaYeCTBOM, AN UX OLEHKN.
a) Cuctema npoBepokK, MPOBOAMMbBIX PYKOBOACTBOM, OOJKHA BKMOYaThL B ceb4:
1) pesynbTaTbl MHCMEKUMA YMOMHOMOYEHHbLIX OPraHOB W WX 3akfloyeHus, ayguTopckue u apyrue
OLieHKM, 0ba3aTenbCTBa nepes ynoHOMOYEHHbIMW OpraHamu;
2) nepuogunyeckme 0630pbl kayecTBa NPoAyKUMU, B TOM YUCTE:
i) OLIeHKy CTeneHun yooBneTBOPEHHOCTM NoTpebuTenein nocpeacTBOM paccriefoBaHNs NpeTeH3un n
aHanu3a oT3bIBOB MPOAYKLUW;
i) 3aKknYeHns No pesynbTatam MOHUTOPWHIa 3 PEeKTUBHOCTM MpoLiecca 1 kKayecTBa NPoayKUmnu;
iii) adpheKkTMBHOCTE U3MEHEHWI npoLuecca U Npoaykuun (BKNOYas U3MEHEHUs, KOTOpble ABMASTCH
pe3ynbTaToOM KOPPEKTMPYIOLLMX U Npeaynpexaatowmnx GeNCTBMN);
3) nobble nocneayoLLmMe MeponpUSTUS Nocne NPoOBEPOK, NPOBOANMBIX PYKOBOLCTBOM.
b) Cucrtema npoBepok, NpPoOBOAMMBIX PYKOBOOACTBOM, [OSPKHA OMNpedensatb COOTBETCTBYHOLLME
MEepOonpUATUS, HanpumMep:
1) ynyyweHne npouecca NponsBoacTBa 1 NpoayKumm;
2) obecneyeHune pecypcamu, opraHusauusi obyueHus u (unun) nepepacnpegeneHve pecypcos;
3) NnpnobpeTeHne n pacnpocTpaHeHne 3HaHW.

Tabnuua 4 - NMpoBeaeHMe pyKkOBOACTBOM NpoBepoK IPPeKTMBHOCTU NpoLecca U KayecTBa NpoayKuum
Ha NPOTSXKEHWUU XU3HEHHOIo LMKIa NpoayKuun

dapmaueBTMyeckas MepeHoc TexHonornm MpoMblLLneHHoe MpekpalleHue
paspaboTka NpPOn3BOACTBO npoussoAcTea
NpPOoAYKL M

Nogxoabl, OCHOBaHHbIE
Ha NpoBepkKax,
NpPOBOAMMbIX
PYKOBOACTBOM, MOIyT
NPUMEHSTLCS 4115
obecneyeHus
COOTBETCTBUSA
pa3paboTku npoaykunm n
TEXHOITOrM4YecKoro
npouecca

Noaxoabl, OCHOBaHHbIE
Ha NpoBepkKax,
NpPOBOAMMbIX
PYKOBOACTBOM, OOJDKHbI
NPUMEHSATLCS OIS
obecneyeHus
BO3MOXXHOCTU
npon3soacTea
pa3paboTaHHOM
npoaykuun B
NPOMbILLIIEHHOM
MacLiTabe

lMpoBepka, npoBoanmas
PYKOBOACTBOM, AOSMKHA
ObITb
CTPYKTYPUpPOBaHHOM
CUCTEMOW, KaK 3TO
MU3MNOXEHO Bbillie, U
[OMmKHa coaencTBoBaTb
NOCTOSIHHOMY
yRNyyLLEeHnto

lMpoBepka, nposoanmas
PYKOBOACTBOM, AOJPKHA
BKNtoyaTh B cebs,
CTabunbHOCTb
NPOAYKUNA 1
paccnegoBaHue
NPEeTEH3UN B OTHOLLEHNN
ee KayecTBa
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4 NMocTosiHHOE ynyulweHue ¢papmMaLeBTUYECKON CUCTEMbI Ka4yecTBa

B aTom pasgene onucaHbl MeponpusaThs, KOTopble Heob6X0oMMO MpPOBOAWTL Afst  YNpaBreHust U
MOCTOSIHHOMO YNny4lleHns hbapmaueBTUYECKO CUCTEMbI KavecTBa.

4.1 MNpoBepka pykoBoACTBOM ¢hapmaLeBTUYECKON CUCTEMbI KayecTBa

PykoBoaCTBO AOMKHO MCMNOMb30BaTh hOpManu3oBaHHble MpoUecChl ANnd MPOBEAEHUS Nepuoanveckmx
NpPoBepPOK hapmaLEeBTUHECKON CUCTEMbI Ka4YecTBa. Takne NpoBEPKM BKITHOYAKOT B cebs:
a) Cuctemy mep ons OOCTMXEHUS Lenen, CBA3aHHbIX ¢ papMaLeBTUYECKON CUCTEMON KavyecTBa;
b) OueHky nokasatenen agEKTUBHOCTU, KOTOPbIE MOMYT MCMOMNb30BATLCA 4SS NPOBEPKM 3P EKTUBHOCTH
cneayroLmnx NpoLLeccoB B paMkax papmMaLeBTUYECKON CUCTEMbI KayecTBa:
1) npeteH3uu, oTknoHeHusi, CAPA v npouecchl ynpaBneHus U3MeHeHUsaMU;
2) obpaTHas CBsI3b B OTHOLLEHMM paboT MO KOHTPAKTY;
3) npoLecchbl CaMOOLIEHKM, BKIOYas OLLEHKY PUCKOB, aHann3 TeHAEHUMI U ayauThl;
4) BHELUHNE OLEHKM, B TOM YMCII€ MHCMEKLMM YMOTHOMOYEHHbIX OPraHOB U MX 3aKMOYEHUs], a TaKkke
ayauTbl noTpebuTtenen.

4.2 MOHUTOPUHI BHYTPEHHUX U BHeEWHUX (PaKTOPOB, KOTOpble BIIMAKT Ha
chapmaLieBTUYECKYIO CUCTEMY KayecTBa

dakTopbl, NpoBEpsieMble PyKOBOACTBOM, MOTYT BKNioYaTh B cebsi:

a) HoBble HopMaTMBHbIe TpeboBaHWsA, pykOBOACTBA M MyGNMKaLMM OTHOCUTENBHO KayecTBa, KOTopble MOryT
BMNMATb Ha hapMaLeBTUYECKYI0 CUCTEMY KavyecTBa;

b) nHHOBauUMK, cnocobHble ynyywnTs hapmMaLeBTUYECKYI0 CUCTEMY KavyeCcTBa;

C) UBMEHEHWNS YCITOBUN U LIENEN AEATENbHOCTY;

d) nameHeHus B npaBe COBCTBEHHOCTN HA NPOAYKLMIO.

4.3 Pe3ynbTaTbl NPOBEPKU, MNPOBOAMMON PYKOBOACTBOM, U MOHUTOPUHIa

WTornm npoBepkn pykOBOACTBOM (papmMaueBTUYECKOW CUCTEMbI KayecTBa M MOHUTOPUHIA BHYTPEHHUX W
BHELLHUX pakTOpOB MOryT BKIOYaTh B cebs:

a) ynyylieHue apmaLeBTUYECKON CUCTEMbI KaYeCcTBa U CBA3aHHbIX MPOLIECCOB;

b) pacnpegenexve unun nepepacnpegeneHue pecypcos v (unun) obyvyeHune nepcoHana;

C) nepecMoTp NoNuTUKM B 06nacTu KayecTsa u Lienen KayecTBa;

d) pokymeHTanbHoe ocopmrieHne pe3ynbTaToB MPOBEPKW, NPOBEAEHHOW PYKOBOACTBOM, U NPEANPUHSATBIX
OENCTBUIA, a Takke CBOEBPEMEHHbIN N 3¢ eKTUBHbIN 0OMeEH MHOpMaLMeE O HUX, BKIoYash MHOPMUPOBaHME
BbICLLETO PYKOBOACTBA O COOTBETCTBYIOLUX pe3ynbTaTax.

5 TepMVIHI:I n onpeaneneHuns

TepmuHbl ICH 1 ISO ncnone3yloTcs B HACTOSALLEM AOKYMEHTE TaMm, rae B HUX BO3HUKAET HeobxoaumocTs. B
crny4ae, ecnvM B KOHTEKCTE HacTOsILeN rnaBbl cnoBa «TpeboBaHue», «TpeboBaHMsA» WM «HeOoOXOOMMO»
nosienstoTcA B onpegeneHun ISO, To oHn HeobA3aTenbHO oTpakaloT HopMaTMBHble TpeboBaHuda. Ecnn He Bbino
BO3MOXHOCTU npuMeHnTb onpegeneHus ICH unn ISO, paspabotaHbl hOpMynMpPOBKU AMS UCMOMb30BaHNUSA UX
VIMEHHO B HACTOSILLIEN MaBe.

[nsa uenen HacTosLWwen rnasbl UCMOMb3YIOTCA NOHATUSA, KOTOPbIE O3HaYalT cnegyowee:

BO3MOXHOCTb npouecca (capability of a process): CnocobHocTb npouecca co3gaBaTb MNPOAYKUMIO,
KoTopas OyneTt cooTBeTCTBOBaTb TpeboBaHUAM K 3TOM npoaykumu. KoHuenuus BO3MOXHOCTU MpoLecca Takke
MOXET ONpeaenaTbCa Npy NOMOLLM CTaTUCTUYECKNX TEPMUHOB.

BbiCLLee PYKOBOACTBO (senior management): Jlnuo (nvua), KOTOpoe PyKOBOAWUT M OCYLLECTBISIET Ha
BbICLLEM YPOBHE KOHTPOSb 32 AEATENbHOCTLIO NPEANPUATUAS UMK 33 ero OTAENbHOM NIOLWAAKON, a TakKe umeeT
MONTHOMOYMSA U HeceT OTBETCTBEHHOCTb, YTOObI 3adelCcTBOBaTb PECYpChbl MpeanpuaTus UNn ero oTAenbHOM
nnoLagku.

AeATenbHOCTb, NepeaaBaemMasl ANs BbINOJIHEHUA APYromM opraHusauum (aytcopcuHr) (out sourced
activities): [lesiTenbHOCTb, OCyLLeCTBSieMas NoAPSIAYMKOM MO MMCbMEHHOMY JOrOBOPY C 3aKa34MKOM.

MHHOBauUwms (innovation): BHeapeHe HOBbIX TEXHONOMMA U METOAOMNOMNN.

KayecTBO (quality): CTeneHb, B KOTOPON COBOKYNHOCTb HEOTbEMIEMbIX CBOMCTB MPOAYKLUUKN, CUCTEMBI UMU
npoLiecca COOTBETCTBYET TpeOOBaHMAM.

KOHTponupyemoe cocTtosiHue (state of control): Ycnosue, npu KOTOPOM KOMMMEKC KOHTPOMbHbIX
MeponpusaTun obecnevmBaeT cTabunbHy0 3PEKTUBHOCTb NpoLLecca U Ka4eCcTBO NPOAYKLMK.

KOoppekTupyrouwme geucrBue (corrective action): [denctBue, HanpaBneHHOE Ha YCTPaHEHUE MPUYMHbI
BbISIBIIEHHOrO HECOOTBETCTBUS UMM OPYronM HexenatenbHouW cuTyauuun. KoppekTupylowee aAencTeune
OCyLLLeCTBNSETCA AN NpeoTBpaLleHns NOBTOPEHUS COBbITUSA.

obpatHasa cBsaA3b (feed-back): Mogndukaumsa unu KOHTPONb npouecca NMbo CUCTEMbI UCXOOs M3 KX
peanbHO NONyYeHHbIX pe3ynbTaTtoB unu adpdekTneHocTn. O6paTHYIO CBA3b MOXHO TEXHUYECKU MCMOMb30BaTh B
cTpaTerum KOHTPOISA NpoLecca 1 KOHUENTyarnbHO — B yNpaBieHn Ka4yeCTBOM.
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nnaHupoBaHue KadvectBa (quality planning): YacTb ynpaBneHuss KayecTBOM, HanpaBrieHHas Ha
yCTaHOBIEHNE Lenen KadecTsa u onpeaeneHne HeobxoammbIX onepaLMoHHbIX NPOLLECCOB Y COOTBETCTBYHOLLMX
pecypcoB Anst AOCTUXEHUS 3TUX LieNen.

nokasartenu 3dcgpdekTnBHocTn (performance indicators). MiamepsieMble 3Ha4YeHWsl, UCNONb3yemble Ansi
KOJNIMYECTBEHHOIO BbLIPAXEHUS LEenen KadvectBa, oTpaxawuwmx 3(EEKTMBHOCTL OpraHuM3aumn, npouecca u
cucTembl. B HEKOTOPBIX perMoHax Ucnornb3yeTcs TEPMUH «MeTprKa 3PAEKTUBHOCTU.

nonuTuka B obnactu kavyectBa (quality policy): Obwwime uenn n HanpaBneHne AesTeNbHOCTU OpraHM3aLmu
OTHOCUTENBHO KayecTBa, KOTopble oduLMansHO OPMYNMPYOTCS BbICLLUMM PYKOBOOCTBOM.

noctosiHHoe yny4weHue (continual improvement): [locTosHHas AeAaTenbHOCTb, HamnpaBneHHas Ha
yBenu4yeHune cnocobHOCTM COOTBETCTBOBATL TPEOOBAHUSIM.

npepynpexaawowee aencrteue (preventive action): [Jenctsue, HanpaBneHHOE Ha yCTpaHEHWe NpuUYnH
NoTeHUManbHbIX HECOOTBETCTBUM WNWU OPYrux HexenartenbHblX cutyauui. [pegynpexparollee pgernctsve
OCyLLEeCTBRAETCH ANs NpeaoTBpaLLeHus cobbiTus.

NPOCTPAHCTBO NPOEKTHbIX NapameTpoB (design space): MHoromepHas komMbuHaLmMsa 1 B3aumogencremne
pasnU4YHbIX UCXOAHbIX NEepeMeHHbIX (Hanpumep, CBOWCTB MaTepuaroB), a Takke napameTpoB npoLecca, npu
KOTOpbIX AOKa3aHO obecnevyeHne KayecTaa.

npsamas cBasb (feed-forward): Mogudumkaums unu KOHTPOMb MpoLecca MCXOAA U3 UX MPOrHO3upyeMmbix
pe3ynbTaTtoB UM 3ddeKTUBHOCTU. psaMy0 CBA3b MOXHO TEXHMYECKM UCMOMb30BaTb B CTpaTErMm KOHTPOIS
npoLecca 1 KOHLENTYyanbHO — B YNpaBfeHnn Ka4eCTBOM.

peanusaumsa npogykumm (product realisation): JocTmwkeHne npomsBoacTBa NpoAyKUMM C nokasaTensamu
KayecTBa, COOTBETCTBYHOLIMMK MNOTPEOHOCTSIM MaLMEHTOB, MEOULMHCKMX PabOTHWUKOB, YMONTHOMOYEHHbIX
opraHoB (BKNOYasi COOTBETCTBME YCTAHOBIEHHbIM TPeOOBaHUAM), @ TakkKe BHYTPEHHNX NOTpeduTenen.

pykoBoacTBO no kavectBy (quality manual): JokymeHT, cogepXawun cuctemy ynpaBneHUss Ka4ecTBOM,
NPUMEHSAEMYI0 B OpraHusaLmu.

cpeAcTBO ynydweHusi (enabler): WHcTpymeHT wnu npouecc, obecneyuBarlowlee cpenctBa Anis
OOCTVDKEHUS Lenu.

cTpaternsa KoHTpons (control strategy): 3annaHupoBaHHbI KOMMMEKC MEPONPUSTUA MO KOHTPOIHO,
OCHOBaHHbIN Ha MOHMMaHMW AaHHOW MPOAYKLUM U npouecca, n obecneynsatowmne ahdekTMBHOCTL npouecca u
KayecTBO npoaykuun. CTpaTternsi KOHTPONS MOXET BKMOYaTb B ce0S KOHTPONb NapaMeTpoB U XapaKTEPUCTUK,
OTHOCSILLMXCA K aKTUBHbIM hapMaueBTUYECKMM CYOCTaHUUSAM, WUCXOOHBbIM MaTepuanam M KOMMOHEeHTaM
NeKapCTBEHHbIX CPeAcTB, YCMOBUSIM 3KCMnyaTauuym nomelleHni u obopyaoBaHMs, KOHTPOMKO B MnpoLecce
Npon3BOACTBA, crneundmrkaumam Ha rOTOBYH NPOAYKLMIO, a Takke CBA3aHHble METoAdbl U 4acToTy NpoBeAeHUs
MOHWUTOPUHIA N KOHTPOIS.

ynpaBneHue 3HaHusamu (knowledge management): Cuctematmyeckun nogxod Kk cbopy, aHanuay,
HaKOMMEHWIO 1 pacnpoOCTPaHEeHUI0 NHAOPMaLMK O NPOAYKLMM, MPOU3BOACTBEHHbBIX NPOLIECCaX Y KOMMOHEHTaX.

ynpaBneHue nameHeHusiMu (Cchange management) — cucteMaTU4eCKUA MOAX04, K NPEANOXKEHUNIO, OLIEHKE,
YTBEPXKAEHWUIO, BHEAPEHUIO N NPOBEPKE U3MEHEHNI.

ynpaBneHue puckammu gns kavyecrtBa (quality risk management): CuctemaTnyeckmin npouecc anst obuuen
OLEHKWN, KOHTpONs, nepefayn uHdopmauum n 063opa PUCKOB ANS KayecTBa feKkapCTBEHHbIX CpeacTB Ha
NPOTSXKEHUN XKUSHEHHOMO LKA NPogyKUnu.

¢apmaueBTHHeckaa cuctema kavectBa (PCK) (pharmaceutical quality system, PQS): Cucrema
yrnpaBneHus Ans HanpaBrneHUs U KOHTPonst hapMaueBTUHECKON KOMMNaHUN B OTHOLLEHUN Ka4yecTBa.

uenu kadvectBa (quality objectives): CpegctBa npeobpasoBaHus nonutukM B obnactm kayecrtBa u
cTpaTerumn B U3aMepsieMyto OeATENbHOCTb.
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JdononHeHue 3

MoTeHUuManbHble BO3MOXHOCTHU ynyJduweHusa Hay4yHbIX U OCHOBaHHbIX Ha aHanuse
PUCKOB Haa30pPHbIX NoAxo40B

[NnaH pencteBun

[NoTeHunanbHas BO3MOXHOCTb

1. CooTBeTcTBOBaTH TPEOOBAHNSAM HACTOALLErO
TKI

COOTBETCTBME — 00s13aTENbHO

2. lemoHcTpupoBaTh 3DEKTUBHYIO
hapmaLeBTUYECKYHO CUCTEMY KayecTBa, BKIoyas
appekTnBHOE UCNONb30BaHWE MPUHLUUMNOB
ynpaBreHust puckamu Ans Kadectsa (Hanpumep,
HacToswee NpunoxeHune n rnaesa Il Yactu llI
«YnpaBreHne puckamu Ans KayecTsay).

yBeInn4eHne ncnonb3oBaHna nogxonos,
OCHOBaHHbIX Ha aHanm3e puckos, Nnpu
npoeeageHnn MHCNEeKUNi YNOJIHOMOY€E€HHbIMU
opraHamm

3. leMoHCcTpMpoBaTh NOHUMaHME NPOAYKLMMN U
npouecca, Bknovasa aghekTnBHoe
NCrnonb3oBaHWe NPUHLUMUMOB yNpaBreHus puckamm
ans kavectsa (Hanpumep, rmaea Il Yactu i
«YnpaBsrneHvne puckamu s kadectBa»
HacToswero TKI un gokymMeHT
«®apmaueBTuyeckas paspaboTka» (ICH Q8).

copelicTeMe Hay4yHO 06OCHOBaHHOM OLieHKe
dhapmaLieBTU4ecKoro kayectsa obecnevyeHue
BO3MOXHOCTU MPUMEHEHMNS MHHOBALIMOHHBIX
noaxodoB K NpoLeccy Banvgauuv BHeapeHne
MeXaHW3MOB Bbla4uM paspeLleHnst Ha BbIMyckK B
peanbHOM BpeMeHu

4. lemoHcTpupoBaTb ahPEKTUBHYIO
hapMaLEeBTMYECKYIO CUCTEMY KayecTBa U
NMOHUMaHWEe NPOAYKUUN 1 NpoLiecca, BKo4vas
adheKkTUBHOE NCNOSIb30BaHNE NPUHLMMNOB
yrpaBneHnsa puckamm anga kadecrtasa (Hanpumep,
HacToswee [NpunoxeHue, AOKYMEHT
«dapmMaueBTuyeckas paspaboTkar» (ICH Q8) n
rnasa |l Yactu lll HacToswero TKIT)

yBennyeHne ncnofnb3oBaHmna nogxonos, OCHOBAHHbIX
Ha aHanuse pPUCKOB, MNPV NPOBEAEHUN UHCMEKL I
YNOJSIHOMOYEHHbIMU OpraHamMu COﬂ,eVICTBVIe Hay4HO-
0060CHOBaHHOM OLeHKe hapmaLleBTU4ECKOro
KayecTBa onTumMm3aumna Hay4yHo 060CHOBaAHHbIX U
OCHOBaHHbIX Ha aHanu3e pUCKOB NPOLLECCOB
N3MeHEHW, BHOCMMbIX MOCIe perncrpauum
NeKapCTBEHHbIX CPEACTB, A119 U3BMeYeHns
MaKCVMMarsbHOM Nofb3bl OT MHHOBALWMIA 1 NOCTOSIHHOTO
ynyylleHns obecnevyeHne BO3MOXHOCTU NPUMEHEHUS
WHHOBALMOHHbIX NOAXOAOB K NPOLeccy Banuaaumm,
BHegpeHne MexaHn3mMmoB Bblaa4vn pa3pelleHnd Ha
BbIMYCK B peajibHOM BpeMeHU

HacToswee lMpunoxeHne oTpaxkaeT NoTeHUManbHble BO3MOXHOCTU yNyyllueHUs NoAXoA0B, KOTOpble MOryT
NPUMEHSATLCH YNONTHOMOYEHHbLIMU opraHamu (opraHunsauusamn) Pecnybnuku Benapycb. ®akTnyeckuii Haa30pHbIN
npouecc onpegensieTca 3akoHoaaTenbcTBoM Pecnybnuku benapyce.
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[ononHeHue 4
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OTBETCTBEHHOCTD PYKOBOACTBA

CucreMa MOHHTOPHHTA 3¢ deKTHEHOCTH NPOLECCOB H KAMECTEA NPOIVKIHH

CHcreMa KOPPeKTHPYWINNX (Mpeaynpeaxaamnx) Jeiicremi (K

ATIA)

FIeMeHThI

DCK

CHerema }'IIPIIBJIIH-IHH HIMEHEHHHEMHA
IMpoBepka co CTOPOHBI PYKOBOACTBA

Vupapienue 3HAHHAMH

Cpeacrsa
Viy4meHns

Vopasiaenne pHcKaMH L8 KA4eCTBA

Ha cxeme nokasaHbl OCHOBHble 0COBEHHOCTU MoAenu hapMaueBTUHECKOW CUCTEMbI KavyecTBa (Oanee —
®CK). ®CK oxBaTbiBaET BECH XU3HEHHbBIN LMK NPOAYKLUMM, BKITHOYasa hapmaueBTUYECKyo pa3paboTky, nepeHoc
TEXHOJOMMM, NPOMbILLIIEHHOE NPOU3BOACTBO M NpeKpalleHe Npou3BoacTea.

®CK pacwumpsieT TpeboBaHusa HacTosiwero TKI, kak nokasaHo Ha cxeme. Cxema Takke nokasbiBaeT TO, YTO
TpeboBaHusa HacTosiwero TKI pacnpocTpaHsAlTcs Ha NPOM3BOACTBO NEKAPCTBEHHBLIX CPEACTB AN KIMHUYECKNX
nccregoBaHumn.

BTopon ropusoHTanbHbI GROK WNMIOCTPUMPYET BaXHOCTb OTBETCTBEHHOCTW PYyKOBOACTBa (koTopas
pasbscHsaeTcsa B pasgerne 2 rnasbl |l YacTtu Il HacTtosiwero TKIT) B OTHOLWEHMM BCEX 3TANOB XU3HEHHOIO LIMKNa
npogykuun. B crnegyoulem 3a HMUM ropu3oHTanbHOM 6roke npvBedeH nepeyeHb anemeHToB PCK, koTopble
ABnaoTCcA onopHbiMu Ans mogenu PCK. 3Tu anemMeHTbl crnegyeT COOTBETCTBEHHO W MPOMOPLMOHANbHO
NPUMEHATb K KaXXOOMY 3Tany >KM3HEHHOro LMKNa npoayKkumn, 0Co3HaBas BO3MOXHOCTW BbISIBNEHUSA cdep Ans
MOCTOSIHHOIO yNy4LUEHWS.

B Habope ropusoHTanbHbIX OIOKOB B HUXKHEW 4acTu CXeMbl NMoKa3aHbl CPeACTBa YNy4lleHus: ynpaBrneHue
3HaHUAMU W yNpaBrieHWe puckamu Ans KayecTBa, KOTOpble MPUMEHSIOTCA Ha MPOTSXKEHWW BCexX 3Tanos
XN3HEHHOTO LMKNa NpoayKLuMn. DT cpeacTBa yrnydlleHUs nomoratT npu goctuxeHum Lenen ®CK B oTHOLLEHUN
nNpon3BoACTBa NPOAYKLUUKW, COOTBETCTBYIOLLEN CBOEMY MpedHasHayeHuto, YCTaHOBMEHUS W MoAdepXaHus
KOHTPONMPYEMOro COCTOSIHUSA U COAENCTBYIOT NOCTOAHHOMY YIyULUEHWIO.
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MnaBa IV MexayHapoAHble rapMOHU3MpPOBaHHbIe Tpe6oBaHUA K nacnopram
(cepTudpmukaTam) KauecTBa cepum reKapcTBEHHOro cpeacTBa

OcHoOBHble TpeboBaHuA

B HacToswen rnaBe M3MOXeHbl MEeXAYHAapOAHble rapMOHU3NPOBaHHbIE TpeboBaHMSA K COAEpXKaHWHo
nacnopta (cepTudukara) ka4ecTBa CepUn NIEKapCTBEHHOIoO cpeacTaa.

Kaxxgyio cepuio nekapCcTBEHHOro CpeacTBa, B TOM 4YuCne nepemMeLlaemMyto Mexay CTpaHamu, B KOTOpPbIX
cobntogatotca TpeboBaHWs Hagnexallero npou3BoAcTBa, HEOHBXOAMMO COMPOBOXAATb CEPTUIUKATOM Cepuu,
BblAaHHbIM NpoM3BOaUTENEM NEeKapCTBEHHOIO cpeacTBa.

Takon cepTudumkat BblgaeTcs MoCre MNOSIHOMO KayeCTBEHHOr0 M KOMMYECTBEHHOrO0 aHanusa BCex
OENCTBYIOLMX BELWECTB U WHbIX COOTBETCTBYHOLUMX WHIPEAMEHTOB [Afis rapaHTMM TOro, 4YTO KayecTBO
NeKkapcTBEHHOro cpeacTBa COOTBETCTBYET BCeM TpeboBaHUAM perncrpaumoHHoro gocbe. Ceptucpmkar cepum
OOIMKeH NOoATBepXaaTb, UYTO Cepus COOTBETCTBYET cneuudukaumsam un npomssefeHa B COOTBETCTBUU C
perMctpaumMoHHelM gocbe. B cepTudpmkate p[omkHel ObiITb NpuBedeHbl NogpobHble cheuudurkaumm Ha
nekapcTBEHHOE CpeACTBO, CCbINIKM Ha aHanuTuyeckue MeToAbl, MOMyYeHHble pe3ynbTaTbl aHanUTU4eCKUX
UCNbITAHUIN, a TakkKe OOIMKHO codepXaTbCA NoATBepXAEeHWe TOro, YTo 3anucu no NpPou3BOACTBY, YNAKOBKE U
KOHTPOIMO KayecTBa Ccepuv NPOBEPEHbI U cAenaH BbiBOA 006 Ux cooTBeTCTBUM TpeboBaHusiM HacTosiwero TKIT.
CepTtudmkar cepum JormkeH ObiTb MognucaH NULOM, OTBETCTBEHHLIM 3a MOATBEPXOEHWE TOro, 4To cepus
NpuUrogHa K BbIMYCKY B peanusaumio nnm ans noctaBok (akcrnopTta).

OpraHusauus, peanusylollas nekapCTBEHHOE CPeacTBO, AOMMKHA MNOMyYUTb U COXPaHATb BblOAHHbIV
npoussogutenem ceptudukat. 1o 3anpocy 9TOT cepTudUKaT AOIMKEH ObITb MNErkogocTyneH COTPpyOHWKam
YMNOSTHOMOYEHHbIX OpraHoB. Takown cepTudukaT NPOM3BOAUTENSA O COOTBETCTBUM CEPUM MOXET MMeTb 0coboe
3HadeHue Ansa Toro, YToObl HE MPOBOAUTH MOBTOPHbIN KOHTPOSb, €CNU 3TO paspeLleHO COOTBETCTBYHOLLMMU
HOPMaTUBHBLIMU NPABOBLIMWN aKTaMMU.

Mpn HeOOXOAMMOCTU TakoW cepTUdMKaT Takke MOXET ObITb BblgaH ANA Takon NPOAYKLMU, He ABMSIOLLENCS
roTOBbIM FeKapCTBEHHbIM CPeACTBOM, KakK MPOMEXyTodHas npoAaykuus, HepacdacoBaHHas uNU 4acTUYHO
yrnakoBaHHas NpoayKUus.

Takon cepTucpmkat Takke MOXeT ObiTb BblJaH Ha akTMBHble apMaueBTUYeCKne cybcTaHuum u
uccnegyemble nekapCcTBeHHble CpPeAcTBa, UCNOSb3yeMble B KNUMHUYECKUX uccnegoBaHusax. PekomeHayeTcs
ncnonb3oBaTh TEPMUHONONNIO, KOTOpas NpuBeaeHa B pasgene «OnpegeneHus» HacTosILEen rnasbl.

CepTndmkatr cepum neKapCTBEHHOro cpeacTBa odopMnsaeTcss Ha ©OnaHke W [OMMKEeH codepxaTb
cnegyroLine cBeaeHus:

1. HasBaHue npoaykumm

2. CtpaHa-umnoptep

3. Homep peructpauMoHHOro yaoOCTOBEPEHMSI WM HOMEP pas3pelleHusl Ha MPOBEAEHUME KITMHUYECKMX
nccrnegoBaHumn

4. Nlo3npoBka (aKTUBHOCTb)

5. llekapcTtBeHHas dopma

6. Pasamep 1 TMn ynakoBku

7. Homep cepumn

8. [laTta npomnsBoacTsa

9. [lata OKOHYaHuWs CpoKa rogHOCTU

10. HasBaHusa, agpeca n HoMepa NUUEH3UK BCeX NPOU3BOLACTBEHHbIX MOWAAOK U MecT MnpoBefdeHud
KOHTPOIS KayecTBa

11. CepTudnkatbl cooTBeTCTBUSI TpeboBaHusaM HacTtosiwero TKIM gns Bcex nnowiagok, NnpyBeaeHHbIX B
10.

12. Pe3ynbTaThl aHann3oB

13. KommeHTapuu

14. 3aaBneHune o cepTudukaumnmn

15. damunns 1 JOMKHOCTb (3BaHWe) nuLa, BblAaBLUEro pa3peLleHme Ha BbiNyCK cepum

16. MNognnce nNuua, BbiAaBLLEro paspeLleHne Ha Bbinyck cepumn

17. Data noanucaHus

NMosicHeHuAa n onpepeneHus

1. HasBaHue npogykuumn

YKa3blBaeTcs naTeHTOBaHHOe HasBaHWe, TOProBoe Has3BaHWe WNU MPUCBOEHHOE HasBaHWe B CTpaHe-
nuMmnoptepe (B 3aBMCUMOCTM OT TOro, YTO MPUMEHMMO). B cnyyae nekapcTBeHHbIX CPEACTB AN KMMHUYECKMX
nccnegoBaHuii — HoMep Koda, CoAepXKallMincs B 3asiBKe Ha KIMUHUYECKUE UCCreoBaHus.
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2. CtpaHa-umnoprep

YKa3sbiBaeTcsi HauMeHoOBaHne rocyaapcTtBa, oCyLlecTBAoWEero MMnopT cepumn riekapCTtBeHHOro cpeacrea.

3. Homep permcrpaumMoHHOro yaocToBepeHust Unn Homep paspeLleHUsa Ha npoBeaeHue
KINMMHUYECKUX UccnenoBaHum

YkasbiBaeTcs HOMEp perncTtpaunoHHOro ynocTtoBepeHua Ha JiekapCTBeHHOEe CcpeacrtBo B CTpaHe-
nMnopTepe. Ons JNIeKapCTBEHHbIX CpeacTB OnA  KIMHUYEeCKNX nccrnegoBaHnmn — HOMEpP pa3peleHna Ha
npoeegeHne KrnnmHn4ecknx nccrnegoBaHMin UNK cebifika Ha uccrnegoBaHns (I'IpVI HaJ'IVI‘-IVIVI).

4. [lo3npoBKa (aKTUBHOCTb)

YKasblBaloTCA HasBaHWE W KONMMYECTBO B eAWHWLE JIeKapCTBEHHON (hOpMbl BCEX  aKTUBHbIX
dhapmaueBTUYecknx cybctaHumii (KOMNOHEHTOB). B cnyyae nekapCTBEHHbIX CPeAcTB [AOs  KIIMHUYECKMX
nccrnenoBaHui, BKMoyas nnauebo, cnocob npedocTaBneHusl Tako MHpopMaumMn He OOIKeH cnocoGCeTBOBaTh
PacKoAMPOBAHUIO «CMENnoro» UccreqoBaHus.

5. llekapcTBeHHan chopma
YkasblBaeTcs nekapcTBeHHas doopma (Hanpumep, TabneTku, Kancynbl, Masmn).

6. Paamep 1 TMnN ynakoBKu
YKa3sblBaeTCcq BMECTUMOCTb KOHTEHepa 1 ero Tun (Hanpumep, amnynbl, NakoHbl, GriMcTepsl 1 T.0.).

7. Homep cepumn
YKasbiBaeTcs HOMep cepuu Unyv HOMep MapTuW, OTHOCALMNCA K NPOAYKUMW. YHUKanbHas KomMbuHauus

uncpp, OyKkB WAM CMMBONOB, MAEHTUUMUMPYIOLLAS Cepuilo, MO KOTOPOM MOXHO Npocneantb WUCTOPUIO
NpOn3BOACTBA M ONTOBOMW TOProBMY CEPUN.

8. aTta nponsBoacTBa
Yka3blBaeTca B COOTBETCTBUM C HauWoOHallbHbIMU (peI’VIOHaJ'IbeIMI/I) TpeGOBaHVIﬂMVI CTpaHbl-MMnopTepa.

9. [laTa OKOHYaHMA CpoOKa rogHOCTH

YkasbiBaeTcs pa3mMelleHHada Ha KOHTeVIHepe (STI/IKeTKe) narta aona onpepeneHnda BpeMeHu, Ha NpoTAaXeHUun
KOTOPOro oXungaeTcd, 4To npoaykund npmn ee XpaHeHun B Tpe6yeMb|x YCIoBUAX COOTBETCTBYET YyTBEPXOAEHHbIM
B CTpaHe-uMmnoprtepe CI'IeLI,I/ICbVIKaLI,I/IFIM, ﬂeVICTBYIOU_LMM B Te4dyeHhne BCero CpokKka rogaHocCcTtu; nocre aTon pathl
npoayKUMo NPUMEHATb HE crieayeT.

10. HasBaHuA, agpeca n HoMmepa NNLEH3UN BCEX NMPoOon3BOACTBEHHbLIX MoWanoK N MmecT
npoBegeHNA KOHTPOIA KayecTBa

YKkasblBaloTCsi BCe npon3BoACTBEHHbIE MNJIOWaAKn, CBA3aHHble C OaHHbIM NMPOW3BOACTBOM, BKIHOYad
ynakoBKYy (MapKMpOBKY) M KOHTPOJIb KadecCTBa Cepun C yKasaHMeM Ha3BaHud, agpeca U HOoMepa JMUEeH3UW.
HasBaHus n agpeca O0JKHbl COOTBETCTBOBATh YKa3aHHbIM B NTMUEH3NN HA NPOM3BOACTBO.

11. CepTudpmkatbl cooTBeTCTBMA TPpeboBaHMAM HacTosAwero TKI gna Bcex
Npou3BOACTBEHHbLIX NJOLAAO0K, YKa3aHHbIX B cepTudurKaTe fieKapCTBEHHOro cpeacrea

YkasblBaloTca HoMepa cepTudunKaTos.

12. Pe3ynbTathl aHanu3os

YKasblBalOTCSA YTBEPXAEHHbIE creundukaumm, Bce MosydYeHHble pe3yrnbTaTbl U CCbITKU Ha NPUMEHEHHbIE
MeToabl (MOXHO MPMBECTU CCbIIKY Ha OTAENbHbIA MOAMUCAHHBLIA U AaTUPOBAHHLIA CepTUdUKAT aHanusa,
KOTOPbIN JOJMKEH ObITb MPUIOXKEH).

13. KommeHTapuu

YkasblBaeTcs Kakas-nubo JononHuTenbHasa nHdopmaumsi, KoTopas MoxeT GbiTb None3Hol AN umnopTtepa
n (UNK) MHCNekTopa, NoATBEepPXKAaloLWero CooTBETCTBME Cepumn (Hanpumep, crneuuasibHble YCNOBUS XpaHeHUs
WY TpaHCNOPTUPOBAHUS).

14. 3asBneHue o cepTudmkaumm

3asiBreHue OOMKHO OXBaTblBaTb MPOM3BOACTBO, BKMOYas YNakoOBKY (MapKUPOBKY) M KOHTPOSb KadecTBa.
Heobxoanmo uvcnonb3oBaTbh CNeAywoLnin TekcT: «HacTodwmMm s noaTsepXaato, YTO NpuBedeHHas Bbille
WHpopMaLmsa ABMASIETCS OOCTOBEPHOW UM TOYHOW. 3Ta cepust NPOAYKUMM MnpousBedeHa (BKMYasd YnakoBKY
(MapKMpPOBKY) N KOHTPOIb KavyecTBa) Ha Bbllleyka3aHHOW NPOU3BOACTBEHHOM nnowaake (nnowiaakax) B NOfIHOM
cooTBeTCTBMM C TpeboBaHMAMM Hagnexalwen npou3BOACTBEHHOM npakTukn Pecnybnukn bBenapycs u
TpeboBaHNSIMN KOHTPONSA KayecTBa JIEKAPCTBEHHbIX CPEACTB, a TakkKe B COOTBETCTBMM CO creumduKkaumsimm,
cogepXawuMmcs B PEerucTpauuMoHHOM [OCbe CTpaHbl-MMropTepa WnNuM B OoCbe  cneumdukauum  Ha
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nekapcTBEHHOE CPEACTBO B Cryyae NeKapCTBEHHbIX CPeACTB ANs KINUHUYECKUX uccnefoBaHui. 3anucu no
Npov3BOACTBY, YNakoBKe W aHanu3y NpoOBEpEHbl, N YCTAHOBMEHO MX COOTBETCTBME TpeboBaHMsaM Hagnexallen
Npov3BOACTBEHHON NpakTukn Pecnybnuku benapyce.

15. ®amunusa n QONMKHOCTb (3BaHME) NMLa, BblAaBLUEro paspelieHne Ha BbINYCK cepumn

YkasbiBatoTcsl haMunnst U OOMMKHOCTL (3BaHME) Nuua, BbliAaBLUEro paspelleHne Ha Bbinyck cepun. Ecnn B
10 npuBeaeHo Gonblue 1 nnowaaky, Takke ykasblBatoTCA Ha3BaHWe 1 aapec NNoLaaKku.

16. Moanucb Nuua, BbiAaBLIEro pa3pelueHre Ha BbINyCK cepum

17. DaTa nognucaHus
YkasbiBaeTcs AaTta nognuncaHuda cemechKaTa MUOM, BblgaBLUUM pa3pelleHne Ha BblMyCK Cepun.

CnoBapb 3KBMBANeHTHbIX TEPMUHOB, MUCNONb3yeMbiXx B cepTudukare
cepum neKkapcTBEHHOro cpeacTBa

HacTtosawuin cnoBapb He ABNSIETCA NCHEPMbIBAOLLMM.

OencTeylowme BellecTBa — akTUBHbIe phapmaueBTuHeckue cyoctaHuum (APC) (koMnoHeHThI) (active
substances — active pharmaceutical ingredients (constituents)).

Cepus — naptusa (batch — lot).

JlekapcTBeHHas ¢opma (dosage form — pharmaceutical form).

MpousBoguTennb (manufacturer — fabricator).

MpousBopcTBO (Manufacturing (manufacture) — fabrication).

JlnueHauna Ha npousBoacTBo (Mmanufacturing authorisation — establishment license).

INekapctBeHHOe cpepcTBO (Medicinal product—pharmaceutical product— drug product).

KoHTponb kauecTBa — ucnbitaHus (quality control — testing).
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MpunoxeHwne 1
(obsi3aTenbHOE)

TpeﬁoBaHMﬂ K NMPOU3BOACTBY CTEPUIIbHbIX NeKapCTBeHHbIX CpeacTB

MpuvHUMN

K npoun3BOACTBY CTEPUNbHbLIX NEKapCTBEHHbIX CPEeACTB MNpeabsABnAlTCA ocobble TpeboBaHus, 4TOObI
CBECTU K MUHUMYMY PUCK KOHTaMMHaUUW MUKPOOpraHMaMamu, vactuuamv u nuporeHamu. pu 3aTOM MHOroe
3aBUCUT OT KBanudukaumm NPOU3BOACTBEHHOrO nepcoHana, ero obyyeHus n oTHowweHusa k pabote. Ocobo
BaXkHOe 3HayeHne umeeT obecnedeHne kayecTtBa. [Npyn NpoM3BOACTBE CTEPUNbHBIX NEKAPCTBEHHbIX CPEeACTB
HeoOX0AMMO CTPOro NPUAEPXKUBATHCS TLLATENbHO pa3paboTaHHbIX U BanMaMpoBaHHbIX cnocoboB Npon3BoacTea
n npouenyp. Hwvkakas KoHeyHad cTaguMs NPOM3BOACTBA WM KOHTPOMb TFOTOBOM MNPOAYKUMM HE MOXeT
paccmaTpuBaTbCs Kak eQMHCTBEHHOE CPeAcTBO obecnedeHns CTepUIibHOCTU UK OpYrMX nokasaTeneun kavyectea
NpoayKUUN.

HacTtosawwun TKI He ycTaHaBnMBaloT AeTanbHble METOAbI ONPeAeneHns YNCTOThbl BO3ayXxa, NOBEPXHOCTEN U
np. Mo MuWKpoopraHMaMam W 4YacTuuam. [JonomHMTENbHYH WHAOPMAaLMIO MOXHO MOAyYnTb M3  OpYrux
HOPMAaTUBHbIX Y TEXHUYECKUX JOKYMEHTOB.

O6wme TpeboBaHNA

1 CtepunbHyto NpoayKumio HeobXoaMMO NPOU3BOAWTb B YWCTbIX 30HaX, OOCTYN B KOTOpble mepcoHana u
(vnn) noctynneHve obopyaoBaHWs, UCXOAHBIX U YNaKOBOYHbIX MaTepuanoB AOIMKHbI OCYLLECTBAATHCA Yepes
BO34yLUHbIE LWIM3bl. B YncTbiX NnoMeLleHrax (3oHax) OOmKeH NogaepXmnBaTbCcs YPOBEHb YUCTOThI, OTBEYAIOLLMN
COOTBETCTBYIOLEMY CTaHAapTy YUCTOTbl, B HMX HeobxoAMmo nogaBaTb BO3AyX, KOTOPbIA npolwen 4epes
PUNbTPbI COOTBETCTBYIOLLEN 3DPEKTUBHOCTY.

2 PasnuyHble onepauun No NoagroToBKE KOMMOHEHTOB, MPUIOTOBMEHMIO NPOAYKLUUN U HANOMHEHWIO cneayeT
OCYLLECTBMATb B OTAENbHbIX 30HaX (MOMELLEeHWAX) BHYTPUM YMCTOM 30HbI (MomelleHus). TexHonorumueckme
onepauunn JenaTcsa Ha 2 KaTeropuu:

a) Npu KOTOPOK NPoaYKLUMIO NnoagsepralnT PUHULLHON cTepunusaumnn (B NEPBUYHOM YNaKoBKe);

b) npu koTOpOI oNepauun Ha HECKONBKMX UM BCEX CTAAMAX BbIMOMHAIOT B aCeNTUYECKMX YCITOBUSIX.

3 YucTtble nomelleHuss (30HbI) AOns MPOM3BOACTBA CTEPWUIBHOW MNPOAYKUMM  KnaccuuumpyloTcs B
cooTBeTCTBMM C TpebyembiMM XapakTepucTukamu Mpou3BOACTBEHHOM cpedbl. Kaxaas npounsBoACTBEHHas
onepauus TpebyeT onpegeneHHoro ypoBHSA YMCTOTbl NPOM3BOACTBEHHOW Cpedbl B 3KCNNyaTUpyeMOM COCTOSIHUM
C Uemnbl CBeAeHUs K MUHUMYMY pUCKa KOHTaMuMHauuuM Yactvuamu Unu MMKpoOpraHmsMamu npoaykta wnu
obpabaTbiBaeMbIX MCXOAHbIX U YNAKOBOYHbIX MaTepunanos.

Ona obecneveHnss cooTBeTCTBUS TpeboBaHMAM B «3KCMMyaTMpyeMOM COCTOSIHUMY» (COCTOSIHME npwu
KOTOPOM YMCTOE NoMmeLleHne (30Ha) n TexHonormdeckoe obopygoBaHve yHKUMOHMPYIOT B TpebyemMoM pexnme
C 3ajaHHbIM KONM4yecTBOM paboTalollero nepcoHana) 3T nomeLleHns (30Hbl) AOMMKHbI ObITb CNPOEKTUPOBAaHBI
Tak, 4yTtobbl obecneunTb TOYHO OnpedeneHHbln YpPOBEHb YMUCTOTbl BO3A4yXa B «OCHALLEHHOM COCTOSIHUW»
(cocTosiHMe, B KOTOPOM YMCTOE MOMeLLeHne MOCTPOeHO M (PyHKUMOHMPYeT, TexHosornyeckoe obopyaoBaHue
MOSTHOCTbIO YKOMMIIEKTOBAHO, HO NEPCOHar OTCYTCTBYET).

TpeboBaHMA K «OCHALLEHHOMY» M «3KCNIyaTUpPyeMOMY» COCTOSIHWIO [AOSMKHbl ObiTb YCTaHOBMEHbI Ans
KaXK4Oro YMCTOro NoMeLLeHns (30Hbl) UK KOMMMEKCa YNCTbIX MOMELLEHNI (30H).

YuncTble nomMeLLeHUs (30HbI) NPy NPON3BOACTBE CTEPUIbHbBIX NIEKAPCTBEHHBIX CPEACTB NOAPa3AensoTCs Ha
4 xnacca:

knacc A — nokanbHOe nomelleHue (3oHa) Ans NPOBEAEHUs onepauun, NPeacTaBnALWMNX BbICOKMN PUCK
AN KayecTBa MPOAYKUUW, Hanpumep, NOMELLEHWUS (30Hbl) HaMOMHEHWs, YKYMOpKW, NMOMeLLeHus (30Hbl), rae
amnynbl U PNakoHbl HAXOAATCA B OTKPbITOM COCTOSIHUM W BbIMOMHSAIOTCSA COeAMHEHMS YacTen 06opyaoBaHus B
acenTnyeckux ycnosusix. Kak npaBuno, Takue ycnosusi obecneqvBaroTCsi NamMvHapHbIM MOTOKOM BO3Ayxa Ha
paboyem mecte. CuUCTEeMbl NlaMMHApHOro MOTOKa BO34yxa OOMKHbI obecrneumBaTb PaBHOMEPHYIO CKOPOCTb
Bo3gyxa B auanasoHe 0,36 — 0,54 wm/c (HopmaTMBHOe 3Ha4veHwe) B paboyert 30HE OTKPbLITOrO YUCTOro
nomelleHus. lNoagepxaHne namMMHaApHOCTM [OOMKHO ObITb [A0OKa3aHO WM NpoBanuaMpoBaHo. B 3akpbiTbix
nsonatopax uM Ookcax C nepyaTkamy [OOMycKaeTCsl MCNONb3oBaTb OAHOHAMpaBMEHHbI MOTOK BO34yxa C
MEHbLUVMMW CKOPOCTAMU;

knacc B — nmomelieHne (30Ha), HENOCPEACTBEHHO OKpYXalollee 30Hy Knacca A, npegHasHayeHHylo Ans
acenTnYecKoro NPUroTOBIEHNS N HaNoOMHEHNS;

knaccbl C n D — unctble nomeLleHns (30Hbl) AN BbINOMHEHUS MEHee KPUTUYHbBIX CTaaui NMpovM3BOACTBA
CTEPUSTLHON NPOLYKLNN.

Knaccudmkaumsa ymcTbix nomeLeHUn (30H)

4 Yuctble nNOMeLLleHUs U uuCTble  30Hbl  cnefyeT  knaccuduumMpoBatb B COOTBETCTBUMM €
MexrocyaapcteeHHbiM cTtaHgaptom TOCT UCO 14644-1. lNMoatesepxaeHWe Krnacca YMCTOThbl criedyeT YeTko
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oTAeNATb OT MOHUTOPUHIa I'IpOI/ISBOJJ,CTBeHHOI;I cpenbl npu npoBeaeHnn npouecca. MakcumanbHo gonyctumas
KOHLUEHTpaUnA a3p0o30JibHbIX HYaCTUL, ANA KaXXO0ro Kracca npmneegeHa B Tabnuue 1.1.

Ta6bnuuya 1.1
MakcumanbHO 4onycTUMOe KONM4ecTBo YacTuy B 1 m? BO3ayxa
npv pasmepe 4Yactul paBHOM unu 6onblue
Knacc
B OCHaLLeHHOM COCTOSIHUN B 9KCMNNyaTupyeMoM COCTOSIHUU

0,5 MKmM 5,0 MKM 0,5 MKM 5,0 MKM
A 3520 20 3520 20
B 3520 29 352 000 2900
C 352 000 2900 3520000 29 000
D 3520 000 29 000 He HopmupyeTcs He HopmupyeTca

5 [Ons nogTBepXAeHWst COOTBETCTBMA Knaccy A MUHMManbHbll obbem oTbupaemon npobbl BO3ayxa
[OMKEH BbiTb He MeHee 1 M® ANs KaXZoW TOUKM otbopa npob. Knacc A cooteetcTByet knaccy NCO 4.8 no
nokasaTento npegenbHOro KoOnMyecTsa 4Yactuy B Bo3gyxe pasmepoMm = 5,0 mkm. Knacc B (B ocHalleHHOM
COCTOSIHMK) NO KONMMYECTBY a3po30ibHbIX YacTuy, cooTBeTcTByeT knaccy MCO 5 no konmyectBy Yactuy obounx
yka3aHHbIX pasMmepoB. Knacc C (B OCHALLEHHOM U1 3KCNyaTpyeMOM COCTOSIHMAX) NO KONMYECTBY adp030fbHbIX
yactuy cootBeTctByeT knaccy MCO 7 n MCO 8 cootBeTctBeHHO. Knacc D (B OcCHalLleHHOM COCTOSIHUM) MO
KONMMYeCTBY aspo30fbHbIX YacTuy cooTBeTcTByeT knaccy MCO 8. [na NoaTBepXAeHUsl knacca B cTaHgapTte
FOCT NCO 14644-1 ycTaHOBMNeHa MeToAuKka, B KOTOPOW perfameHTUPOBaHbl Kak MUHUMAaIbHOE KONMYECTBO
Touek Anst otbopa npob, Tak u obbem nNpobbl C y4eTOM MpenenioB OaHHOMO krnacca Ansl KonMyecTBa YacTtuy,
HambonbLIEro U3 ykasaHHbIX pa3MepoB, a Takke METO OLLEHKN MOJTyYEHHbIX AaHHbIX.

6 [ns noaTBepxAeHUs knacca criedyeT WUCMNonb3oBaTb MOPTATUBHbIE CYETYMKU YacTuL C KOPOTKUMM
Tpybkamu ans otbopa npob M3-3a OTHOCMTENBHO BbICOKOrO YPOBHSA OCaXXAEHWUS YacTuy pasmepom = 5,0 MKM B
AVCTaHUMOHHBIX cucTeMax Ans otbopa npob ¢ AnuHHbIMK Tpybkamu. B cnyvae cuctem ogHoHanpaBneHHOro
MoTOKa BO34yxa crieayeT UCnornb3oBaTbh U3OKMHETUYECKNE Hacagku Ans otbopa npob.

7 MopTBEpXOeHME Knacca B 3KCMyaTMpyeMOM COCTOSIHUM AOMYCTUMO MPOBOAMTL BO Bpems paboTbl, nnu
npyM MOAenupoBaHuM pabounx onepauun, UAM NPW HanofHEeHUW MuTaTenbHbIMU Cpedamu, Kak Toro Tpebyer
MOOENVPOBaHME «HAWXyQLWeEro cry4das». YkasaHus No NPOBEAEHVMIO WCMbITaHUM Ons  MNOATBEPXOEHWSA
NMOCTOSIHHOIO COOTBETCTBUSA 3a4aHHOMY Knaccy YncToTel npueedeHsl B CTH ISO 14644-2.

MOHUTOPUHI YUCTbLIX NOMeLLEeHU (30H)

8 CnenyeT nNpoBOANTb TEKYLLMIN MOHUTOPUHI YMCTbIX NMOMELLEHMI (30H) B Nepuog nx akcnnyatauum. Touku
oTbopa nNpob Anga TekyLwero MOHUTOPMHra BbiOMPAOT HA OCHOBE aHanu3a PUCKOB U pe3ynbTaToB, MOMYYEHHbIX
npu Knaccugukaumm YUCTbiX MOMELLEHUI (30H).

9 [na nomelwleHun (30H) knacca A MOHUTOPWUHI YacTuy, criegyeT MNpPOBOAUTb HEMNpPepbIBHO Ha BCEM
NPOTSXKEHUN KPUTUYECKOrO Mpouecca, BkMwyass cbopky obopymoBaHus. [Mpu Hagnexawem o60CHOBaHWM
UCKNIOYEHME COCTaBNAT MPOLECChl C MPUMEHEHMEM 3arps3HSAIOLWNX BeLlecTB, KOTOpble MOryT noBpeauTb
CYETYMK YacTul, WM NpPeAcTaBnsATb COOOM OMACHOCTb (HaNpMMeEpP, XXMBblE OpPraHW3Mbl UMW PagUOaKTUBHbLIE
BellecTBa). B Takux cnyvyasx MOHUTOPUHI criegyeT OCYLLECTBMATL BO BPEMS OObIYHbIX ONepauuii Mo HacTpowke
obopyaoBaHMs OO MOMEHTa MOSIBNIEHWSI puUCKa. Takke cnegyetr npoBOAUTb MOHUTOPUHI BO  BpeMS
MogenupoBaHusa onepauun. B nomeweHnsix (3oHax) knacca A crnegyeT MNpOBOAWUTb MOHUTOPMHI C TaKoM
4acToTOM M NpU Takom obbeme oTbupaembix NPob, YTOObLI MOXHO 6bINO 3adMKCMpoBaThL BCE BMELLATENbCTBA,
cny4ariHble cobbITust 1 Ntobble NOBPEXOEHNSI CUCTEMbI, a B CIlydae BbixOAa 3a npenern npenynpexaeHns MOXHO
ObINIO NOAHATL TpeBory. [lonyckaeTcsi, YTO He BCeraa BO3MOXHO NMPOAEMOHCTPUPOBATb HU3KME YPOBHU YacTuL
pasvepom = 5,0 MKM HEnoCpeACTBEHHO B MECTE HamnoSIHEHWS B MPOLECCE HanofIHEHUsT 13-3a 0bpa3oBaHUA
YacTuy, UnNu Kanenb U3 camoro NpoayKTa.

10 PekomeHayeTcs, YTOOblI cMCTEMA MOHUTOPMHIA YacTul, Ans NoMeLleHni (30H) kracca A npuMeHsinach
ONnsl nomeLleHni (30H) knacca B, xoTa yactota otbopa npob® MoxeT OblTb MeHbliel. BaxHocTb cucTembl
MOHWUTOPMHIa 4acTuL, AOMKHa ObITb onpegeneHa 3a(hEKTUBHOCTBIO pasfdeneHust Mexay PacrnofioXeHHbIMM
psgom 3oHamm knaccoB A m B. B 3oHax knacca B cnegyet npoBoAWTb MOHUTOPWUHI C TakoW 4acTOTOM U
COOTBETCTBYOLNM 0O6beMOM OTOUpaeMbix Npob, 4TOObI MOXHO OblO 3adUKCUPOBATbL U3MEHEHWUS YPOBHS
KOHTaMMHaLUMKn u nobble yxyaweHus paboTbl CUCTEMBI, @ B Cryvae BbiXxoda 3a YPOBEHb TPEBOMM MOXHO ObINo
Obl NPVHATL 3KCTPEHHbIE MEPBI.

11 CncTembl MOHUTOPUHIa a3po30fibHbIX YACTUL, MOTYT COCTOATb M3 HE3aBUCUMbIX CYETUMKOB YacTuL, U3
CUCTEMbI NMOCreAoBaTENbHO PACMOSIOKEHHbBIX TOYEK O0TOopa Npob, NpUCOeaNHEHHBLIX TPYOONPOBOAOM K OQHOMY
CYETUMKY 4YacTuul, unm obbeauHaTb 3Tu ABa nogxopa. Mpu BbIbope cUCTEM KOHTPONs cregyeT yyYuTbiBaTb
TpeboBaHus K pa3mepam yacTtuu. [Npy ucnonb3oBaHUM yaaneHHbIx cuctem otbopa npob cnegyeT yuuTbiBaThb
OnuHy Tpybok n paguycbl n3ruboB TpybOK C y4eTOM BO3MOXHOCTU OcefaHusi yactuy B Tpybkax. Mpu Beibope
CUCTEMbl MOHUTOPUHra crieflyeT Takke ydunTbiBaTh MOOOM PUCK, UCXOAALLMI OT MaTepuanos, UCMOMb3yeMbIX B
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TEXHOMOrMYeckoM npolecce (Hanpumep, HanmuMyue >KUBbIX  MUKPOOPraHU3MOB WNW  pagMOaKkTUBHbLIX
nekapcTBEHHbIX CpeacTs).

12 Mpu ncnonb3oBaHNN aBTOMAaTU3MPOBAHHON CUCTEMbI TEKYLLETO MOHUTOPWHIra 06bem Npob 3aBUCUT, Kak
npaBumno, oT CKOPOCTM O0TOopa Npod mcnonbdyemon cuctembl. O6bem NpPob Npu TEKyLWEM MOHUTOPUHIE MOXET
oTnuyaTbcsa oT obbema nNpob Npu NpoBeaeHUN KBanNUUKaLMM YACTbIX MOMELLEHWUI U YNCTbIX 30H.

13 B 30Hax knacca A M B MOHUTOPWMHI KOHUEHTpauum 4vactuy pasmepom = 50 MKM umeeT ocoboe
3Ha4yeHne, MOCKOMbKY 3TO SABMASETCA BaXHbIM WHCTPYMEHTOM AMArHOCTUKU Afsi PaHHEro BbISIBMEHUS
HEeCoOOTBETCTBUSA. VIHOrga nokasartenu KonnyecTsa Yactuy pa3mepom = 5,0 MKkM MOryT ObiTb OLUMOOYHBIMK N3-3a
3NEKTPOHHOTO LWyMa, MOCTOPOHHErO CBETa, CITy4aliHOro cTeyeHns obcTtoAaTensCcTB U T. N. OgHaKo ecrnm cHeT4MK
nocnegoBaTernibHO U CUCTEMATUYECKN PErMCTPUPYET Maroe YMUCho YacTul, TO 3TO yKasblBaeT HA BO3MOXHOCTb
KOHTamunHauun, 4To TpebyeT paccrnegoBaHus. Takue crnyyam MoryT 3abraroBpeMeHHO YykasbiBaTb Ha
HEeMCNpPaBHOCTb CUCTEMbI BEHTUMNALUN U KOHOMLMOHUPOBAHMS, YCTAHOBKN HANOMHEHWS UM CBUAETENbCTBOBATh
O HapyLUeHWM NpaBun BO BPeEMS HanaakM 060opyaoBaHMs UNu ero aKkcnnyartawumu.

14 [onycTumoe KONMYECTBO YacTul AMsi OCHALLEHHOro COCTOSIHUS, yka3aHHoe B Tabnuue 1, OOIMKHO
gocturatbCa Mocrne KopoTKoro nepuoda BoccTaHoBnenus 15 — 20 mMuH (HOpMaTUBHOE 3Ha4YeHune) npu
OTCYTCTBMM NepcoHana nocre 3asepLueHns paboTol.

15 MoHutopuHr 3oH kraccoB C u D B aKcnnyatMpyeMoM COCTOSIHUM criefyeT OCYLIEeCTBMATb B
COOTBETCTBMM C MPUHLUUMNAMK YNpaBNeHUs puckamu Ansi kadectsa. TpeboBaHMs K YPOBHIO TPEBOTU U YPOBHIO
nevctBust OyayT 3aBuceTb OT XapakTepa BbIMOMHAEMbIX OMNepauui, OAHAKO [AOMKHO ObiTb JOCTUrHYTO
pPEKOMEHOBaHHOE 3HAaYEHWE «Nepunoaa BOCCTaHOBMNEHUS».

16 [pyrve nokasatenu (Hanpumep, Temnepatypa U OTHOCUTENbHAS BNAXXHOCTb) 3aBUCAT OT MPOAYKLMU U
XapakTepa BbIMOMHAEMbIX onepauui. OTW napamMeTpbl HE AOMKHbl BIUATb Ha YCTAHOBIEHHbIE HOPMAaTWBbI
YNCTOTHI.

17 MNpumepbl onepauuin, KOTopble criegyeT BbINOMHATL B 30HAX C PasHbIMU KraccaMy YUCTOTbI, NPUBEAEHbI
B Tabnuuax 1.2 n 1.3 (cm. Tarke 28—35 HacToALEro NPUNOXEHUS).

Ta6bnuua 1.2
Knacc Mpumepbl onepauuin Ans NpoayKLuMu, NoABEPraeMorn KOHEYHOWN CTepunm3aumm
(cm. 28—30 HacTosILLEr0 NPUNOXKEHNS)
A dacoBaHve NpoayKLMK, KOTOopas He AOMMKHA NOABEPraTbCs PUCKY KOHTaMMUHALMK
C MpuroToBneHne pacTBOPOB, KOTOPbIE HE OOIMKHbBI NOABEPraTbCA KOHTaMUHALNUN.
dacoBaHve npoayKunm

D [MpuroToBneHve pacTBOPOB M NOArOTOBKA NEPBUYHON YNaKoBKM, MaTepvanos Ansi nocrnegytouwero gpacoBaHus

Tabnuua 1.3
Knacc Mpumepbl onepaumit ANsi NPUroToBNEHNs B acENTUYECKUX ycnoBusix (cMm. 31-35 HacTosLero NpunoxeHus)
A MpurotoBnexHve n dpacoBaHne B acenTUYECKMX YCIOBUAX
C MMpuroToBneHve pacTBOpPOB, Noanexawmnx dunsTpaunm
D Onepauny c NepBMYHOM YNaKoBKM U Matepranamu nocne Momku

18 Tlpy BbINOMHEHUN acCenTUYECKMX MNPOLLECCOB HEOOXOAMMO 4acTo MPOBOAWTb MMUKPOOMOMOrMYECKUI
MOHUTOPWHI C UCMOJNIb30BAHNEM CEOUMEHTALMOHHOIO WM acnvMpauMoHHOro MeTofoB OTOopa npob BO3ayxa,
oTbopa Npod ¢ NOBEPXHOCTEN METOAOM CMbIBOB TAMMOHOM U C UCMOMb30BAHMEM KOHTaKTHbIX NiacTuH. MeToabl
oTbopa npoOd, Mcrnonb3yeMble B 3KCMITyaTUPYEMOM COCTOSIHUW, HE [OJDKHbl HAHOCWUTb Bpen 3alluTe 30Hbl.
Pe3ynbTaTbl MOHUTOPUWHIA CNeQyeT y4uTbIBaTh NpM NpoBedeHUn 063opa 3anucein NponsBoacTBa cepum (gocke
Ha cepuio) Ons Bbldayn paspelleHus Ha BbINYCK rOTOBOW npoAaykuun. locne BbINOMHEHUA KPUTUYECKUX
onepauun cregyet MNpPOBOAMTbL MOHUTOPUHI MOBEPXHOCTEN W nepcoHana. Cnegyer Takke NpoOBOAWTL
OOMONHUTENBHBLIA  MUKPOBMONOrMYECKUn MOHUTOPUHT BHE TEXHOMOMMYEeCcKoro mnpoiecca (Hanpumep, nocne
Banugauum CUCTEM, OYUCTKM U Ae3uHdEKLNN).

19 PekoMeHOyemble npegernbl Npu MUKPOOMONOTrMYECKOM MOHWUTOPUHIE YMCTbIX MOMELLEHUA (30H) B
3KCnnyaTMpyeMoM COCTOSIHUM NpuBeaeHbl B Tabnuue 1.4.

Ta6bnuua 1.4
PekomeHgoBaHHble npeensl MUKPOGHOM KOHTaMuHauum (a)
Mpo6a sosayxa CenumeHTaums Ha KoHTakTHas nnactuHa OTneyvaTok NATK NanbLeB B
Knacc P KOE/M3y | nnactuHy (d = 90 mm), (d =55 mm), nepyarke,
KOE/4 yvaca (b) KOE/nnactuHa KOE/nepyatka
A <1l <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -
(a) MpuBeaeHbl cpeaHne 3HadYeHus.
(b) OTgenkeHble NacTVHbI AN CeAMMEHTAUMM MOTYT 9KCMOHMPOBATbCA MeHee 4 YacoB.

20 Tlo pe3ynbtataM MOHUTOPUHIa Yactmy W MUKPOOPraHM3mMoB  OOJTKHbI ObITb YCTaHOBJIEHbI
COOTBETCTBYKOLWME npenenbl. ypoOBeHb TpeBOrn U ypoBeHb pencteusa. B onepaunoHHbIX npouenypax OOJIKHbI
ObITb ONMUCaHbI KOppeKTupyrwmne DEencTBems B cny4ae npesbllleHna 3TUX npenernos.
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M3onupyowan TexHonorms

21 Vcnonb3oBaHue W3ONUPYIOLWEN TEeXHOMOrMn CBOOUT K MWHUMYMY BMeELLATeNbCTBO 4YernoBeka B
NPOM3BOACTBEHHbLIX 30Hax, B pe3ynbTaTe Yero 3HauUTENbHO CHWXKAETCA PUCK MUKPOOHOW KOHTaMuHaLuu
NpoAyKUMn, NPON3BEAEHHON B aCeNTUYECKMX YCIOBUSX, U3 NPOU3BOACTBEHHOW cpeabl. Ha dapmaueBTnyeckom
Npon3BOACTBE AOMYCKaeTCH UCMNONb30BaHWE Pa3fiMYHbIX TUMOB U30MSATOPOB M NepedaTouHbIX YCTPOUCTB. [pu
3TOM M30MATOP W €ro KOMMMEKTYWLINe [OMKHbl ObiTb CKOHCTPYMPOBaHbl TakMm o06pas3om, 4Tobbl B
COOTBETCTBYIOLLEN 30He obecneynBanocb Heobxoaumoe kavecTBO Bo3gyxa. CnefyeT yuyuTbiBaTb, 4TO
N30MATOPbI, W3rOTOBIIEHHbIE W3 pasHbIX MaTepuanoB, B pPa3fMYHON CTEneHW NOoOBEPXKEHbl MOBPEXOEHUIO
n3onauMmM M pasrepMmeTu3aumun. [onyckaeTcs WUCMNOMb30BaHWE pPasfNMyHbiX MNepefaTtoqHbIX YCTPOWCTB: OT
KOHCTPYKUMI C OOAMHAPHOW MM OBOWHOW ABEPbI0 A0 MOMHOCTbI0 repMETU3UPOBAHHBLIX CUCTEM, BKIOYAOLLUX
YyCTPONCTBA ANA CTepUnm3aunm.

22 lNepepada matepuanosB BHYTPb U HapyXy M30MsTOpa SIBMSIeTCA OAHMM M3 OCHOBHbIX MOTEHUMAaNbHbIX
WCTOYHMKOB KOHTaMMHaumu. Kak npaBuno, NPOCTPaHCTBO BHYTPM M30OMSATOpa SIBASIETCA OrPaHUY4eHHON 30HOM
AN npoBefeHus onepauni, NPpeacTaBnsaoLWLnX BbICOKME PUCKM AN KayecTBa npoaykumu. [onyckaeTtcs, 4To B
paboyen 30He BCEX TaKMX YCTPOUCTB MOXET OTCYTCTBOBATb NMaMUHAPHbLIN NOTOK BO3AyXa.

23 TpeboBaHus K YACTOTE BO34yXa B CPEeAEe, OKPYKAIOLLEN N30MATOP, 3aBUCAT OT KOHCTPYKLUMMK u3onsaTtopa u
€ero HasHaydeHusi. YnucTtoTy aTOM cpefpl criegyeT KOHTPONMpoBaTb, W AMs acenTMYecKoro npou3BOACTBa OHa
OormkHa 6bITb HE HMXe kracca umMcToTsl D.

24 WN3onatopbl MOryT ObiTb BBEOEHbI B 3KCMIyaTalMilo TOMbKO MOCRE MpOBEAEHUs COOTBETCTBYHOLLEN
Banupauun. Banvgaumsa gormkHa yumTbiBaTh BCE KpUTUYECKNE (DaKTOPbl M30NUPYOLLEN TeEXHONOrMKn (Hanpumep,
KayecTBO BO3[yxa BHYTPU M CHapyXu M3onatopa, nopsagok Ae3vHdeKUuUn M3onsatopa, Npouecchl nepegaym u
LLeNOCTHOCTb M3onaTopa).

25 Heobxogumo npoBOAWUTbL HEMPEpPbIBHbIA MOHWUTOPWHE, BKIOYalWwmMin B cebs yacTble WCMblTaHUS
repMETUYHOCTU U30NATOPA W Y3IOB «NepyaTkn — pykaBay.

TexHonorus «BblagyBaHue — HanoJfiHeHne — repmeTusaumna»

26 YCTpoMCTBO AN  «BblAyBaHUS-HAMOMHEHWs-repmeTusauun»  npegcraBnser cobon  yCTPOWCTBO
crneumanbHOW KOHCTPYKUMMW, FTOe B OAHOM aBTOMAaTM4EeCKOM KOMMIIEKCE B TeYeHWe OOHOro HenpepbiBHOrO
TEXHOMOrMYEeCKoro UMKna u3 TepMOnnacTUYHOro rpaHynsata opMUMpPYOTCH YNakoBKW, KOTOpblE HaMoMHSITCA
NPOAYKTOM 1 repMeTU3MPYIOTCA. YCTPONCTBO ANS «BblOYBAHWUS — HAMOMHEHUS — repMeTm3aunm», UCnonb3yemoe
B acenTU4eckoMm NPOU3BOACTBE M MMeloLlee 30HYy knacca A ¢ apdeKTUBHbIM MOTOKOM BO34yXxa, MOXeET OblTb
YyCTaHOBMEHO, MO KpawHen mepe, B 30He krnacca C npu ycrioBuMM MCNONb30BaHUSA OAEXAbl, MPUMEHAEMON B
30Hax knaccos A u (unu) B. MNMpounsBoacTBeHHas cpefa B OCHALLEHHOM COCTOSIHUWM [OIDKHA COOTBETCTBOBATHL
YCTaHOBIMEHHLIM HOPMATMBaM MO YacTuLamM U MUKPOOPraHn3Mam, a B 3KCMyaTMpyemMoM COCTOSHUN — TONBKO No
MWKpOOpraHnsMam. YCTPOWCTBO ANA «BblAyBaHWA — HamnofiHEHWS — repmeTu3auum», WCnosib3yemoe B
Npou3BOACTBE MNPOAYKLMK, noanexaiien UHULLHOW CcTepunu3auny, AOIDKHO YCTaHaBNMBaTbCA MO KpanHen
Mepe B 30He knacca D.

27 YuuTblBasi 0COGEHHOCTM TEXHOMOMMM «BblOYBaHWE — HamMoOfIHEHWE — repmeTu3auusi», Heobxoanmo
obpauwate ocoboe BHUMaHWE Ha:

- KOHCTPYKLMIO U KBanmdukauuo obopygoBaHus;

- Banvaaumio 1 BOCNpoM3BOANMOCTb MPOLIECCOB «OYUCTKA HA MECTE» U «CTepUnm3aLmns Ha MecTey;

- MPOCTPAHCTBO YMUCTOrO NMOMELLEHNS, KOTOPOE SIBMSIETCS NPOM3BOACTBEHHONW Cpedoin Ans pa3MeLLeHHOro
Tam o6opynoBaHus;

- 06y4YeHne onepaTopoB U UX oaexay;

- OEenCcTBMS B KPUTMYECKOW 30He obopynoBaHuMsl, BKOYasl BbIMNONHEHWE noAcoeauHeHuid U cbopku B
acenTUYecKUx YCroBuaX 40 Havana HanosrHeHus!.

Mpoaykuus, noasepraemasa (OpMHULIHON CTEpUNM3aLmm

28 lMoprotoBka KOMMOHEHTOB MEPBUYHONM YMaKOBKM UM APYrMX MatepuarnoB U NpoM3BOACTBO GONbLUMHCTBA
BMOOB MPOAYKUUN OOIDKHbI MPOBOAUTBCA B MPOM3BOACTBEHHOW cpede Mo KpawHenh Mmepe krnacca D, 4ToObl
obecneyntb AOCTaTO4YHO HU3KNN YpoOBE€Hb PUCKOB KOHTaMMHauunm 4YactumbamMm U MUKPOOPraHM3ImMamu,
noaxogawmn ans ounbTpaumMm u ctepunmnsaumm. Ecnm MmkpobHasa KoHTaMUHaUUS NpeacTaBnsieT BbICOKAE UIU
0COBEHHbIE PUCKM ANS NpoOyKUMK (Hanpumep, Korga NpoAayKuusa SBASETCA XOPOLLen NuTaTenbHon cpegon ans
pocTa MMWKpOOPraHuamoB, nuMbo ee cTepunu3auuym npeawecTByeT ONUTErNbHbIN Nepuod BpemeHu, nmbo
TEXHOMOrM4yeckni npouecc BefeTcsa MO Gonblier 4YacTu B OTKPbITbIX E€MKOCTSIX), MPUroTOBNEHWe cnenyeT
OCYLLLECTBNATb B NPOU3BOACTBEHHON cpefe knacca C.

29 HanonHeHwe npoaykTamu, nognexawmmm QUHUWHON CcTepunusauum, OOMMKHO npoBOAMTLCS B
Npou3BOACTBEHHOM cpeae, No KpanHen mepe, knacca C.

30 lMpy NOBLILEHHOM PUCKE KOHTaMWHaUMM NpoaykTa OT NMPOW3BOACTBEHHOW cpenpbl (HanpuMmep, ecnu
onepauum HanosnHeHWs NPoxXoadaT MeANeHHO UMM YNakoBKWM MMEIOT LMPOKOe roprio, Unu ux Heobxoammo
aepxaTb OTKpPbITbIMU BGonee HeCKONMbKMX CEKyHA OO0 repMeTusaumun) HanofHeHWe OOIPKHO MPOBOAWTBLCS B 30HE
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knacca A c NpPou3BOACTBEHHOW cpenon, No kpavHen mepe, knacca C. [NpurotoBneHve u hacoBky masen,
KPEMOB, CYCMNEH3UN 1 3MYNbCUIA Nepes PUHULLIHOW CTepUnu3aumen HeobXo0AMMO, Kak NpaBuso, OCyLLEeCTBSATL B
npon3BoACTBEeHHOW cpeae knacca C.

AcenTtuyeckoe npou3BoaCTBO

31 Onepaumm C KOMMOHEHTaMu MEPBUYHON YMAKOBKM M OPYrMMW Matepuanamu nocrnie MONKA LOJIKHbI
NPOBOAUTLCA B MPOM3BOACTBEHHOM cpefe, MO kpanHen mepe, knacca D. O6paboTky CTEpPUIbHbIX UCXOOHbIX
mMaTepuanoB U KOMMOHEHTOB, €Cnv B JarnbHelleM He MpefyCMOTpeHa cTepunusauusa unu ctepunusyrollas
GunbTpaums, crneayeT oCcyLWecTBNATL B paboyen 30He kracca A ¢ Npon3BOACTBEHHONM cpeaov knacca B.

32 lNpurotoBrneHne pacTBOpPOB, KOTOPbIE B XOA4E TEXHOMOrMYEeCcKoro npouecca noanexar CTepunusyioLlemn
unbTpaumm, JOIPKHO NMPOBOAMTBLCS B NMPOM3BOACTBEHHON cpefe knacca C. Ecnu ctepunuayiowas dpunbtpaums
He NpPoBOAUTCH, TO MOArOTOBKY MaTtepuarnos 1 NPON3BOACTBO NPOAYKLUN HEOBXOAUMO OCYLLECTBNSATL B paboyen
30He Knacca A ¢ npon3BOACTBEHHOM cpeaon knacca B.

33 MNpoBoanTb 06paboTKy M HaNOMHeHWe NPOAYKLUN, NPUrOTOBNEHHOW B aceNTUYECKMX YCMNoBMSAX, cneagyet
B paboyen 30He kracca A ¢ NpoM3BOACTBEHHOM cpeaon knacca B.

34 Tepepadvy (TPaHCMOPTUPOBKY) HE OKOHYATENBbHO YKYMOPEHHbIX MEPBUYHbLIX YMAKOBOK C MpoAyKUMEN
(Hanpumep, NMOMUIM3NPOBAHHON) OO0 3aBepLUeHUs npouecca YKYnopkun HeoBxoauMMO OCyecCTBASATb B 30HE
knacca A, Haxogslwencs B NPOU3BOACTBEHHOW cpefde knacca B, unm B repmeTnyHbIX nepenaToyHbIX
KOHTeVHepax B NpOM3BOACTBEHHOW cpee knacca B.

35 lMpurotoBneHve u HanMosHEHWE CTEepPWrbHbIX Masen, KPemMoB, CYCMEH3UNn U 3MynbCUi HeoBXOaMMO
OCYLLECTBMATb B 30HEe knacca A, Haxofgsllencs B NPOM3BOACTBEHHOW cpefe knacca B, ecnu npogykuus
HaxoAWTCA B OTKPbITbIX EMKOCTAX U B AaNbHENLLEM HE NOABEPraeTcs CTEPUNM3YIOLLEN PUnbTpaLmn.

MepcoHan

36 B umcTbix nomelleHusx (30Hax) [OMycKaeTCs HaxoXOeHue TOMbKO MUMHUManbHO Heobxoammoro
KonuMyecTBa nepcoHarna; YTo OCOOEHHO BaXKHO Ansl acenTMYecKoro Npov3BOACTBa. [1poBepkU M KOHTPOSbHbIE
onepauuv cnegyeTt NPOBOAUTb, MO BO3MOXHOCTU, HAXOAACh 3a NpeAenaMm YACTbIX NOMELLEHWI (30H).

37 Becb nepcoHan (B TOM 4ucCrie MEPCOHarn, 3aHSTbI OYUCTKOM UM TEXHUYECKUM OBCny>XMBaHWEM),
paboTaloWwmnin B YUCTbIX MOMELLEeHMsAX (30Hax), OOSKEeH MpoxXoauTb perynspHoe obyyeHuMe no Borpocam
Haanexallero NpousBoACTBa CTEPUNbHOW MPOAYKUUW, BKIOYasS BONPOCHI FTMIMEHbI U OCHOBbI MUKPOBMONOrnu.
Ecnn HeobxoguMmo, 4TOObI MNOCTOPOHHME COTPYOHMKM, He npolealne Takoro obyyeHus (Hanpumep,
paboTatoLme No KOHTPaKTy CTPOUTENU UMM HanagyMkn obopygoBaHUs), HaxoguUNUCb B YACTOM MOMELLEHUM, TO
OHW [JOMKHblI ObITb NOAPOBHO MNPOMHCTPYKTUPOBAHbI, M 3a HUMW [OIMKHO ObiTb YCTAHOBNEHO CTpOroe
HabniogeHue.

38 Bxof B nomelLeHus (30HbI) CTEPUITbBHOIO NPOM3BOACTBA NepcoHana, paboTaroLero ¢ CbipbeM N3 TKaHEN
XMBOTHBIX WNU KynbTypamu MUKPOOPraHM3MOB, KOTOpble HEe WCMONb3YITCA B TEKyLEeM TeXHONOorm4yeckom
npoLecce, He JOMycKaeTcs, eCn NepPCoHanomM He CobMAeHbl YETKO YCTAHOBIEHHbIE NPOLEeaypbl B OTHOLLEHWM
BXoJa B MOMeLLEeHUS (30Hbl) CTEPUIBLHOrO NPON3BOACTBA.

39 Heobxogumo BbLIMONHATL TpeboBaHUS K NWYHOW rurmeHe u uuctote. [lepcoHan, 3aHATbIA B
NPON3BOACTBE CTEPUIbHbBIX NEKapCTBEHHbBIX CPeACTB, AOIMKEH ObITb NPOVHCTPYKTMPOBaH O TOM, YTO OH 06HA3aH
coobwaTtb O ntobbix OOCTOATENLCTBAX, KOTOpble MOryT ObiTb MPUYMHOM PACNPOCTPAHEHUST aHOMAaslbHOro
KonuMyecTBa WM BMAOB KOHTaMUHAHTOB. [IpM BO3HWMKHOBEHMM Takux o06CTOATENBCTB HEO6XO0aMMBI
nepuoguyeckne MeguLuHCKME OCMOTPbl COTPYAHUKOB. [leNCTBMSA, KOTOpble HeobXooumo npeanpuHATb B
OTHOLLUEHMW nepcoHana, KOTOpbl MOXET CTaTb MCTOYHUKOM MUKPOBHOM KOHTaMUHaUMKW, OOIDKHbI OnpeaensiTbCs
crneumnanbHO Ha3HaYeHHbIM KOMMETEHTHBIM NINLIOM.

40 B umucTbIX 30Hax 3anpewaeTtcs HOCWMTb HapydHble Yacbl W OBENMPHbIE YKpalleHWs, a Takke
UCnonb30BaTb KOCMETUKY.

41 TlepeogeBaTbCA U MbITbCA HEOOXOAMMO B COOTBETCTBUM C WHCTPYKUMAMW, MPUHATBIMU B hopme
NUCbMEHHOIO JOKYMEHTA M pa3paboTaHHbIMU TaK, YTOObl CBECTU K MMHUMYMY PUCK KOHTaMUHaLUUWM oaexabl Ans
paboTbl B YACTbIX 30HAX UMM BHECEHMS KOHTAMWHAHTOB B YMCTbIE 30HbI.

42 Opexpa M ee KayecTBO AOMKHbl COOTBETCTBOBATb TEXHOMOMMYECKOMY MpOLieccy U Knaccy pabouen
30HbI. E€ HyXHO HOCUTB Tak, YTOObI 0becneynTb 3awmnTy NPOAYKLNN OT KOHTaMUHAaLWUN.

43 [Ona paboTbl B 4MCTbIX MoOMelleHusix (3oHax) krnacca D Bonockl, 6opoga M ycbl (MpU Hanmu4uum)
nepcoHana AOMKHbl OblTb 3aKpPbIThl, CrieayeT HOCUTb OBbIYHBIN 3aLUUTHBIA KOCTIOM M COOTBETCTBYHOLLYIO 0DOYBb
unn 6axunbl. JOmkHbl ObITb MPUHATBEI COOTBETCTBYIOLLME MeEpbl ANs NpedoTBpalleHns fobon KOHTaMUHaLUMK
YNCTOM 30HbI N3BHE.

[ns paboTbl B YNCTbIX NOMeLLEeHUsIX (3oHax) krnacca C Borocsl, 6opoga v ycbl (Mpy Hanuynm) SOMKHbI BbITb
3aKpbIThbl, criefyeT HOCUTb KOMOWMHE3OH UM BproYHLIA KOCTIOM, MAOTHO obnerarowmin 3ansacTbsd U UMEOLNIA
BbICOKMI BOPOTHUK, a Takke COOTBETCTBYOLWYO 00yBb unn Gaxunol. OT ogexabl n obyBM MpaKTU4ECKU He
OOMKHbI OTAENATLCA BONOKHA UNWN YacTuubl.

Ona paboTbl B 4YMCTbIX MOMeLeHuaX (3oHax) knaccoB A unu B ronosHon ybop AOMKEH MOMHOCTbLIO
3aKpbliBaTb BOMOCHI, a Takke 6opody u ycbl (MPY HanU4Mn) U JomKeH 6biTb BCTaBMEeH B BOPOTHUK KOCTIOMA, Ha
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nvue cregyet HOCUTb Macky Ans nNpefoTBpalleHuUs pacnpoCTpaHeHWs Kanenek, a Takke crnegyeTr HOCUTb
COOTBETCTBYIOLLMM 06pa3oM NPOCTEPUNU3OBaHHbIE U HEONYAPEHHbIE PE3NHOBLIE UMK NMACTUKOBbLIE NepYaTku 1
NPOCTEPUMNN30BAHHYIO NN NPOAE3MHULMPOBAHHYIO 00YBb. HWXHUE Kpas LWTAHUH AOMKHbI OblTh 3anpaBneHbl
BHYTPb 00YBM, @ pykaBa ogexabl — B nepyaTku. 3aluTHas ogexaa NnpakTuyeckn He JOMKHA BblAENATb BOSTOKOH
WIK YacTuL 1 OOMKHA 3a4epXXnBaTh YacTuLbl, OTAENSAOWMNeCs OT Tena.

44 Ynn4Hylo ogexay 3anpelaeTcs BHOCUTb B KOMHAThI Ans NepeofeBaHnst, KOTopble BeayT B NMOMELLEHUS
knaccoB B n C. Kaxabli coTpygHMK B 30He knaccoB A n B pomkeH ObiTb obecnevyeH YMCTON CTEpUIbHOM
(MpocTepunM3oBaHHON MM MpoLledLlet COOTBETCTBYIOLLYI0O CaHMTapHyt0 06paboTKy) 3aluTHOM o4eXxaon Ha
Kaxkgyto paboyyto cmeHy. NepyaTkm BoO BpeMsi paboTbl HEOBXOOAMMO perynsipHo aesvHduumupoBaTtb. Macku u
nepyaTkM HeOBXOANMO MEHSATh, MO KPaHEN Mepe, KaXKay CMEHY.

45 Opexay ANns YACTbIX NOMeLLEeHM HeobxoamMMo ouniaTtb 1 obpabaTtbiBaTbh TakuMm 0Bpa3om, 4Tobbl OHa
BMOCNEeACTBUN HE CTAHOBMMACh NPUYMHON KOHTaMUHaUUK. JTU onepaLumm cneayeT BbINOMHATL B COOTBETCTBUM
C NMUCbMEHHBIMU UHCTPYKUUAMKU. [INa noaroToBKM Takow OAeXAbl XenaTtenbHO MMeTb OTAEeNbHble MpayeyHble.
HenpasunbHasa obpaboTka ogexabl NoBpexaaeT BONOKHA/TKaHWU, YTO YBENUYMBAET PUCK OTAEMNEHMS YacTuLl.

MomelweHunn

46 B uucTbix 30Hax BcCe OTKPbITble MOBEPXHOCTU [AOMKHbI ObiTb MNagKMMW, HENpPOHULAEMbIMU WU
HenoBpeXaeHHbIMU, YTOObl CBECTU K MUHUMYMY OBpa3oBaHue M HaKoMMeHne YacTul, N MUKPOOPraHnM3moB, a
TakKke [OIMKHblI MO3BOMATb MHOFOKPATHO MPUMEHSTb MOKLWME WU, NpU HEOBXoAMMOCTU, Ae3uHUUMpyoLWme
cpeacTBa.

47 Ona yMeHbLUeHVUs1 HaKOMMeHus Mblin u obneryeHus ybopkM B NOMELLEHWUSIX HE AOMKHO ObiTb He
noagaroLLMXCa OYUCTKE YrnybneHnn n JOMKHO ObITb Kak MOXHO MeHbLLE BbICTYNalLWmMX Kpaes, Mook, wkados
n obopyaooBaHus. [1Bepu OOMKHbI ObITb CKOHCTPYMpoOBaHbl ©e3 yrnyGreHun, HegoCTYMHbIX AN O4YMCTKY,
pasaBWKHbIE OBEPU UCMONb30BaTb HEXenaTesbHo.

48 [logBecHble MOTOMKM OOSMKHbI ObITb FEPMETMYHBIMU C Lenbilo NpedoTBpalleHus KOHTaMuMHauuu r3
NPOCTPaHCTBA Hag HUMU.

49 MoHTax TpybonpoBOAOB, BO3AYXOBOAOB M ApYroro obopyanoBaHust cnegyeT BbIMOMHATL Tak, YToObl He
ObIro yrrybneHnn n He3akpbITbIX OTBEPCTUI, @ Takke OTCYTCTBOBANM NOBEPXHOCTU, HE AOCTYMHbIE NS OYUCTKM.

50 3anpelyaeTca ycTaHaBnvMBaTb PaKOBUHbI M CMMBbI B 30Hax kraccoB A unu B, ucnonb3dyembix Ans
acenTU4eckoro npoumsBoACTBa. B gpyrux 30Hax cnefyer npegycmaTpmBaTb paspbiB  CTPyM  Mexay
obopyaoBaHNEM UNN PAKOBMHOW U KaHann3auMoHHON Tpybon (BopoHkom). CTOKM B NONY B YNCTbIX MOMELLEHMAX
c 6Gonee HWM3KMM KMaccoM 4YMUCTOTbl AOJPKHbI ObITb o0bGecnedeHbl cudoHamMM MM rMaposaTBopaMu Ofis
npeaoTBpaLlleHnst obpaTHOro NoToKa.

51 lMNomelleHns ona nepeogeBaHns AOMKHbI ObITb CKOHCTPYMPOBAHbI Kak BO34YLUHbIE LUMO3bl U OOJPKHbI
ncnonb3oBaTbCca ANt obecneyeHnss pmsnyeckoro pasgeneHns pasHbiX 3TanoB CMeHbl oAexabl U CBOAUTb K
MUHMMYMY KOHTaMWHaLMIO 3aLUMTHOW OAeXAbl MWKpoopraHuaMamu u yactuuamv. OHu OormkHbl 3¢hdeKTMBHO
obayBaTbca OTUNBTPOBAHHLIM BO3AYyXOM. 30Ha nepef BbIXOAOM W3 MOMELLEHUA ONS NepeofeBaHust B
OCHAaLLEHHOM COCTOSHUM JOSDKHA MMETb TOT Xe KNacC YMCTOTbl, YTO U MoMelleHne (30Ha), B KOTOPYK OHa
BeaeT. B HekoTOpbIX cnyvasix Ans BXxoga B YNCTbIE MOMELLEHUS (30HbI) U BbIXOAa U3 HUX LienecoobpasHo MMeTb
OTAEenbHble MNOMELLeHUs Ans nepeogeBaHus. Kak npaBuno, YCTPOMCTBA AONA MbITbA PYK OOSMKHbI ObITh
pacnonoXeHbl BHYTPU KOMHAT ANs nepeogeBaHus Heganeko OT BXOAa B HUX.

52 O6Ge ABepy BO3QYLIHOMO LWM3a He MOryT ObITb OTKPbITbI OQHOBPEMEHHO. [nsi npefoTBpalleHus
O[HOBPEMEHHOro OTKpbiBaHMS Gonee ogHoM ABepu AommkHa paboTaTb GNOKMPOBOYHAs cucTema UM cucTema
BM3yarnbHOro 1 (Mnu) 3BYKOBOTO NPeAyNpeXaeHus.

53 lNogaya OTOMNBTPOBAHHOrO BO3AyXa AOSPKHA NOAAEpXKMBaTb MOMOXKUTESbHLIN nepenag AaBreHus
OTHOCUTENBHO NMPOW3BOACTBEHHLIX 30H C O0nee HU3KMM KIaccoM Npu BCeX paboumx YCNOBUSIX, @ BO3OYLUHbIV
NMOTOK JOMMKeH 3deKTUBHO 0O0TeKkaTb 30HY. CMeXHble MOMELLEHMS C pasHbIMU KnaccamMy YUCTOTbl OOJIKHbI
nmeTb pasHuuy B gasnexHum 10 — 15 lMa (HopMaTuBHOe 3HadveHne). Ocoboe BHMUMaHWe crieqyeT yaensaTb 3almre
nomeLleHns (30Hbl) HaMbOMbLUMX PUCKOB Afsl KayecTBa NpoAyKuuKu, TO eCTb MNPOM3BOACTBEHHOW cpefe,
HEnocpeaCcTBEHHOMY  BIIUSIHAIO  KOTOPOW  MNoABepraeTcsi  MPOAYKUMS WM OYMLLEHHbIE  KOMIMOHEHTHI,
KOHTaKTUpytoLme ¢ npogykumen. [onyckaroTcs pasHble BapyaHTbl B OTHOLWIEHMM MOAayun BO3Adyxa M nepenaga
OaBreHui, KoTopble MOryT noTpeboBaTbCs 13-3a NPUCYTCTBUSA HEKOTOPbLIX MaTepunanoB (HanpMMep, NaTOreHHbIX,
BbICOKOTOKCUYHbBIX, PaAMOaKTUBHbIX MaTepUarnoB UM XMBbIX BUPYCOB, UM GakTepuanbHbiX Matepuanos, Unm
NEKapCTBEHHbIX CPEACTB M3 HMX). [ns HEeKoTopbiX onepaumi MOXeT ObiTb Heobxoauma AekoOHTaMuHauus
nomMeLleHnn n obopynoBaHusa 1 obpaboTka Bo3ayxa, yaansiemMoro n3 YncToro MoMeLLEeHUs (30Hbl).

54 CnepyeT HarnagHo NpoAEeMOHCTPUPOBATh, YTO HamnpaBfeHMe BO3AYLUHbIX MOTOKOB He MpeacTaBnseT
pUCKOB [ONs KOHTaMuMHaLMM NpoAaykTa, Hanpumep, criefyeT YAOCTOBEPUTLCH, YTO B MOMeLLeHuEe (30HY),
npeacTtasnsolee HanbonbLLMe PUCKU AN KaYeCcTBa NPOAYKTa, C BO3AYLLUHbLIM MOTOKOM He NOCTynalT YacTuLlbl,
WUCTOYHMKaAMUN BbIAENEeHUs KOTOpbIX SBMASAIOTCA OBCMYXUBAKOLMIN MNepcoHan, BbINOMHAeMas onepaums unu
obopyaoBaHue.

55 CnefnyeT npegycMoTpeTb CUCTEMY aBapUMHOro oroselleHns 06 oTka3e CUMCTEMbl BeHTUNsUMW. Ecnu
pasHuLa B AaBMEHUN MEXAY OBYMS NMOMELLEHUSAMU SIBNSETCA KPUTUYHOW, MeXAYy HUMM HEODXOAMMO YCTaHOBUTb
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OaTyUKM nepenaga pAaBlieHUA. 3HauveHuns nepenaga paBlieHUA Heobxoammo perynapHo 3anucbiBaTtb WK
Od)OpMJ'IﬂTb OOKYMEeHTallbHO UHbIM cnocobom.

O6GopynoBaHue

56 He ponyckaeTtcsi, 4Tobbl Yepes neperopoAky, OTAENALYy noMelleHne (3oHy) knacca A unn B ot
NPoOn3BOACTBEHHOW 30HbI C Bonee HU3KOM YMCTOTOW BO3AyXa, NPOXOAMIa NeHTa KOHBeWepa, 3a UCKMNoYeHneM
crnyyaeB, korga cama neHTa MoABepraeTcsl HenpepbiBHOW CcTepunusauuu (Hanpumep, B CTEPUNN3aLUOHHOM
TYHHene).

57 Hackonbko 37O BO3MOXHO MpakTuyecku, obopygoBaHue, UTUHIM (MecTa COEeAMHEHWS) U 30HbI
obcnyxvnBaHus OOMKHbl OblTb  CMPOEKTMPOBaHbI W yCTaHOBMEHbl Takum obpa3oM, u4Tobbl paboTbl C
obopygoBaHveM, ero TexHuyeckoe Oo6CnyXMBaHME WM PEMOHT MOXHO ObIflo MPOBOAWUTL CHAPYXW YMCTOro
nometleHus (3oHbl). Ecnn Heobxoamma cTepunusaums, To oHa AOkHA ObiTb NpOBeAeHa nocne MakcMmarbHO
nosnHom cbopkn o6opyaoBaHUs.

58 Ecnu TexHu4eckoe obcnyxusaHme obopyaoBaHus 66110 NpoBegeHO BHYTPU YMCTOrO NomeLLeHust (30HbI)
N HeobXxoaMMble HOPMbl YUCTOTbI U (M) acenTukn BbiNn HapylleHbl BO BPeMs 3TOW paboTbl, TO NoMeLleHve
(30Ha) OMKHO BbITb OYULLIEHO, MPOAE3NHMDULMPOBAHO U (MNK) NPOCTEPUNU30BAHO (B 3aBMCMMOCTU OT TOrO, YTO
noaxoauT) A0 BO30OHOBMEHNS npouecca.

59 YcrtaHoBKkM [AOns NOAroTOBKM BOAbl M CUCTEMbl €e pacnpefefieHns crnegyeT NpOeKTMpOBaTb,
KOHCTpyupoBaTb K  3KCnnyaTupoBaTb Tak, 4Tobbl obecneuntb HagexHoe obecnedyeHne BOAOM
COOTBETCTBYIOLLIErO KayecTBa. VX Henb3s aKkcnnyaTupoBaTb CBEPX MPOEKTHOW MOLLHOCTW. Bogy Ansa nHbekumn
HeobXoOMMO MpoOM3BOAUTb, XpaHWTb W pacnpedenaTtb Takum obpa3om, 4ToObl MpedoTBpaTUTL POCT
MWKPOOPraHNM3MoB, HanpmMmep, 3a CYeT ee NOCTOSHHON LMpKynauuv npu temnepatype Bobiwe 70 °C.

60 Takoe obopynoBaHue, kak CTepunu3aTopbl, CUCTEMbl 06paboTkM 1 unbTpaunn Bo3gyxa, BO3AYLUHbIE U
rasoBble (UMbTPbI, CUCTEMbI 06paboTKKN, MNONYYEHUS, XPaHEHUS U pacnpedeneHns BOAbl, AOIDKHO noanexartb
Banugauum u NNaHoBOMY TeXHUYEeCKOoMy obcrnyxuBaHuio. Ha ero noBTOpHOe BBeAEHME B SKCMNIyaTaumio JOMMKHO
ObITb Bbli4AHO paspeLleHne.

CaHuTapus

61 CanuTapHasi 06paboTka YMCTbIX MOMELLEHMI (30H) MMeeT 0cob0 BaXHOe 3Ha4YeHue. MNomeLleHns (30HbI)
HeoOX0AMMO TLATENbHO O4YMWaTb B COOTBETCTBUM C WHCTPYKUMEW, MpPUHATOM B popme MNMCbMEHHOro
OokyMeHTa. B cnyyae npoBefeHvs gesvHdekuun cnegyet NpUMEHATb HECKOMNbKO TMMOB Oe3VHMULMPYHOLLNX
cpeacts. [na BbiSBNEHMS pas3BUTUS PE3UCTEHTHbIX LITAMMOB MWKPOOPraHM3MoB crnegyet MnpoBOAUTb
perynapHbi KOHTPOIb.

62 Mowwme wun gesMHpUUMPYOWME CpeacTBa HEOOXOAMMO  KOHTPOMMpPOBaTb B OTHOLUEHUMU
MUKpoOMonormyeckon YncToTel. VIx pacTBopbl cnegyeT AepxaTb B NpegBapuTeNibHO OYMLLEHHbIX KOHTenHepax
(Tape) n XpaHUTb NULLb Ha MPOTSHKEHUWN YCTaHOBIEHHbLIX CPOKOB, 3a WCKMIOYEHMEM TEX pacTBOPOB, KOTOpble
npoctepunusoBaHsbl. MotLwme u gesvHduumMpylolmMe CpeacTea, UCMNonNb3yeMble B NOMELLEHUSX (30HaX) KnaccoB
A v B, nepen ncnonb3oBaHnem OMKHbl ObITb CTEPUNBHBIMMU.

63 Ona CHWKEeHNss MUKPOBHOM KOHTaMuMHauuW B HEOOCTYMHbIX MeCcTax MOXeT ObiTb nonesHa ymuraums
YNCTbIX MOMELLEHNI (30H).

TexHONorM4yeckum npouecc

64 Ha Bcex cTagusix NpOM3BOACTBA, B TOM 4WCRe Ha CTaausx, NpedlecTBYOLIMX CTepunMsauuu,
Heo6X0aMMO NPUHMMATL Mepbl, CBOASALLMNE K MUHUMYMY KOHTaMUHALIMIO.

65 He gonyckaeTtcs NpoM3BOACTBO NEKApCTBEHHbIX CPeACTB MUKPOGUONMOrMYECKOro NPOUCXOXOEHNS UN UX
hacoBka (HamonHeHWe KOHTeMHepoB) B MOMELUEHUAX, WCMONb3yeMblX [ONsS  MNPOU3BOACTBA  APYIUX
neKapcTBeHHbIX CpedcTB. BakuuHbl, cogepxalume youTble MUKPOOPraHuambl Unu GakTepuanbHble 9KCTPaKThbl,
nocrne MHaKTUBauuyu MoryT GblTb paccacoBaHbl B TeX e MoMelleHMsIX (30Hax), YTo U Apyrue cTepurbHble
nekapcTBeHHble cpeacTBa.

66 Banupauusa npoueccos, NPOBOAMMbBIX B acenTUYECKUX YCMNOBUSIX, AOJDKHA BKMOYaTb MoAenupoBaHue
npouecca C MUCMofb3oBaHMEM MUTaTeNbHOM cpedbl (HamnonHeHWe nuTaTenbHbIMK cpegamu). MuTaTenbHyo
cpedy cneayeT BbloMpaTb C  YY4EeTOM JeKapCTBEHHOW (POopMbl IEeKapCTBEHHOTO CcpedcTBa, a Takke
CeNneKTUBHOCTU, MPO3PaYHOCTU, KOHLEHTPAaLMN U NMPUrOAHOCTU NUTATENbHOW cpeabl ANs CTepunusaumi.

67 MopenupoBaHue npouecca AOMKHO Hanboree TOYHO UMUTUPOBATbL CEPUIAHBLIN MPOLIECC acenTU4ecKoro
MPOM3BOACTBA M BKMoYaTh B cebsi ero mocriegoBateribHble KpuTMYeckue ctaguu. Takke criefyeT yuuTbiBaTb
pasnvyHble BMeLlaTeNbCTBa, KOTOPbIE MOTYT BO3HUKHYTb BO BPEMsi OGbIMHOMO NMPOM3BOACTBEHHOIO MnpoLiecca, a
TaKKe CUTyaUuUn «HauXyawero crnydyasy.

68 MopgenvpoBaHve npouecca npu nepBoHavanbHOW Banugauuy AOMKHO BKNoYMaTh 3 nocreaoBaTenbHbIX
YOOBETBOPUTENbHBIX UCMbITAHUA AN KaXKOOW CMeHbl ornepaTopoB. B ganbHeiwem ux cregyet MOBTOPATb
yepes3 YCTaHOBMEHHbIE MPOMEXYTKM BPEMEHW, a Takke nocre nboro CyLeCTBEHHOrO U3MEHEHUS B CUCTEME
BEHTUISALMN U KOHOMLMOHMPOBaHUS Bo3gyxa, obopyaoBaHuK, npolecce unm konndectse cMmeH. Kak npasuno,
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MoAenupylowmne npouecc UCMbITaHusa criegyeT NOBTOPATb 2 pasa B rof Ans Kaxaoh CMeHbl OnepaTopos U
Kapkgoro npotecca.

69 KonuyectBo KOHTENHEPOB (MEPBMYHBIX YNAKOBOK), NpeHa3HavYeHHbIX AN pacoBKM NUTaTenbHbIX cpes,
OOMKHO OblTb JOCTaToOYHbIM, 4YTOObLI OGecneynTb OOCTOBEPHYIO OLUeHKy. B cnyvae Hebonblunx cepuin
KOMNMMYeCTBO KOHTEMHEPOB ANs PaCoBKU NUTATENbHbIX Cpen AOMKHO Kak MMHMMYM COOTBETCTBOBAaTb pa3mMepy
cepun npoaykumn. Heobxoammo CTpemMuTbCs K OTCYTCTBMIO pOCTa MWKPOOPraHuM3MoB, Mpu 3TOM cnegyet
NPUMEHSTb Takue HOPMbI:

- B CInyyae HanosnHeHunss meHee 5000 eguHML NPoOaYKUMK, HE OOIMKHO ObITb HM OQHOW KOHTAMUHUPOBAHHOWM
eauHULbI;

- B cnyvae HanonHeHusa ot 5000 go 10000 eguHuML npoayKumm:

a) Hannyne 1 KOHTaMWHUPOBAHHOW eOUHWLbI SBMSIETCA OCHOBaHMEM AN paccrefoBaHWs NPUYUH U

NMOBTOPHOW (PaCoBKM NUTATENbHbIX CPes;

b) HannumMe 2 KOHTAaMMHUPOBAHHLIX €AMHUL, SIBMSIETCS OCHOBAHWEM [Nsi paccrefoBaHWUst MPUYUH U

NOBTOPHOW Banugauuu;

- B cny4ae HanonHeHus cebiwe 10000 eguHnLL:

a) Hannuyme 1 KOHTaMMHMPOBAHHOW eOUHULIBI SIBNISIETCA OCHOBaHWEM Afsi paccnefoBaHns NpuYmH;
b) HannumMe 2 KOHTAaMMHUPOBAHHLIX €OMHUL, SIBMSIETCS OCHOBAHWEM NSl paccriefoBaHWUst MPUYUMH U

NMOBTOPHOW Banuaauuu.

70 TNpn nobom konuyecTBe MNEpPBUYHBIX YNAKOBOK C MNUTATENbHOW CPedon nepuoauyeckme crnydam
obHapyXeHns MUKPOOHOM KOHTaMUHALMKM MOTYT yKasblBaTb HAa Hannyne HeGONbLUMX YPOBHEW KOHTaMWHAHTOB,
YTO OOIMKHO ObITb paccrnegoBaHo. [py OGHapyXeHUU 3HaAYUTENBHOW MUKPOOHOM KOHTaMuMHauuu criegyeT
paccMOTpeTb BO3MOXHOE BMNUAHWE Ha CTEPUNbHOCTb CEPUIA, BbINYLLEHHbLIX MOCne NpoBeAeHUs MOocneaHnx
YCMNELUHbIX UCNbITAHWUI C HAaNoNHEHNeM nNuTaTerbHbIMU cpeaamu.

71 Heobxogumo obGecneunTb YCrnoBus, MNpu KOTOpbIX nobas Banupauus He co3gaeT pucka Aans
TEXHOMNOrM4YeCKnX NpoLLEecCcoB.

72 WNcTovHukm BogocHabxeHus, obopygoBaHue Ansi NOAroTOBKM BOAbl U MPUrOTOBMEHHAst BoAa noanexar
perynsapHOMYy MOHUTOPUHIY Ha HanMyne XMMUYEeCKMX U BMONOrmMYecknx KOHTaAMMHAHTOB U, NPU HEOBX0ANMOCTH,
Ha Hanu4ne 3HOOTOKCUHOB. Pe3ynbTaTbl MOHUTOPMHIA M NIOBLIX NPEAnPUHATLIX 4ENCTBUIA crnegyeT odopMsTb
OOKYMeHTanbHo.

73 B uucTbix nomelleHusix (3oHax), OCOBEHHO B Xxode npouecca acenTM4eckoro npou3BOACTBA,
OeAaTenbHOCTb NepcoHana AoImkHa OblTb MMHMMAnbHOW, a ero nepeaBwXeHWe AOIMKHO ObiTb METOOUNYECKUM U
KOHTpONMMpyeMbIM BO M30exaHue W30bITOYHOro BbIAENEHUS YacTuL, U MUKPOOPraHM3moB, OOYCIOBMEHHOrO
MOBLILEHHON ABUraTenbHOW akTUMBHOCTLIO. TemnepaTypa M BRaXHOCTb NPOW3BOLACTBEHHOW cpefdbl LOMXKHbI
ObITb HE OYEHb BbICOKMMU, YTOOLI HE co3aaBaThb AUckoMdopTa C y4eTOM CBOWCTB UCMOMNb3YEeMOW OAEXAb!.

74 MwukpobHasi KOHTaMUHaUMSA WMCXOOHbBIX M YNAKOBOYHbLIX MaTepuanoB AOMMKHA OblTb MWUHUMAaNbHOW.
Cneumndmkauum Ha HUX OOSPKHbI BKNOYaTb B cebst TpeboBaHMs K MUKPOOMOMNOrMyeckon YnctoTe.

75 B u4ncTbIX NOMELLEHUSAX (30Hax) HeobxoAMMO CBOAMTb K MUWHUMYMY HanMyine KOHTEWHEpPOB U
MaTepunanos, OT KOTOPbIX BO3MOXHO OTAerneHne BOSTOKOH.

76 CnefyeT NnpyHMUMaTh Mepbl N0 NpefoTBpaLLeHNI0 KOHTaMUHaL MK roTOBOM NPOaYKLUUKN YacTULaMu.

77 Tlo OKOHYaHWM Mpouecca O4YUCTKM KOMMOHEHTOB, KOHTEMHEPOB M 00OpPYyOOBaHWs C HUMW crnegyeT
0bxoauTbea Tak, YTobbl HE Mponcxoamna Nx NOBTOPHAs KOHTaMUHaUUS.

78 WHTepBanbl BpeMeHW Mexay MOWKOMW, CYLUKOW U CcTepunusaumein KOMMOHEHTOB, KOHTENMHEpPOB W
obopyaoBaHUsl, a TakkKe MexXay WX CcTepunusauuerin M MocrnefylLlnM UCMNOoNb30BaHUEM [OOMKHbI ObITb
MWUHUManNbHBLIMW N UMETb OrpaHNYeHne No BpeMEHN, COOTBETCTBYHOLLEE YCNOBUSM XPaHEHMS.

79 Bpems Mexgy Havanom MpUroTOBMEHUA pacTBoOpa M ero Ccrepunu3auvMen UnvM CTepunmayloLLen
unbTpaumen JOMKHO ObiTb MUHMMarbHBLIM. [Ns KaX4oro Buaa NpoaykuunM criefyeT YyCTaHOBUTL MakCMMarbHO
AOnycTMMOe BpeMs C y4eTOM ero cocTaBa U yCTaHOBINEHHOTO MOPSiAKa XPaHEHWS.

80 [lMepen crepunusaumen HEOOXOAMMO KOHTPONMPOBaTb YPOBEHb MMUKPOOHOW KOHTaMuHauuW. [OIKHbI
ObITb yCTaHOBMNEHbl paboyme rpaHyubl KOHTaMMHaUUW HEenocpeaCTBEHHO neped crepunusauuven, KoTopble
COOTHOCATCA C 3PEKTUBHOCTBID UCMOMb3yeEMOro Metoda. YpoBeHb MUKPOOHOW KOHTamuHaumm cnegyeT
KONMMYEeCTBEHHO onpeaensTb ANS KaX4ow cepun nNpoAayKuMu, HamnoMHEHHOW B acenTUYeCcKux YCroBusaX, M Ans
Kaxxgon cepuu npoaykuuu, noasepraemMont (UHULLHOW cTepunu3auun. Ecnn gna nekapcTBeHHbIX CPeacTs,
noaBepraemblx (PMHULLHOW CTepunmn3aumm, yCTaHoBMEHbl Bonee xecTkMe napaMeTpbl CTEPUNn3aLmmn, ypoBeHb
MUKPOOHOW KOHTaMMHALMM MOXHO KOHTPONMPOBaTb TOMbKO Yepe3 COOTBETCTBYHOLIME MHTEpBasbl BPEMEHM
cornacHo rpadgwuky. B cnydae cuctem Bbinycka nNo napamMeTpam onpefeneHne MUKPOOHON KOHTaMUHaLMK
cnegyeT NpoBOAWUTb ANSA KaXOoOW cepum U paccMaTpuBaTb Kak UCMbITaHMe B npouecce npoussoactsa. [pu
HeobXxoAMMOCTU criegyeT KOHTPONnMpoBaTb YPOBEHb SHAOTOKCMHOB. Bce pacTBOpbl, 0COBEHHO WMHAY3NOHHbIE
Xugkoctn Gonbworo obbema, HeobxooMmMo noABepraTb CTepunuaylolwen uibTpauMum Mo BO3MOXHOCTM
HernocpeacTBEHHO Nepe HanosHeHneMm.

81 KoMMNOHEeHTbl, KOHTENHepbl, obopyaoBaHWe wn nobble Apyrve npegmeTbl, HEOBXOOUMbIE B YMCTOM
nomMeLleHnmn (30He) Npy paboTe B acenTUYECKUX YCIOBUSIX, AOMKHbI BbiTb MPOCTEPUITM30OBaHbI U NepedaHbl Tyaa
Yyepe3 BMOHTMPOBAHHLIN B CTEHY MPOXOAHOW CTEPUNM3aTop C ABYCTOPOHHMM AOCTYNOM WX WMHbIM Cnocobom,
npegoTepaLlaLwWmMM KoHTaMyHaumio. Heropoune rasbl JOSMKHBI MPOXOAUTL Yepes punbTpbl, 3agepxusatowne
MUKPOOPraHn3mbl.
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82 3dbhekTBHOCTL MOBOro HOBOrO Mpouecca AoMkHa ObiTh MoATBEPXKAEeHa Npu Banvaauuu, KOTopyio
HeobX0aMMO perynsipHO MOBTOPSATbL B COOTBETCTBUM C MIAHOM, YYUTbIBAOLWMM rpaduk aKCryataumm, a Takke
npu NoGom 3HAYUTENBHOM U3MEHEHMM B NpoLiecce unu obopygosaHmu.

Crepunusauusa

83 Bce npouecchbl cTepunusaumMmM OOMMKkHbI NporTu Banuaaumo. Ocoboe BHUMaHME HeobGxoammo, ecnu
NPUMEHSAEMbIA METOA CTEPUNM3aLUN He ONUCaH B AENCTBYIOLLEM U34aHUN COOTBETCTBYIOLLEN hapMakonen unu
ucnonb3yetca Ang  NpoAaykTa, He SBASOWErocd npocTbiM  BOAHbIM UMW MacrnsiHbIM  pacTBOPOM.
MpegnoytTuTenbHbIM ABNSAETCA MEeTof TepMuyeckon cTepunusaumn. B nobom cnydae meton crepunmsaumm
[OJIDKEH COOTBETCTBOBATL JIMLEH3UN HA MPOM3BOACTBO U pErMcCTpaLuoHHOMY 4OChe.

84 [llepen BLIGOpOM nObOro npouecca crepunmsaunm HeobxoaMMO MPOAEMOHCTPUPOBATL C MOMOLLbIO
PUINYECKMX N3MEPEHUIA W, €CNM BO3MOXHO, OMOMOrMYecKNX MHOMKATOPOB, YTO OH MOAXOAUT ANs AaHHON
npoaykunm n 3heKkTBeH ans AOCTUXKEHUS HEOOXOAMMBIX YCNOBUIA CTEPUIM3ALMN BO BCEX YACTSIX KaXKOOro
TMna 3arpysku. Banugaumio npouecca HeoOXoANMMO MOBTOPSAThL Yepes3 YCTaHOBIEHHbIE TPaddMKOM MPOMEXYTKH,
HO He pexe 1 pasa B rog, a Takke Bcerga B Criydyae BHECEHMS CYLEeCTBEHHbIX M3MEHeHMIn B obopyaoBaHue.
Heobxoanmo xpaHuTb 3anucum ¢ pesynstatamu.

85 [nsa acpekTnBHOM CTepunusaumm BeCb Matepuarn B LefloM OOMMKeH ObiTb NOABeprHyT Heobxoammon
obpaboTke, a npouecc opraHum3oBaH TakuMm obpasom, 4YTOOblI rapaHTUpoOBaTb, YTO AOIMKHAsA 3(PEPEKTUBHOCTb
OyneT gocTurHyTa.

86 [Ina Bcex NpoLEeCccoB CTepunu3auun OOSMKHbl OblTb pas3paboTaHbl M AOSMKHbI NMPOWTM Banuaauuto
cnocobbl 3arpysku.

87 lMpumeHeHne OmMonornyecknx WHAMKATOPOB crieAyeT pacCcMaTpuBaTb TOMbKO Kak [OMOMHUTENbHbIN
MeTof KOHTpOMsi cTepunu3aumu. buonorvdeckne wmHAMKaTOpbl HEOOXOAMMO XpaHWUTb W UCMOMb30BaTb B
COOTBETCTBMM C WHCTPYKUMSIMW MPOM3BOAUTENS, a MX KayeCTBO KOHTPONMPOBaTb MeTodamMu MO3UTMBHOMO
KOHTpons. B cnyyae wucnonb3oBaHWss OUOMNOrMYeckKUX MHAOMKATOPOB HEOOXOAMMO MPUHATL CTPOrMe Mepbl,
npegoTepaLlaloLLmMe MUKPOOHYO KOHTaMUHALMIO OT CaMnX UHOUKATOPOB.

88 CrnegyeT 4eTko onpegenuTb Mepbl, obecneuyvBatoliMe pasgerieHve Npoaykuuu, npowegwen n He
npollealwen ctepunusaumnio. Ha kaxxgon KopaunHe, NIoTKe Unu gpyrov eMKOCTW Anst NPOAYKLMN NN KOMIMOHEHTOB
JOImKHa ObITb YeTkas 3TMKETKA C HaMMEHOBaHWEM MaTepuana, HOMEepoOM Cepun U ykasaHuem, MnpoLlen 3ToT
MaTtepuan crepunusaumio unu Het. [Npu HeoBXoAUMOCTM MOryT ObITb MCNONb30BaHbl TakMe MHOMKATOPbI, Kak
aBTOKNaBHag NneHTa, ANsl yKaszaHus TOoro, NpoLuna nu cepusi (Mny YyacTb Cepum) NpoLecc cTepunusaunm, ogHako
OHW He JatloT JOCTOBEPHOro NOATBEPXKAEHUS TOro, CEpUst AEACTBUTENBHO CTEPUITbHA.

89 [1nsa kaxgoro uukna crepunmnsaumm HeobxoamMmo CocTaBnsaTb 3anucu. OHU O0SMKHbI ObiTb YTBEPXKAEHDI,
YTO ABMAETCH YacTbio MPOLeAYphl BblAauyM paspeLlleHnsi Ha BbIMYCK CEPUN.

TepMI/I‘-IeCKaiI cTepunu3auunsa

90 Kaxxabln LMK TepMUYECKON cTepunmaanmm OomkeH ObiTb 3anvMcaH B BUAE AuarpaMmbl B KOOpAuHaATax
BPEMEHN 1 TeMNepaTypbl B AOCTAaTOYHO GoNbLIOM MacliTabe nnm JosmkeH ObiTb 3aperMcTprpoBaH C MOMOLLBHO
Opyroro cooTBeTCTBylLlero obopyaoBaHus, UMetowero Heobxoaumylo NpaBUNIBHOCTb M TOYHOCTb. MecTto
pacnonoXeHns TemnepaTypHbIX OATYMKOB, MCMOMb3yeMbiX ANA KOHTpons u (unu) 3anucu, JOMKHO ObITb
onpegeneHo BO BpeMs BanvgaumMm M B CIiydae HeoOXoOUMOCTM Takke MPOBEPEHO C MOMOLLbI APYroro
He3aBUCMMOro TemMnepaTypHOro gaTyunka, pacrnosioXXeHHOro B TOM Xe MecTe.

91 [onyckaeTcst UICNOMb30BaTh XUMUYECKNE U BUONOrMYECKNE UHONKATOPbI, HO OHWU HE OOJPKHbI 3aMEHATb
nposegeHne oU3nYeCKUx N3MepeHun.

92 [lomkHO ObITb NPEAYCMOTPEHO AOCTATOMHOE BPeMsi, YTOObl BECb 0ObEM 3arpy3ku 4OCTUT HEOOXOAMMON
TemnepaTtypbl OO TOro, kak OygeT HavaT OTCYET BpPEMEHM CcTepunusaumu. ATOT nepuos [OIKeH ObiTb
onpeferneH Ans Kaxaoro Tuna CTepunuayemMon 3arpysku.

93 lMocne 3aBepLleHMs BbICOKOTEMMNEPATYPHOU ¢hasbl LMKIIa TEPMUYECKON CTEPUNM3aLUN OOIDKHbI ObiTb
NPUHATBI Mepbl NPEeAOCTOPOXHOCTU, MpefoTBpallalolie KOHTaMWHALUMI0 MPOCTEPUNM3OBAHHOM 3arpy3km BO
Bpems oxnaxaeHus. Jliobas oxnaxgatollast XMAKOCTb UMK ras, KOHTaKTMPYOLLMe C NPOAYKUMEN, AOMKHbI ObITb
NpPoCTepPUNn3oBaHbl, KPOMe cryyaes, Korga BO3MOXHOCTb UCNOSb30BaHUSA HErepMeTUYHbIX YNaKOBOK UCKIOYEHa
W NnpuBeAeHbl COOTBETCTBYOLLME AoKa3aTenbCcTBa.

Ctepunusauus napom

94 lMpu cTepunmsauunm Napom criegyeT KOHTPONMpoBaTh TemnepaTypy U AasneHune. Kak npasuno, cpeacrea
ynpaeneHus AOMkHbI BbiTb HEe3aBMCKUMbI OT CPEACTB KOHTPOMNSA U 3anucbiBalolmx YCTponcTe. Ecnu gns atoi
Lenu 1cnonb3ylTca aBTOMaTUYecKMe CUCTEMbl YNPaBMEHUs M KOHTPOSS, OHWM OOMKHbI MPOWTU Banuaauuio,
YTOGbI rapaHTMPOBaTbL UX COOTBETCTBME TPeGoBaHMsAM K KpUTYeckoMy npoueccy. HapylieHus B xoae npouecca
JOSKHbI  PerMcTpuMpoBaTbC CUCTEMOM W HaxoAUTbCA MNOA HaasopoM onepaTtopa. B xoge npouecca
CTEepUnM3aumMm nokasaHus He3aBUCKHMOro AaTyMka TemnepaTypbl criedyeT MOCTOSIHHO CBepsiTb C AaHHbIMU
avarpaMMbl 3anucbiBaloLLEero ycTpoWcTea. [ns cTepunusaTopoB, UMEKLWMX CTOK B OHE Kamepbl, MOXeT
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BO3HUKHYTb HEOBXOOAMMOCTb perncrtpaumm TemnepaTypbl B 9TOM TOYKE B TeYEeHMEe BCEro UMKna ctepunmsaumu.
Ecnu B umkn cTepunusaumum BXoauT aTan BaKyyMUpPOBaHWs, TO MPOBEPKM KaMepbl HA repMeTUYHOCTb crneayeT
NpoOBOAMTbL C YCTAHOBNEHHOW YaCTOTOWN.

95 Ctepunumsyemble NpegMeThl, HE HaxodsWmMecss B repMeTUYHbIX YNakoBKax, OOIDKHbI ObiTb 3aBEPHYTHI B
MaTepwuan, NponyckawLwun Bo3ayx 1 nap, HO NpeaoTBpaLLaloLWLMA MOBTOPHYIO KOHTaMUHAUUIO 3TUX NpeaMeTOoB
nocne crepunusaumm. Heobxogumo obecneunTb KOHTAKT BCEX YacTeW 3arpysku CO CTEPUNU3YIOLLMM areHToMm
npv 3aaHHbIX TemnepaType u BpeMeHM.

96 Heobxoammo obecneunTb, 4TOObI ANs CTepunmM3aumMmM NPUMEHSNCHA nap Hagnexallero Kkadyecrtsa, He
CoAepXallMin Takoro KommyecTBa MpPUMECEN, KOTOPOe MOrfo Obl Bbi3blBaTb KOHTAMUHALMIO MPOAYKLMM WUNK
obopyaoBaHus.

CyxoxapoBas cTepunusaums

97 lNpun cyxoxapoBoW cTepunuaauny SOSMKHbI BbiTb NPegyCMOTPEHbI LIMPKYNSALMSA BO3AyXa BHYTPY KaMepsbl
N nopaepxaHve u3bbITOYHOrO AaBneHWs Ans NpefoTBpalleHns nonagaHus BHYTPb Hee HeCcTepuribHOro
Bo3gyxa. Jliobow nocTynarLwmnin BHYTPb BO3AYX OOMKEH MPOXoAnTb Yepe3 unbTpbl BbICOKON 3(EKTUBHOCTM
(HEPA-dbunbTp). Ecnu ctepunusaums npegycmaTtpuBaeT yCTpaHEHME MUPOreHoB, TO Kak 4acTb Banugauuu
OOMXKHbI BbITb NPOBEAEHbI UCMbITAHUA C NPpegHaMepeHHbIM UCTMONb30BaHNEM SHAOTOKCHMHOB.

PaguaunoHHas ctepunusaums

98 PagmaumoHHylo  cTepunusauuio  UCMOMb3YyKT  MaBHbIM  obpasom  Ana  cTepunusauuu
TePMOYYBCTBUTENbHbIX MaTepuanos W npoaykuun. Muorvne NnekapCTBeHHble cCpeactea WM HEKOTopble
ynakoBOYHble MaTepuanbl 4YyBCTBUTEJIbHbl K WOHU3MPYKWOLWEMY W3Ny4YeHUto, crnenoBsaTtesribHO, 3TOT MeToad
OOMycTMM TONbKO Toraa, korga Obino 3KCMepuMeHTanbHO NOATBEPXKAEHO OTCYTCTBME BPEAHOrO BMMSHWS Ha
npogykuuto. Kak npasuno, obnyyeHne ynbTpaduoneToBbiM U3MyYEeHWEM He SABMAETCS NpuemrnemMbiM MeToOoM
cTepunmsauun.

99 Bo Bpems npouecca pagvauMoOHHON CTepMnM3aumn AOSMKHO MPOBOAUTBCH U3MEPEHME MOrMOLEHHOM
003bl MOHM3MpPYIOLWLEro uanydenus. [ns atoro cregyeT WMCNOMb3oBaTb [O3MMETPbI, MOKa3aHMsS KOTOPbIX He
3aBUCAT OT WCMOMb3yEMOW MOLLHOCTU [03bl W3My4YeHWsi, HO KOTopble 00EecneyYnBaloT KONMUYECTBEHHYIO
permcTpaumio 0o3bl U3MNyYeHWsi, MOrMOLLEHHYIO camon npogykuven. [JosumeTpbl AOMkKHbI ObiTb pasMeLleHbl
cpeau 3arpyskM B JOCTATOMHOM KOMMYECTBE M Ha [OCTATOYHO OGNM3KOM pacCTosiHUM Opyr OT gpyra, 4Tobbl
rapaHTmpoBatb Hannydne [OOo3MMEeTpoB BO BCeX MecCTax, noaBepraemMbiX o6nyqumo. NnactmaccoBble
A03MMeTpbl cnedyeT NPUMMEHSTb NULLb B Npedernax cpoka AeNcTBus ux kanubposku. [okasaHus 403MMeTpOB
HeO6XO,EI,I/IMO CHMMaTb B Te4eHNEe KOPOTKOro oTpe3ka BpeMeHu nocne O6J‘Iyqul/IF|.

100 B kauyecTBe cpeAacTBa [LOMOSIHUTENBHOMO KOHTPONA MOrYT MCMOMb30BaTbCA Ouonormdeckmne
WHAOMKATOPBI.

101 Tlpouenypbl Banupauum [OMXKHLI rapaHTUPOBaThb, YTO BMAWSIHWE pPa3HOW MAOTHOCTU  YKNaaku
CTEPUNU3yeMOon NPOaYKLUN YHTEHO.

102 Tlpouenypbl obOpalleHus € maTepuanamyv [OMXHbl MpefoTBpawate nepenyTbiBaHMe mexay
06nyyYeHHbIMM U HeobnydYeHHbIMM MaTepuanamn. Ha Kaxayl ynakoBKy [OIDKHbl  OblTb  HaHeCEHbI
YyBCTBUTEJIbHbIE K W3Ny4YEeHUI0 LBeTOBble WHOUKATOPDI, YTOOBbI pas3nunyaTtb YynakoBKW, npouweawune mn He
npowegwme obnyyeHue.

103 CymmapHas nornoLleHHasi 4o3a U3nydeHust JommkHa ObiTb HabpaHa B TedeHMe BPEMEHU, OTBEOEHHOMO
Ha npoLecc cTepunusaumm.

CTepunusaumsa oKCMAOM 3TUNEHa

104 MeTopg cTepunm3aunm oKCMaoM 3TurieHa MoXeT OblTb MCMOMb30BaH TOMbKO TOrAa, Koraa HeBO3MOXHO
ucnonb3oBaHue apyroro cnocoba. Bo Bpemsa Banvgauum npouecca AOMKHO ObiTb AOKa3aHO, YTO OTCYTCTBYET
nospexpgatollee BNUsiHNE Ha NPOAYKUMIO, @ NPpeAyCMOTpeHHble AN Aerasauuy YCroBus U Bpems TakoBbl, YTO
KONMYeCcTBO OCTATOMHOIO ra3a W MpoayKToB peakunn OyaeT HaxoauTbCAa B OONYCTUMbIX Npegenax,
yCTaHOBIEHHbIX AM151 4aHHOro BuAa NpoayKuMn unum matepvana.

105 CyulecTBeHHOE 3HA4YeHVWe MMeeT HenocpeACTBEHHbIN KOHTaKT MEXAy rasomM M MUKpOOpraHu3mamu.
CnepyeT MpuHATbL Mepbl NPeAOCTOPOXHOCTU OT BKIOYEHWMS MUKPOOPraHM3MoB B MaTtepuan (Hanpumep, B
KpucTannbl WM BbICYLIEHHbI 6enok). Bua v KonMyecTBO ynNakoBOYHbIX MaTepuanoB MOryT CYLLECTBEHHO
MOBMAMATL Ha npoLecc.

106 lMepen obpaboTkon rasom [OMKHO ObITb OBecneyeHO COOTBETCTBME BMAXHOCTM W TemnepaTtypbl
matepuanos TpebosBaHuaM npouecca. Tpebyemoe Ans 3TOro Bpems AOIMKHO ObiTb, MO BO3MOXHOCTM,
MWUHUMATbHBIM.

107 Kaxabll uukn cTepunu3aumm  OOMKEH KOHTPONMPOBATLCA C  MOMOLLBIO  COOTBETCTBYIOLLUMX
BUONOrNYecknx MHAMKATOPOB, HEOBXOAMMOE KONMUYECTBO KOTOPbLIX AOMKHO ObiTb paBHOMEPHO pacnpeaeneHo
no Bcewn 3arpyske. lNonyyeHHas nNpu 3TOM MH@OPMaLMA AOIMKHA COCTaBNATb YacTb 3anncemn, OTHOCALLMXCS K
cepun (OOCbe Ha Cepuio) roTOBOW NPOAYKLUUM.
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108 [ns kaxgoro LuMkna crepunuaaumm JOmkHbl O6biTb 0OpMIIeHbl 3anucK € ykasaHueM BpeMeHM NMOSHOro
3aBeplUeHns UWKNa, OaBreHusi, TemnepaTtypbl M BMAAXHOCTM B KaMepe BO BpeMda Mpouecca, a Takke
KOHUeHTpauun un obllero KonuyecTBa WUCNONb3OBaHHOrO rasa. [aBneHwe u TemnepaTypy cnegyer
perncTpmpoBaTb Ha NPOTSXKEHUM BCErO LUKNa Ha gnarpamme. OTW 3anncu AOMKHbI COCTaBMNATh YacTb 3anucen,
OTHOCSAILLNXCA K cepun (OCbe Ha CEpUI0) rOTOBOM NPOAYKLIUN.

109 Barpy3ky nocne crTepunu3aumu crieayeT XpaHuTb Mo KOHTPOMEM B YCIOBMSIX BEHTUNAUMM, YTOObI
obecneuntb CHWXEHWE COAEepXaHWs OCTATOYHOro rasa M MpPOAYKTOB peakuun OO YCTaHOBMEHHOro npegena.
OTOT Npouecc AOIMKEH NPONTM Banvaauuio.

dunbTpauua neKapcTBEHHbIX CPeACTB, KOTOpble He MOryT ObiTb MPOCTEPUNU3OBaHbLI B
OKOH4YaTenbHOM yrnakoBKe

110 lNpoBegeHve cTepunuaylowen dunbTpauMnm He SBMASETCS [OCTaTOYHbIM YCMOBMEM CTepunmsaumu,
€Cfnn BO3MOXHO NpOBedeHVEe CTepunu3aunm nNpoaykuMum B OKOHYaTenbHOW ynakoBke. [lpeanoyvtutenbHbIM
ABNSETCA MeTo cTepunuaauun napoM. Ecnun npoaykumsa He moxeT BbiTb MPOCTEPUM3OBaHA B OKOHYaTENbHOW
yrnakoBKe, TO pacTBOpbl WAM XWAKOCTU MOryT ObiTb NpoMunbTPoOBaHbl 4Yepe3 CTepunbHbin UNBLTP C
HOMWHanbHbIM pasmepoM nop 0,22 MKM (MM MeHee) unu Yepe3 UNBTP C aHanormyHoOW CroCOBHOCTLIO
3agepXvMBaTb MWKPOOPraHu3Mbl B MpeaBapuTeNnbHO MPOCTEPUNM3OBaHHbIE KOHTeWHepbl (ynakoBku). Takue
dunbTpbl MOTYT yAanATb 60NbLUMHCTBO BakTepuin 1 NnecHesbiX rpuboB, HO He BCE BUPYCbI UM MUKOMMA3Mbl.
MoatoMy pomkHa OblITb paccMOTpeHa BO3MOXHOCTb [OMOSIHEHWMA npouecca unbTpauun TepMUYecKon
06paboTKon onpeneneHHon CTENEHMN.

111 B cBs3n € Tem, 4TO Npu CTepunuaylowen unbTpaumm MO CpPaBHEHUIO C APYrMMK Mpoueccamu
cTepunusaumy CcyliecTByeT NOTeHUMarnbHbIA AOMOMHUTENbHBLIA PUCK, HEMOCPeACTBEHHO nepen ¢acoBKOW
pekoMeHAyeTCcs NOoBTOPHaA unbTpauns Yyepes AONOMHUTENbHBIA CTEPUNN3YIOWMIA PUNbTP, 3aA4epKMBaOLLNA
MUKpOOpraHuamel. [locnegHio cTepunuayowyro hunbTpaumio HeobXoanMO OCYLLECTBNSATL Kak MOXHO Brnvxke K
MecTy acoBKu.

112 CnepayeT ncnonb3oBaTtb PUbTPbI C MUHMMAarbHbIM OTAENIEHNEM BOSTOKOH.

113 TlNepen vcnonb3oBaHWeM cTepunuaylowero dunbTpa n cpasy nocne ero MCronb3oBaHWsa creayet
NnpoBepsiTb €ro LENOCTHOCTb TakuM METOAOM, KaK «Touka My3bipbka», MeToaoM AnddY3MOHHOro noToka unm
ucnbiTaHMem noa AaeneHuem. Npu Banvaaumm cnegyeT onpeaenstb BpeMs, Heobxogumoe onsa dunbTpauum
pacTBopa 3agaHHoro obbema, u nepenaj AasneHuin Ha unbTpe, nobble CyLeCTBEHHbIE OTKITOHEHNS OT 3TUX
napameTpoB BO BpeMs TeKyllero npou3BOACTBa criedyeT perucTpupoBatb W uccnegosatb. PesynbTathl
NpPOBEpPOK A0/MKHbI OblTb BKMOYEHbI B COCTaB 3anucemn, OTHOCALMUXCH K Cepun (AOCbe Ha Cepuio) NpoayKUmU.
Cpasy nocne ucnonb3oBaHWs criedyeT MNOATBepXAaTb LENOCTHOCTb KPUTUYECKMX rasoBbIX W BO3AYLUHbIX
dunbTpoB. LlenocTtHocTb Apyrmx dunbTpoB HEOOX0AMMO MOATBEpPXAaTb Yepe3 COOTBETCTBYHOLLME MHTEpBarbl
BPEMEHMN.

114 He pgonyckaeTcs ucnonb3oBaTb OAVH M TOT Xe unbTp B TeyeHue Gonee ogHoro paboyero gHs, 3a
UCKMIOYEHMEM Cny4vaeB, Korga BO3MOXHOCTb 6onee AnuWTenbHOro ero  MCMnonb3oBaHus noarBepxaeHa
Banuaauunen.

115 ®unbTp He JOIMKEH OKa3biBaTb BNNSHWE HA MPOAYKLUMIO, 3a4epXKnBas ee MHIpeaneHTbl unv Bolaenss B
Hee kakne-nubo BellecTsa.

OKoHYaHue npouecca NPou3BOACTBA CTEPUITLHOW NPOAYKLUU

116 YacTuU4HO YKYNOpeHHble iakoHbl MOcne 3aBeplleHus NMOMUITbHONO BbICYLUMBAHUSA  OOMKHbI
Haxo4WTbCH B 30He Knacca A o UX MOSHOToO YKynopuBaHus MpoOKo.

117 KoHTerHepbl (MepBUYHbLIE YMAKOBKU) OOJDKHbI ObITb YKYMOpeHbl COOTBETCTBYHOLLUMMKU crocobamu,
KoTopble npownu Banuaauuo. [lpy  ucnonb3oBaHUM MeToAda 3anarku, HanpuMmep, CTEKNSAHHbIX UK
nnacTMaccoBblX amnys, Bcs npoaykums noanexut 100%-HoMy KOHTPOM Ha uenocTHocTb. B apyrux cny4vasx
KOHTPOIb LeNOCTHOCTM NPOAYKLUMU OOIDKEH NPOBOAUTLCS YCTAaHOBNEHHBIMU METOAaMM.

118 Cuctema yKynopmsaHus prnakoHOB, HaMoHEHHbIX B aCeNTUYECKUX YCNOBUSX, HE ABNSETCHA NOMHOCTbIO
LeNTOCTHOM [0 Tex Mnop, Nnoka Ha YKYrNnopeHHOM Mnpobkon dnakoHe He GygeT oGxaT (3akaTtaH) antoMUHUEBBIN
Konnayok (Kpbiwka). B cBs3n ¢ aTum 0GXMM konnadka nocre yKyrnopvBaHUA NpOOKOW criedyeT BbINOSHATL Kak
MOXHO paHbLUe.

119 Mockonbky Npu 0OXMME KONMNa4vkoB MOXET BblOENATLCA GONbLUIOE KOMMYECTBO MEXAHMYECKUX YaCcTUL,
obopynoBaHue ansa obxuma cnegyeT pasMmellartb OTAENbHO U CHabXXaTb ero CUCTEMOW BbITSXXKM BO34YXa.

120 O6xum KONMMa4ykoB Ha (pnakoHax MOXET MNPOBOAUTLCS Kak 4acTb acenTU4eckoro mnpoiecca c
NCNONb30BaHNEM MNPOCTEPUNUN3OBAHHbBIX KOMMAYKOB MMM B YCNOBUSIX YMCTOrO NOMELLEHUS BHE acenTU4ecKon
30Hbl. B nocnegHem crniyyae pnakoHbl O0MKHbI ObiTh 3alyulleHbl 30HOW knacca A, Mnoka He MOKUHYT
acenTU4ecKylo 30HY, U B JarnbHeWlleM YKynopeHHble npobkamu ¢nakoHbl OOMMKHbI ObiTh 3allUuLleHbl nyTem
noJayv YACTOro Bo3ayxa knacca A, noka Ha HUx He ByayT obxaTbl KOMnMnayku.

121 dnakoHbl 6€3 NpobkM NNM co CMeLLeHHON NPobKon cneayeT yaansTb 40 00Xnma KonnaykoB. Ecnu npu
obxume KomnaykoB HeobxoaMmMO BMeLIaTenbCTBO 4YeroBeka, CrnedyeT MWCMoNb30BaTb COOTBETCTBYHOLLYIO
TEXHOOIMIO A1 UCKITHYEHUS NPSMOro KOHTakTa ¢ oriakoHaMu 1 MMHMMM3auMM MUKPOGHOW KOHTaMUHaLWK.
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122 3 deKTMBHBIM CPpeACTBOM 3aLUTbl MOTYT ObiTb Gapbepbl UMK U30NATOPLI, OrpaHUYMBalOLLME OOCTYN B
pabouyo 30Hy, obecneunBawLlme Tpebyemble YCNoBMA U CBOASLLME K MUHUMYMY MPSIMOW OOCTYN YenoBeka K
onepaunn obxmma.

123 TlepBu4YHblE YNAKOBKW, rEpPMETM3UPOBaAHHbIE MOA4 BaKyyMOM (BaKyyMHble YMNAKOBKM), LOJIKHbI
NpoBEePATLCS HA COXpaHeHWe Bakyyma nocne 3apaHee onpeaeneHHoro NpoMeXXyTka BPpEMEHMU.

124 TlepBu4yHble YMakoBKM C MNPOAYKUMEW ANs napeHTepanbHOro BBeOeHWs HeobxoaMMo MpoBepsiTb
MHAMBMAYaNbHO (MOWTYYHO) HA HanMyne MOCTOPOHHUX BKIOYEHWI WM APYrMX HECOOTBETCTBMI MO KayecTBy.
BusyanbHbI KOHTPOMb cregyeT NPOBOAUTb MPU YCTAHOBIEHHbBIX YPOBHSIX OCBELUEHHOCTU U ¢oHe pabo4ero
nons. CrnegyeT perynsipHO MpOBEpPSATb 3pEHWEe ONnepaTopoB, BbIMOMHSALWMUX BU3yarbHbI KOHTPOMb (ecru
onepaTtopbl WCMOMb3YOT O4YKW, TO MPOBEPKa 3pEeHMSI MPOBOAUTCHA B O4Kax). B xoge BM3yanbHOro KOHTpoOns
NpoayKUUN peKoMeHOyeTCs OOCTaTOMHO 4acTO OpraHuW3oBbIBaTb MNepepbiBbl B pabote onepatopos. [lpw
NCNONb30BaHUN OPYrMX METOLOB KOHTPOMs MpPOLECC KOHTpPons HeobxoaMmo BanuaupoBaTb, COCTOsIHUE
O60py,EI,OBaHI/IF| cneayet nepuoanyveckn npoBepATh. Pe3yanaTb| BM3yalibHOI0 KOHTPONA OOJIKHbI ObITb
0OpMMEHbI JOKYMEHTanNbLHO.

KoHTponb KayecTBa

125 WcnbiTaHne TroTOBbIX MNPOAYKTOB Ha CTEpPWUNbHOCTb HEOOXOAMMO paccMaTtpuBaTb TONBbKO Kak
3aBeplUiaroWmi 3Tan B CepuUM KOHTPOSIbHbIX MEPOMPUATUI, rapaHTUpylLWux CcTepunbHocTe. MeTtoaumka
UCMbITaHMSA Ha CTEPUIBbHOCTb AOMKHa ObITb BanuaupoBaHa AN KaXXAoro npoaykra.

126 B cnyyasix ecnu nOny4yeHoO paspelleHne Ha BbIMyCK CTEepUnbHOW MpoaykuMyM Mo napameTpam,
npegycMOTPEHHBIM CUCTEMOW BbiNyCcKa Mo napameTpam cornacHo lMpunoxeHnio 17 Hactoqwero TKI1, cneayet
yAenuTb 0coboe BHUMaHWE Banvaauum U KOHTPOIO BCEro TEXHOMOMMYECKOro npoLecca.

127 Bbibopka o06pasuoB npoaykumu, KoTopble Obinn oTOBpaHbl Ans NpoBedeHMs UCMbITaHus Ha
CTEPWIbHOCTb, AOMKHA OblTb penpe3eHTaTMBHON ANsl BCEW cepun 1 06A3aTenbHO AOMKHA BKNoYaTh obpasupl,
oTobpaHHble U3 TeX YacTen cepuu, A KOTOpbIX NpeanonaraeTcs HanbonbLUMIA PUCK KOHTAMUHALLMKW, Hanpuvep:

a) And NpPOAYKTOB, HAMOMHEHHbIX B acenTUYecKux YCrnoBusX, obpasubl AOMKHbI BKMOYaTb KOHTEWHepbl
(nepBuYHbIE YNaKOBKM), B KOTOPbIE MPOMCXOAWIO HAaMONHEHWE B Havane M B KOHLE NMpou3BOACTBa cepuu, a
Takke nocne nboro 3Ha4YMTENBLHOTO BMELLATeNbCTBa;

b) ans npoaykToB, Mpolweawmnx TEPMUYECKYI0 CTEPUNN3ALMIO B OKOHYATENbHOW YyNakoBKe, OOMKHO ObiTb
yAeneHo BHUMaHue otbopy npob M3 noTeHuManbHO CaMbIX XONOAHbIX YacTen 3arpy3ku.
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MpunoxeHue 2
(obsi3aTenbHOE)

Tpe6GoBaHus K NPOU3BOACTBY GMONIOrMYECKUX (B TOM YnCre UMMYHOBMONOrn4eckux)
aKTUBHbIX papmaLeBTU4YeCKNX CyOCTaHLUM U NeKapCTBEeHHbIX CPeaAcTB ANs MeAULMHCKOro
npUMeHeHus

O6nactb npuMmeHeHus

TexHonorms npoussoactBa 6uonormyecknx (B TOM  YWCNe  UMMYHOBWMOMOTMMYECKMX)  aKTUBHbIX
dapmaueBTMYEeCKMX CYOCTaHUMA W NeKapCTBEHHbIX CPeAcTB Ans MEeAMUMHCKOro MpuMeHeHus (Janee —
fbuonornyeckne akTMBHble papmaueBTUYECKME CYOGCTaHUMM W NeKkapCcTBeHHble CpeacTBa) SABNSeTCS
KPUTUYECKNUM (PakTOpOM, ONpenensiolmM COOTBETCTBYIOLUUIA PErynaTOpPHbIA KOHTPOSb. [103TOMYy akTuBHbIE
dhapmaueBTMyecKkme CybCcTaHUMM U NeKkapCTBEHHble CpeacTBa MOryT ObiTb onpeaeneHbl Kak Guonornyeckne B
3HaYUTENbHON Mepe UCXOAS U3 TEXHOMOMMM UX NPOM3BOACTBA. HacTosLee NpUnoXxXeHne CnyXut pykoBoaCTBOM
Ons  BCero crnektpa ©OuonornMyeckux akTMBHbIX hapmaueBTUYeCcKMX CcybcTaHuui 1 BUonornyeckunx
nekapcTBeHHbIX CpPecTB.

HacToswee npunoxeHue pasgeneHo Ha ABe OCHOBHbIE YacTu:

a) yvactb A copepXuT OONOMHWTENbHbIE nNpaBuna Mpou3BoACTBa OMOMOTMYECKMX  aKTUBHbIX
hapmaLeBTUYEeCKUX CyGCTaHUMA N NeKapCTBEHHbIX CPEACTB, HA4YMHAsA C KOHTPOMS MOCEBHbLIX KynbTyp U 6aHKoB
KNeTOoK M 3akaH4MBas 3akniovMTeNbHbIMU OnepauusaMy 1 NpoBeAeHneM UCTbITaHNR;

b) yacte B cogepxut gononHuTenbHoe PyKOBOACTBO ANS OTAEfMbHbIX TUMOB OMONOrMYECKMX aKTUBHbIX
dhapmaueBTUYeCKMX CyGCTaHUUIA 1 NIeKapCTBEHHbIX CPeACTB.

HacTtoslwlee npunoxeHue Hapsay C  HEKOTOPbIMU  OPYTMMW  MPUIOXKEHUSAMU  COOEPXUT  yKasaHus,
pononHsawme Yactn | n Il HacToswero TKI. O6nacte NpMMEHEHWs HacTOSALLEro NPUIIOXEHUS COOEPXUT
cnefyowmne acnekTbl:

a) cragus npou3BoACTBa: O TOMO MOMEHTa, noka 6wuonorvyeckne akTuBHble apmaueBTuyeckue
cybCcTaHuuM He CTaHyT CTEPUNbHBIMW, OCHOBHbBIM OOKYMEHTOM Ans Hux ssnsetcd Yactb |l HacToawero TKI.
MpaBuna gna nocnegywolwmx CTagui NpPomsBoAcTBa BMONOrMYeckMx fnekapCTBEHHbIX CPeAcTB coaepxaTcs B
YacTtu | HacTosiwero TKIT;

b) BMA mpogykumn: HacTosiLee MpUIoXeHue ABNSETCA PYKOBOAAWMM OOKYMEHTOM Afs BCEro crnekrpa
Buronornyeckmx nekapcTBeHHbIX CPEACTB.

YKasaHHble acnekTbl MNpeactaBneHbl B Tabnuue, KoTopas SBNAETCA TOMbKO WIMIOCTPATMBHON U He
npegHasHaveHa And TOYHOro onucaHws obnacTv NMPUMEHEHUS HACTOSALWEro MpunoxeHus. Tak xe, Kak 1M B
CoOoTBeTCTBYlOLeN Tabnuue B yactu |l HacTosiwero TKI1, ypoBeHb TpeboBaHWIA ycunuBaeTca No Mepe nepexoaa
OT paHHMX K MO3AHUM CTagusM Npom3BoACTBa OMOMOrMYecKkMx akTUBHbIX (hapMaueBTUYeCcKMX cybcTaHuumnm,
oOHaKo MpUHUMMbLI Haanexalleh MNpou3BOACTBEHHOW MNpPaKTUKM OOSMKHbI cobniogaTbcs Bcerga. BkmiouveHve
HEKOTOpbIX paHHWX CTagul NnpoM3BOACTBA B 006MacTb MPUMEHEHMS HAcCTOSLEro MpUMOXeHUs He
nogpasymeBaeT, YTO 3Tu ctaguv OyayT noanexaTtb perynspHbiM MpoBepkam YNoSIHOMOYEHHbIMWU OpraHamu
Pecnybnukn Benapycb.

AHTUBNOTUKM He ABNSAITCA OMONOrMYecKMMM NeKkapcTBEHHbIMM cpeacTBamu, ofHako TpeboBaHus
HaCTOALLEro MNPUAOXKEHUss MOryT OblTb MCNONb30BaHbl Ha OMOMOrMYeckMx CcTagusx WX MNpOU3BOACTBA.
TpeboBaHMsA K NPON3BOACTBY NEKapCTBEHHbLIX CPEACTB, NofyyYyaembix 13 pakLMOHMPOBaHHOW AOHOPCKON KPOBM
unu nnasmbl, yctaHosrneHbl B [punoxeHun 14 Hactoswero TKI, a Ana HeTpaHCreHHbIX pacTUTerbHbIX
neKkapcTBeHHbIX cpeacTB — B [punoxeHun 7 Hactoswero TKI.

B OTHOWEHWM UCXOOHOro Cbipbsi MOTYT MPUMEHATLCA Apyrne TpeboBaHMS, eCnu OHU MpeayCMOTPEHbI
crneumnanbHbIM 3aKkoHoAATENLCTBOM. B onpegeneHHbIx cnyvasx NpUMMEHSIOTCSA CrieAyoLmne NonoXeHUs:

a) Ans TKaHen (KNeTokK), UCMonNb3yeMbliX AfS NPOMbILLSIEHHOro NPOU3BOACTBA NMPOAYKUMUM (NEeKapCTBEHHbIX
CpeacTB), MNPUMEHSAETCS COOTBETCTBYIOLIEE 3aKoHOOATENbCTBO. Takme TKaHW U KNeTKU CTaHOBATCS
fbuonornyeckumMn akTMBHbIMKM (hapMaLeBTUYECKMMU CYOCTaHUMSAMU ANS HEeKOTOpbIX BMOOB OGMOMOrMYeckux
nekapCTBEHHbIX CpeacTB (Hanpumep, NeKapCTBEHHbIX CPEACTB TKAHEBOW NHXEHEPUU, CRy>KalLMX Ans YaCTUYHON
WK MOSHOW 3aMeHbl OTAENbHbIX TKaHewW), Ans KOTOpbIX NpuMeHstoTcs TpeboBaHusa HacToswero TKI n gpyrue
TpeboBaHWs K NeKkapCTBEHHbIM CPeACTBaM;

b) B OTHOWEHMN BbBICOKOTEXHOMOIMYHBLIX fneKapcTBeHHbIX cpeacts (ATMP), B KOTOpbIX KpPOBb MMM
KOMMOHEHTbl KPOBW UCMOMb3YIOTCA B KayecTBe WCXOAHOro Cbipbsl, MPUMEHSETCA COOTBETCTBYIOLLEEe
3aKOHO4ATENbCTBO, KOTOpOE yCTaHaBnmBaeT TpeboBaHMsA K OTOOpPy AOHOPOB, KayecTBy M GesonacHoCTu npwu
3abope, TecTMpoBaHun, 06paboTke, XpaHEHNIO 1 TPAHCNOPTUPOBAHMIO YENOBEYECKON KPOBM U €€ KOMMOHEHTOB;

C) NPOV3BOACTBO W KOHTPOMb MEHETUYECKN MOANMPULMPOBAHHBLIX OPraHW3MOB [AOMMKHbI COOTBETCTBOBATb
TpeboBaHVAM 3akoHopaTenscTBa. [JomkHa ObITb obecneyveHa n cobrnogeHa COOTBETCTBYIOLWAS WU30NALUNSA U
apyrve  Mepbl  3awmMTbl  Ha obbekTax, rge OCyLecTBNaeTcsa kKakas-nubo paboTa €  reHeTUyecku
MOOUMPULMPOBAHHLIMX  MUKpOOpraHuamamu. [na ycTaHoBneHuss u cobniofeHns Heobxoaumoro YpoBHS
Buonornyeckorn 6e30MacHOCTM [OMKHO ObiTb MOMYyYEHO COOTBETCTBYKOLLEE paspelleHne YNONHOMOYEHHbIX
OpraHoB (OpraHusauuin), ecrnm 370 NPeAyCMOTPEHO 3aKOHOAATEeNbCTBOM, MPU 3TOM TakkKe He AOMKHO ObiTb
npoTmMBopeYmnii ¢ TpeboBaHnsiMmn Hactosiwero TKI.

112



TKM 030-2017

Ta6bnuua - PyKOBOACTBO no I'IpOMSBOACTBeHHOﬁ AeATeNIbHOCTU B pPaMKax ob6nacTtu NMPpUMEeHeHuUAa HacTosAwero npunoXxeHumAa K Npoun3BoacTBY
Guonornyecknx (B TOM 4ucne MMMyHOGMOHOFM‘IeCKMX) AdKTUBHbIX CbapMaLl,eBTVI‘-IeCKVIX CYGCTaHLWIFI U neKapcTBeHHbIX cpeAacTB Ans
MeaQULUUHCKOIro npumMmeHeHns

Twn U UCTOYHUK

- o 1
lMpumeHeHne Hagnexallen NpoM3BoACTBEHHON NpakTukn Pecnybnuku benapyck k ctaguam npomssoacTtea

maTepvanos Mpumepbl NpoayKLmu

1. 2)KNBOTHOro nnu | renapuH, MHCYIuH, cbop pacteHui, n3mernbYyeHue, N30MAUUS U O4MCTKa NpUroToBreHve,
pacTUTenbHoro depmeHTbl, 6enku, 3ab0p opraHoB, TKaHeWn unu cMellmBaHve HanosmHeHue
NPONCXOXAEHWSA: SKCTPaKTbl annepreHos, )KVI,D,KOCTGVIZ 1 (Unn) nepeBuYHas
HeTpaHCreHHble BbICOKOTEXHOMOMMYHbIE obpaboTka

neKapcTBEHHbIe CpeacTBa

(ATMP), nMMyHHblE

CbIBOPOTKM
2. Bupycbl nnu BMPYCHbIE UIK co3gaHvie 1 nogaepKaHve KynbTypa KIeToK u WHaKTMBauus npu NpUroToBrieHve,
Baktepun BakTepuanbHble BakUWHbI, 3 unn) depmMmeHTaums HeobxoamMmMocTw, HanonHeHne
(mepnxrl)eHTauMﬂ (bepMZHTbI 6enku - MEERET® 1) [EIRrIED R n) ep : I/I3OJ'IF|L|,ﬂ$| M o4YUcTKa

’ ’ KNeToK, FmaBHOro 1 pabo4yero
KynbTypbl
KMeTOK) BMPYCHbIX NMOCEBHbIX
maTepuanoB

3. bnotexHomnorna | pekoMBUHaHTHbIe NPOAYKThI, | CO3AaHWe U noaaepXaHue KyrnbTypa KreTok u N30NALMS, O4MCTKA, NPUroToBrEHMNE,
(dbepmeHTauuS, MOHOKIOHanbHble aHTUTeNa, | aBHOro 1 paboyero 6aHKOB (nnn) dbepmeHTaums mMogudpmkaums HanornHeHve
KynbTypbl KNETOK) | annepreHbl, BakUWHbI, KNeToK, rmaBHON 1 paboyen

nekapcTBeHHbIe CpeacTBa NOCEBHbIX KyNbTYp

reHHoOW Tepanuu (BUPYCHbIE U

HEeBUPYCHbIE BEKTOPHI,

nnasmuabl)
4. >KuBoTHoro pekoMOUHaHTHbIe Benku, rnaBHbIA 1 pabounii n3mMmernbyeHue, N30nAumMs, 04MCTKa U NPUroToBMEHME,
NPOVNCXOXAEHUS: BbICOKOTEXHOMOIMYHbIE TpaHCreHHble 6aHKu cMellmBaHve mMoaudmKaums HanornHeHue
TpaHCreHHble neKapCTBEHHbIE CPeAcTBa 1 (Unn) nepeBnYHas

(ATMP) obpaboTka
5. PactutenbHoro | pekoMBuHaHTHbIe Genku, rnaBHbIA U pabounii BblpalLmBaHue, cbop | NepBuYHast, SKCTpaKUus, NPUroToBreHve,
NPOVNCXOXAEHUS: BaKUWHbI, annepreHsbl TpaHCreHHble 6aHKu N30n5LMs, O4UCTKA, HanornHeHue

TPaHCreHHble

.4
pacTeHwii

Moaundukauns

Twvn U NCTOYHUK
MaTtepuanos

MpumMepbl npoayKuun

MpumeHeHune MNMpaBun Hagnexawen NPon3BoACTBEHHON NpakTukn Pecnybnukn Benapyck k ctagusam

1
Npon3BoACTBa
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6. Yenoseueckoro | pepmeHTbl, NONy4YeHHbIEe U3 3a60p )KVI,D,KOCTel7I5 cMellmBaHue N30MnALUMSA U OYNCTKA NPUroTOBIEHME,
NPOVCXOXAEHUS MOYM, FOPMOHbI n (Mnu) nepBrYHas HanonHeHne
obpaboTka
7. YenoBeyecKoro 1 | nekapcTBeHHble cpeacTsa JAoHaUus, NocTaBka W UCMbITaHWs | NPOU3BOACTBO reHeTnyeckas NpUroToBrEHNE,
(Mnn) XMBOTHOTO reHHOW Tepanuu: reHeTu4ecku . 7 6 MoAMMUKaLIMS KNETOK BHE | HaMOMHEHUE
NPOVCXOXAEHUS MoANULMPOBaHHbIE KIETKU MCXOAHIX TKaHEH (KTIeTok) BEKTOPOB , otncTka opraHusma, cos3gaHue
R ) G rnaBHOro w’ aboyero
OuncTka n obpaboTka P
HaHKOB KNEeToK unu
NPON3BOACTBEHHbIX
6 KNeTo4yHOro 3anaca
BEKTODOB ™~ 1 KNETOK
nekapcTBEHHble CpeacTBa AOHaUWs, NOCTaBKa M UCMbITaHWs | CO3AaHWe MMaBHOMO U | WU30MSALUS KIETOK, NpUroToBrEHNE,
Tepanum coMaTU4eCcKUMM . 7 paboyero 6aHkoB 0uNCTKa KynbTyp, COefMHEHME,
NCXOOHbIX TKAHEN (KNeTok)
KneTkamu KNeToK 1nm COoeVHEHME C HanornHeHve
KNeToYHOro 3anaca HEKINEeTOYHbIMU
KOMMOHEHTaMM
nekapcTBEHHblE CpeacTBa [oHaLus, NocTaBka M UCMbITaHWsl | nepBuYHasi 0bpaboTtka, M30nsAUUs KNETOK, NpUroToBrEHNE,
TKaHeBOW UHXeHepun o 7 N30MSALUMS M OYUCTKA, | O4YMCTKA KymbTyp, coefVHEHME,
P NCXOAHbIX TKAHEN (KNeTok) - yNeTyp A
CO3[aHue rMaBHOro U | coeguHeHue ¢ HanornHeHve

paboyero 6aHKoB
KneTok, 3anaca
NepBUYHbIX KINEeTOK

HEeKneTo4YHbIMU
KOMMNOHEHTaMM

YcuneHnue Tne6oBaHnn GMP

——

OaHKa KNeToK».

BblpallBaHNA N c60pa NCXOOHOTIO CblpbA paCTUTENIbHOIo NPONUCXOXAEHUA.

114

CepblM OTMeYeHbl CTaann NPOU3BOACTBA, K KOTOPLIM NPUMEHSIIOTCA TpeboBaHUst Haanexalleln NPOU3BOACTBEHHOWN NPaKTUKK.
paHuLbl, B KOTOPbIX MPUMEHSIOTCS NMPUHLMMNBI HaANexXallen NPon3BOACTBEHHOW NPAaKTUKK, ONpeaensoTca B COOTBETCTBUM C pa3genom B1 HacTosALWwero npunoxeHus.
paHuLbl, B KOTOPbLIX NPUMEHSOTCS NPUHLMNBI HAAMEXaLlen NPOU3BOACTBEHHOW NPaKTUKW, ONpeaensitioTCcst B COOTBETCTBUM C pasaeniom «CructeMa NoCeBHOM KynbTypbl U

MpuMeHSTCS NPUHUMMLI Haanexawen Nnpon3BoACTBEHHOM NPaKTUKM B COOTBETCTBUM C pa3genoM «O6nactb NpUMEHEHUsI».
B cny4yae BUpYCHbIX BEKTOPOB, OCHOBHOW KOHTPOJSb COOTBETCTBYET KOHTPOIIIO NPpY NPOU3BOACTBE BUPYCOB (CTpoka 2 Tabnuvupl).
TKaHu (KneTkn) YenoBeka AOMKHbI COOTBETCTBOBATL TPEOOBaHNSIM 3aKOHO4ATENLCTRA.

[nsa BblpawmBaHus, c6opa 1 NepBUYHON 06p860TKVI, KOTOpPbI€ OCYLLEeCTBNATCA B NONEBbIX YCNOBUAX, MOXET NPUMEHATLCA PYKOBOACTBO NO NpaBuiamM Haasnexawiero
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MpuvHUMN

Mpon3BoacTBO GUMONOrMYECKUX akTUBHbIX apMaueBTUYECKUX CYOCTaHUMA M NEeKapCTBEHHbIX CPeacTB
UMeeT CBOK creunduky, onpeaensieMyto XxapakTepom MpoAyKUMW KU TEXHOMOrnen Npou3BOACTBA. Xapakrep
Npov3BOACTBA, KOHTPOMS W MPUMEHEeHUs OMONOrMyecKkMx mnekapcTBEHHbIX CpeacTB TpebyeT o0cobbix Mep
NpPeaoCTOPOXHOCTMU.

B oTtnnune oOT 06bIYHBbIX NEKApPCTBEHHbIX CPeACTB, NPOU3BOAMMBIX C WCMOSMb30BaHUEM XUMWYECKUX W
hn3nM4eckux MeTodoB, CMOCODHBIX [AEMOHCTPMPOBaTb BbLICOKYHO CTeneHb HaOeXHOCTM, MpOou3BOLCTBO
Bronormyecknx axkTMBHbIX papMaueBTUYECcKMX CybCTaHUMM W JNeKapCTBEHHbIX CpPeacTB BKMOYaeT B cebs
ncrnonb3oBaHue OWONMOrMYecKMX MPOLECCOB W MaTepuanoB, Takmx Kak KyNbTUBMPOBAHWE KIETOK Wn
9KCTparMpoBaHue martepuana u3 XuBbIX OpraHvM3mMoB. 3Tn BGuonornyeckne npouecchbl MOryT 4eMOHCTPMPOBATH
CBOWICTBEHHYI UM U3MEHYMBOCTb, YTO NPMBOAUT K CYLLECTBEHHOMY AManasoHy NoOOYHbIX NPOAYKTOB pasnMyHON
npupodel. MNMoaToMy MpPUHUMMBLI YNpaBfeHUss puckaMu AN KadecTBa OCODOEHHO BakHbl AN JAHHOro Kracca
MaTepuanoB U AOMKHbI cobnogaTtbesa npu paspaboTke METOO0B KOHTPOMNS Ha BCEX CTaausax NPOu3BOACTBA AN
MUHUMM3aUUN BapMabenbHOCTU Y YMEHbLUEHUSA BO3MOXHOCTU KOHTaMUHALUM 1 NEPEKPECTHON KOHTaMnHaLmMm

MaTtepuanbl, nuTaTenbHble Cpeabl M YCNOBUS KYNbTUBMPOBAHUA LENEBbIX MUKPOOPraHW3MOB, KyrbTyp
KNeToK, BUPYCOB U T. M. BO MHOrOM CMoOCOGCTBYHOT BO3MOXHOCTU poCTa KOHTaMuHMpylowmx areHToB. Kpome
TOro, MHOTME NEeKapCTBEHHbIE CPeacTBa MMEHT OrpaHMYEHHYI0 YCTOMYMBOCTb K LUMPOKOMY CMEKTPY METOAOB
OYNCTKU, B OCOOEHHOCTU K MeTodaMm, npefdHasHayeHHbIM AONsl MHAKTUBaLMW WKW YCTPaHEHWs MOCTOPOHHMX
BMPYCHbIX KOHTaMWHaHTOB. [Nnsi cBeOEHUSs K MUHMMYMY BO3MOXHOCTU TaKOW KOHTaMuHaUMM OCHOBHOE
BHUMaHWE criefyeT YyAenaTb MMaHMPOBaHMIO TEXHOMOrMYECKoro npouecca, KOHCTPYKUMM obopyaoBaHus,
nomMeLleHnn, cncteMm obecneyeHunsl, ycrioBusiM nNpuroToerieHns n gobaeneHunst 6ydepoB 1 peareHToB, oTOOpPY
npo6 n oby4yeHuto nepcoHana.

Crneuudpvkaumm Ha npogykumio (B 4YacTHOCTU creuudmkaumm B apmakonerHbiXx cTaTbax, 00LWwmx
hapmaKonemnHbIX CTaTbsAX, PErucTpauMoHHOE [0Cbe) OOIMKHbI ONpedendTtb AOMyCTUMOCTb OnpenenieHHOro
YPOBHSA GUOHarpysku (C ykasaHMem CTENEHW u CTaguu) LS BELeCTB M MaTtepuanoB, unu TpeboBaHMs K ux
cTepunbHOCTU. [1pou3BOACTBO Tawkke [AOIMKHO COOTBETCTBOBAaTb ApPYruM TpeboBaHUSAM, W3FOXEHHbIM B
perncTpaumoHHoOM aocbe nNnbo B MPOTOKOME KIMHMYECKOrO UCCReAoBaHUa (HanpuMmep, KONMMYecTBO reHepaumn
(yaBoeHuI, Nnaccaxemn) Mexay NoCeBHON KynbTypou Unu 6aHKOM KIeToK).

Ona 6Guonornyeckux matepuanoB, KOTOpble He MOryT ObiTb NPOCTEPUNN30BaHbl (Hanpumep, nyTem
vnbTpaLmmn), NPON3BOACTBO LOIPKHO OCYLLECTBNATLCA B aCENTUYECKMX YCIOBMSAX AN MUHUMWU3aALUM puUcka
BHECEHNSI KOHTaMWHAHTOB. [N pernameHTaumMm onpeneneHHbiX NPOU3BOACTBEHHbIX METOAOB, Hanpumep Ans
yAaneHus Wnu MWHaKTMBaUMM BUPYCOB, criefyeT pPYyKOBOACTBOBATbCA COOTBETCTBYHOLMMM MpoLeaypamMu.
lMpuMeHeHne COOTBETCTBYIOLLUMX KOHTPONS M MOHUTOPMHIA 3a COCTOSIHUEM MPOU3BOACTBEHHON cpefpl W, rae
BO3MOXHO, CUCTEMbI YOOPKN 1 CTEPUNM3ALINM «HA MECTE» BMECTE C UCMOMIb30BAHNEM 3aKPbITbIX CUCTEM MOXET
3HAYMTENBbHO YMEHBLUUTE PUCK CyYaNHOW KOHTaMUHALIMKN 1 NEePEKPECTHOM KOHTaMUHaL MK

KoHTponb 00bIYHO BKNOYAET B cebs BMonornvyeckme aHanuTU4eckme MeToAbl, KOTOpble XapaKTepu3yTcs
bonee BbICOKOW CTeneHbld BapunabenbHOCTU, YeM (Pu3nKo-xumudeckme metodbl. [oaTomy npu npomsBoacTee
OMONOrMyecknx akTUBHbIX bapMaLeBTUYECKMX CYOCTaHUMIA U NEKAPCTBEHHbLIX CPEACTB KIMOYEBYIO pOIb UrpaeT
HaJeXHbI NPOU3BOACTBEHHbIN NMpouecc n ocoboe 3HayeHne MMeET KOHTPOSb B NpoLiecce NpoM3BOACTBa.

Buonornyeckue nekapcTtBeHHble CPeACTBa, B COCTAB KOTOPbIX BXOAAT TKaHM (KNeTku) JoHopa (Hanpumep,
onpeferieHHble BbICOKOTEXHOMOIMMYHbIE rnekapcTBeHHble cpeactsa (ATMP)), [OmMKHbI COOTBETCTBOBATbL
TpeboBaHMAM 3akoHOAATENbCTBA B YaCTU MPOCHEXMBAEMOCTU, YBEOOMIIEHUS PErynNATOPHbIX OPraHoB O
HeOnaronpuATHbLIX peakuMsX W KIMHUYECKUX Cry4yasix B XOA4e Tepanuu, a TakKe B 4acTM TEXHUYECKUX
TpeboBaHWiA No wuaeHTUdmkaumm, obpaboTKke, NPEeAOXPaHEHMUIO, XPAHEHUIO W TPAHCMOPTUPOBAHMUIO TKaHeWn
(kneTok) goHopa. 3abop maTtepuanoB W NPOBEOEHWE UCTbITAHWA LOIMPKHbI NMPOBOAUTLCA B COOTBETCTBUM C
CMUCTEMOWN KayecTBa, [Nl KOTOPOW OnpefeneHbl CTaHOapTbl M TexHudeckne TpeboBaHus. Kpome Toro,
TpeboBaHMsi HOPMATMBHBIX MPABOBbLIX AKTOB PACMPOCTPAHSTCS Ha NPOCMEXMBAEMOCTb B OTHOLLEHUN JOHOpA
(c cobniogeHnem koHMAEHUMANbHOCTM JOHOpA) Yyepes CTaauu, OCYLLECTBIIiEMble B yupexaeHun no 3abopy
(MpoBepke) TkaHeW, U OO0 YYpPEeXOEHWs, TOe WCMNONb3yeTcsl NEeKapCTBEHHOE CPencTBO (B COOTBETCTBUM C
TpeboBaHNAMN HOPMATUBHLIX MPABOBbLIX aKTOB).

Buonornyeckne aktuBHble dapmaueBTUYeckue cybCcTaHUMM W NEeKapCTBEHHble CpeacTBa  OOJDKHb
COOTBETCTBOBaTb TpeboBaHMAM [ENCTBYHOLIMX HOPMATMBHBIX MPABOBbLIX AKTOB B OTHOLUEHWW YMEHbLUEHUSI
pucka nepefadyn Bo30OyauTens rybyatonm asHuedanonatMM KMBOTHBIX W NATEHTHbIX BUPYCOB Yepes3
neKapCTBEHHblE CPpeAcTBa ANst MEAMLWHCKOIO NPUMEHEHUS! 1 BETEPUHAPHbIE NpenaparTbl.

115



TKMN030-2017
Yactb A. OGLee pykoBOACTBO

MepcoHan

1 Tlepconan, pabGoTalowmin B 30HaX MNPOM3BOACTBA W  KOHTPOMS  OMONOrMYECKNX  aKTUBHbIX
dapmaLeBTNYECKMX CyDOCTaHUMA M NeKapCTBEHHbIX CPEACTB (B TOM 4YMCRe NepcoHarn, 3aHSATbI OYUCTKOW,
obcnyxvBaHMeM WNM KOHTPOMEM KavecTBa), OOMMKEeH npoxoauTb 00yveHne u nepumoauMyeckoe MOBTOPHOE
obyyeHne B COOTBETCTBMMN CO CBOMMU 06S3aHHOCTAMM U cneunduKor Npon3BOAUMON NPOAYKLMMW, BKIOYasa BCE
ocobble Mepbl MPeAOCTOPOXKHOCTU ANS 3alUMTbl NPOAYKLUK, NepcoHana v oKpyxaroLen cpeap.

2 [Ins obecneyveHus 6e3onacHOCTU NPOAYKLUUN OOIMKHO NPUHMMAaTBLCS BO BHUMaHWE 340pOBbe nepcoHana.
CoTpyaHuKK, 3aHATble B NMPOW3BOACTBE, TEXHNMYECKOM OBCny>XMBaHWWU, NPOBEAEHWMU MUCMbITAHUA U yxode 3a
XMBOTHbIMW (B TOM YMCRe KOHTPONe), Npu HeobxoanmMocTu OOSMKHbI BbiTb BaKUMHMPOBAaHLI COOTBETCTBYIOLLMMU
crneunun4eckuMmn BakUuMHaMK, a Takke NPOXOAUTb perynspHble MeaMuUHCKME OCMOTPbI.

3 Jliobble 3aboneBaHns nepcoHana, KOTopble MOryT HebnaronpuMATHO MOBMMATbL Ha Ka4yecTBO MPOAYKTA,
OOMKHbI NPenATCTBOBaTbL paboTe Takoro nepcoHana B NPOM3BOACTBEHHOW 30HE, a COOTBETCTBYIOLUME 3anucu
coxpaHsTbes. B npomsBoacTtBe BakumHbl BLIXX 1 nekapctBeHHbIX cpedcTB TybepkynuHa MOryT ObiTb 3aHATHI
TONMbKO COTPYOHWKKW, KOTOPbIE PErynspHO MPOXOAST MPOBEPKY UMMYHHOrO ctaTyca WnM PEeHTreHonormyeckoe
obcnenoBaHune rpygHon knetku. COTPYOHWKWA OOSMKHbI NPOXOAUTb MEAWULMHCKUA OCMOTP C Yy4eTOM pucCKa,
KOTOPOMY OHW MOABEpXXeHbl, MeAUUMHCKMI ocMOTp TpebyeTca ANns nepcoHana, paboTatowero ¢ onacHbIMM
opraHvu3mMamu.

4 C uenbld MUHMMMU3ALUW BO3MOXHOCTM MEPEKPEeCTHOW KOHTaMmuHauunm Heobxoammo KOHTPONMpOBaTb
orpaHuyeHne ABWXKEHUs nepcoHana (B TOM Yuciie COTPYOHUKOB CyObl KOHTPONS KayecTBa, CneunanmcToB no
obcnyxvBaHuio 1 ybopke) Ha OCHOBE MPWHLMMOB YMpaBneHWs puckamu Ans kadvectsa. Kak npasuno, He
OonyckaeTcs nepexod COTPYOHUKOB U3 30H, FAe BO3MOXEH KOHTAKT C KUBbIMU MUKPOOPraHn3MamMu, reHeTU4eCcku
MOOUPMLMPOBAHHLIMU OpraHNM3MamMmu, TOKCMHaMU U XUBOTHLIMW, B 30HbI, rAe NPOBOAATCHA paboTbl C Apyron
NpoAyKUnen, WHaKTUBMPOBAHHOW NPOAYKUMEN unu Apyrummu opraHuamamn. Ecnm nogobHbix nepexonos
nsbexaTb HEBO3MOXHO, AOMKHbl ObITb MPUHATHI MEpPbl OIS KOHTPONSA KOHTaMUHALUMKM COrfacHO MpuHUMnam
yrnpaBneHns puckamu ans KavecTsa.

NMomelieHus n obopynoBaHue

5 fABndascb yacTblo cTpaTterMm KOHTPONs, CTeneHb KOHTPOMs MPOU3BOACTBEHHOW cpedbl B OTHOLLEHUU
KOHTaMuHaLuMKM YyacTuuaMmy u MUKPOOpraHn3Mamm B NPOU3BOACTBEHHbIX NOMELLEHUSX OOMKHa COOTBETCTBOBATb
BUOY aKTUBHOM apMaueBTUYECKON CyOCTaHLUMWM, MPOMEXYTOYHOM W TOTOBOM NPOAYKUMM W CTaguu
TexHonormyeckoro npouecca. [lpu 9TOM HeobXoOMMO yuuTbiBaTb YPOBEHb KOHTAMWHALMW  UCXOOHbIX
MaTepuanoB M CTeneHb puUcka Ans rotoBoro npoAykra. B nporpammy MOHUTOPUHra Npou3BOACTBEHHOW cpeabl
OOMKHblI  ObITb  [OOMOMHUTENBHO BKIKOYEHbl METOAbl AN onpedeneHns NpUCYTCTBUSA  Cneumdunyecknx
MUKPOOPraHM3mMoB  (Hanpumep, OpraHM3Ma-xo3siuHa, [OPOXOKEBbIX, MMIEeCHEBbIX rPMbOB, aHa3POBHbIX
MUWKPOOPraHU3moB U T. N.), €CNN Ha 3TO yKa3blBaeT NPOLECC YNpaBneHus puckammn ns kavyecTsa.

6 Mpou3BOACTBEHHbIE M CKMAACKME MOMELLEHUSA OOMKHbI ObITb CNPOEKTMPOBaHbI C y4eToM TpeboBaHWUi K
Knaccam 4UCTOTbl, @ MNpoLecChbl ChraHWpoBaHbl TakMMm 06pas3oM, 4YTOObl MpefoTBpaTUTb KOHTAaMUHALMIO
NPOAYKUUN MOCTOPOHHMMMK BellecTBamu. lMpegoTBpalleHne KOHTamuHauuu anseTca 6onee 3@ eKTUBHbIM,
yeM ee obHapyxeHWe W ycTpaHeHue, XOTS KOHTaMuHauusi, BepOosTHO, OydeT nposBRASTLCSA BO BPEMS TaKkux
NPOV3BOACTBEHHbIX MPOLIECCOB, Kak (bepMeHTauus U KynbTUBMPOBAHWE KMNETOYHbIX KynbTyp. KOHTpoOnbHble
M3MepEHUs, BKMOYasi KOHTPONb cCUCTEM oObGecrneyeHus U KOHTPONb MNPOU3BOACTBEHHOW cCpedbl, LOJIKHbI
NPOBOAUTLCA B COOTBETCTBMU C MPUHLMNAMM yNpaBreHUs puckamu Ang KayecTBa Ha ydacTkax, rge npoxoasar
OTKpbITble MpOLecChbl W, COOTBETCTBEHHO, MPOOYKUUS MOXeET ObiTb NOABEPXKEHA HEMNoCpPeLCTBEHHOMY
BO3ENCTBMIO NPOM3BOLACTBEHHOW cpeabl (Hanpumep, Bo BpeMsi fo6aBneHns BCnomoraTenbHbIX BELLECTB, cpes,
OydepoB, rasos, paboT Bo BpeMsi NpOU3BOACTBA BbICOKOTEXHOJOMMYHBIX fleKapcTBEHHbIX cpeacTs (ATMP)). MNpu
BblbOpe nocregoBaTenbHbIX KIAcCOB YWUCTOTbl B MPOM3BOACTBEHHbLIX MOMELLEHUSAX WM COOTBETCTBYIOLLUX
METOL0B KOHTPOIIS MPUHLMMBI YNPaBNEHNs] pUCKaMX AN KayecTBa AOJMKHbI YYUTbIBATb NPUHLNMbI, U3NOXEHHbIE
B COOTBETCTBYIOLWMX NyHKTax lNMpunoxeHusa 1 HacToswero TKIT.

7 Pabota C XuMBbIMW KNeTKaMu, YCTOMYMBBIMA K Cpefe NPOM3BOACTBEHHbLIX MOMELLEHWUA, OOMKHA
OCYLLECTBMATECA B CrneuManbHO npeaHa3HayeHHbIX NMPOU3BOACTBEHHbIX MoMelueHusx. Ecnv B mpoussogcTtee
NPVUMEHSAIOTCA NaToreHHble MUKPOOPraHn3Mbl (Hanpumep, 1 1 2 rpynnbl NATOreHHOCTM), TO OHO Takke AOIMKHO
OCYLLIECTBNATLCA TOMbKO B cneumanbHO NpeAHa3HaqYeHHbIX Ans 3TOro NPOU3BOACTBEHHbIX NMOMELLEHUSAX.

8 Ncnonb3oBaHne OAHOro MoMeLeHUsa AfS MPou3BOACTBA HECKOMbKUX NEKapCTBEHHbIX CPeAcTB MOXET
ObITb paspelleHo, ecnv YacTblo 3aPEKTMBHON CTpaTeErMm KOHTPONSA, HanpaBfeHHOW Ha npefoTBpalleHune
NepekpecTHON KOHTaMuHaLMK, SBNATCA Ccrefylolive WUnM 3KBMBanNeHTHble UM PakTopbl U MeEpOnpUATUS
(cooTBETCTBEHHO paccMaTpuBaemMbIM TUNam NpoayKunm):

a) 3HaHWe OCHOBHbIX XapaKTEPUCTUK BCEX KIETOK, OPraHM3MOB U MoBbIX NOCTOPOHHMX areHToB (Hanpumep,
NaToreHHOCTb, BO3MOXHOCTb OOHapyXeHWsi, yCTOMYMBOCTb, BOCMPUMUMYMBOCTBL K MHaKTMBauuu), pabota cC
KOTOPbLIMU OCYLLECTBIAETCSA B OAHUX N TEX Xe MOMELLEeHUSX;
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b) npu npoussoacTBe NPoAyKUMM U3 MHOTOYUCHIEHHbIX MareHbKUX CEPU, MofyyvyaemblX U3 pasfnuyHOro
NCXOOHOrO Cbipbsi (HanpuMep, fnekapCTBEHHble CPeACcTBa Ha OCHOBE KMNETOYHbIX TEXHOMOrunW), Ha cTaauu
pa3paboTkn cTpaTernm KOHTPONS AOIMKHbI y4UTbIBATLCA Takne hakTopbl, Kak COCTOSHNME 340pPOBbs AOHOPOB, C
Lenblo CHYXXEHUS pucKa NOMHOW NOTEPU NPOaYKLNK;

C) npepoTBpaLleHWe nonagaHns >XUBbIX MUKPOOPraHM3MOB W CMOP B CMEXHbIE MNOMELEHUS Wnn Ha
obopyaoBaHve nyTem onpedeneHns BCeX NOTeHuManbHbIX MapLIpyTOB MNEpPeKPecTHOW KOHTamuHaumm 1
MCMONb30BaHMSA OAHOPA30BblIX KOMMOHEHTOB W COOTBETCTBYIOLLMX WHXEHEPHbIX MeponpusaTMi (Hanpumep,
3aKPbITbIX CUCTEM);

d) Hanuume MeponpuATUI KOHTPOMSA NO YyAaneHWIo MUKPOOPraHM3MOB M Crop nepep nocredylowwmm
Npou3BoOACTBOM Apyron npoAykuuun. pouedypbl OYUCTKM M AEKOHTaMUHaLUMU OT MUKPOOPraHU3MoB W Crop
OOMXKHbI BbITb OTBANMAMPOBAHLI (B TOM YMCME U ANS CUCTEM OTOMMEHUSA, BEHTUMAALUUN N KOHOULMOHUPOBAHWSA
Bosgyxa (HVAC));

€) ecny MWUKPOOPraHW3Mbl SIBASIOTCH YCTOWYMBBLIMW K YCNOBMSM MNPOM3BOACTBEHHOW cpedbl U B
pacrnopsXXeHUn MMEITCH COOTBETCTBYHOLUME MEeTOoAdbl, KOHTPOSb NPOU3BOACTBEHHOW CpeAdbl, crneunduyeckunii
ONs Noryd4aeMoro MUKpoopraHusma, cnegyet NpoBOAUTL B CMEXHbIX 30HAaX BO BpPeMs MPou3BoACTBa M nocrne
3aBEPLUEHNST OYUCTKU W OEKOHTaMuHaumu. Tarke HYXHO NpuHMMaTb BO BHUMAaHWE PUCKW, CBSA3aHHbIE C
NCMOoNb30BaHMEM OMNpPeAefieHHOro KOHTPOMbHO-U3MepPUTENbLHOro 0bopyaoBaHna (HanpuMep, Ans onpeaeneHus
YacTuy B BO3dyxe) B 30HaXx, rge npoBogdatca paboTbl C XuBbIMM M (UNKM) CNOpooGpasyroLLMMK
MUKpPOOpraHn3mamu;

f) npoaykuusa, obopymoBaHwe, BcnomoratefnbHoe obopydoBaHue (Hanpumep, AN KanubpoBkM K
Banugauum) M OOHOPAa30Bble MaTepuanbl OSKHbI Mepemelwlatbcad B npegenax npegHasHayeHHbIX 30H U
OOIDKHbl yAanAaTbCa U3 3TUX 30H Takum obpasoM, UToObl NpegoTBpaTUTb KOHTaMUHALMIO OPYrMX 30H, APYrou
NpoayKUMM Ha pasnMyHbiX CTaguax npousBoAacTBa (Hanpumep, crnegyeT npeaoTBpaTUTb KOHTAMWHALMIO
NHaKTUBUPOBAHHbIX MPOOYKTOB UM aHaTOKCUHOB HE MHAKTUBMPOBAaHHLIMMW NPOAYKTaMM);

g) NPOM3BOACTBO Ha OCHOBE MPUHLMNA NPOBEAEHUA OAHOTUMHbLIX LIMKIOB NPOM3BOACTBA (KaMnaHui).

9 HeobxoaMmMOCTb Hanmuuus crneuMannsMpoBaHHbIX MOMeLlUueHWn Ans puHUWHOW obpaboTku (Hanpumep,
ONs NPUroTOBMEHUS, HAanoNHeHns, ynakoBkun) OyaeT 3aBnCeTb OT MEPEYUCIIEHHBIX B 8 HACTOSALWEro NPUNOXeHNs
dakTopoB, a Takke OT AOMNOMHUTENbHBLIX (PAKTOPOB B OTHOLLEHMU cneumdukn Bonormnyeckoro nekapcTBEHHOro
CpPeAcTBa M XapakTepucTuK ApYyron Npoaykuuu, Bkovas nobble Hebuonornyeckne NpoaykTbl, NPOM3BoANMbIE B
TeX >e nomeweHnsax. Ha 3aknouuTenbHbIX CTagusx MoryT notpeboBaTbCA [OpyrMe Mepbl KOHTPOMs
onpegeneHHoOn nocrnefoBaTenbHOCTM A00aBneHus BeLwlecTB, CKOPOCTM MNepemMelunBaHus, BpEMEHU WU
TemnepaTypsbl, MpeaenbHoro BpemMeH BO3OENCTBUS CBETa M repmeTusaunm (M3onaunm), a Takke B npoueaypax
OYUCTKW B Criyqae nponvea (paccbinaHus).

10 MeponpuaTtva un npouedypbl, Heobxoaumble Ans obecneyeHuss Ge3o0NacHOCTM MPOW3BOACTBEHHOW
cpegbl M nepcoHana, He [OMKHbl MNPOTUBOPEYMTb MEeponpuaTUSM W npouedypaMm, HeobxoauMMbiM  Ans
obecneyeHns KayecTBa NpoayKTa.

11 Cuctembl BO3AYXOMNOArOTOBKM OOMKHbI ObiTb CMPOEKTUPOBAaHbI, CKOHCTPYMPOBaHbI M OBCAYyXMBaTbCH
Takum  06pa3oM, 4TOObl  UCKMIOYUTL  PUCK  NEPEKPECTHOW  KOHTaMWHauuW  Mexagy  pasfuyHbIMU
NPOU3BOACTBEHHbIMU  30HaMM. Takke MOXeT BO3HWKHYTb HEOOXOAMMOCTb B OTAENbHbIX CUCTeMax
BO34yXONOAroTOBKM ANSA onpefeneHHbIX 30H. PelleHne OTHOCMTENbHO UCMONb30BaHNA CUCTEM BEHTUNAUMKN Be3
PeLMPKYNALMN OIMKHO OblTb MPUHATO HA OCHOBAHUM NPUHLMNOB YNpaBeHWs puckamu ans kavecTsa.

12 PaboTy co cTepunbHOM Npoaykumen HeobxogumMo OCYLLECTBNATL B 30HaX C U3ObITOYHBIM AaBNEHMEM,
HO B 0COObIX 30Hax B TOYKax flokanusaumm natoreHHbIX MMKPOOPraHM3MoB criedyeT co3aaBaTtb OTpuLaTenbHbI
nepenag AaBneHus Ana npefoTBpalleHns pacnpocTpaHeHUs KOHTaMUHaAHTOB 3a npefensl 3Tux 3oH. Ecnn ans
paboTbl B acenTUYecKMx YCMNOBUSIX C MaTepuanamu, nNpeacTaBnsAlolWMMM OCOObIN pUCK (Hampumep, C
MaToreHHbIMY MWKPOOPraHn3MamMm), UCMONb3YTCS 30HbI C MOHWXEHHbIM AaBrneHneMm unun 6esonacHble GOKChI,
UxX criegyeT OKpyXaTb 30HaMW COOTBETCTBYHOLLEro Kriacca YUCTOTbl C M3ObLITOYHbIM OaBreHnem. [aHHbie
nepenagbl AaBeHWs [AOMKHbl OblTb YETKO OnpedeneHbl U HaxoauTbCA NoA MOCTOSIHHbIM KOHTPOMEM C
COOTBETCTBYHOLLMMN HACTPOMKaMN aBapUNHOW CUrHanM3aumu.

13 KoHcTpykuusi 06opyaoBaHus, UCNOMb3yemMoro Ans paboTbl C XMBbIMW MUKPOOPraHM3MamMmn 1 Knetkamu,
BKMNoyas obopygoBaHue ansa otbopa npob, AOmMKHA WCKMoYaTb BO3MOXHOCTb KOHTaMuMHauMM BO Bpems
npoBedeHus paboT.

14 KoHcTpykuusi, obecneuymBarollas MNEPBUYHYIO W30MAUMIO, AOIDKHA WCKIIOYaTb  PUCK  YTEYKM
OGuonornyecknx areHToB B HemnocpeAcTBeHHoe paboyee MpOCTPaAHCTBO, YTO AOMKHO ObiTb NOATBEPXKOEHO
pesynbTataMm TECTUPOBAHUSA C ONPeAeEneHHON NEPUOANYHOCTLIO.

15 PekomeHayeTCcs N0 BO3MOXHOCTU UCMOMb30BaTh CUCTEMbI «OYUCTKU Ha MecTe» U «obpaboTkm napom Ha
MecTe» («cTepunusauum Ha mecte»). KoHCTpykuusi BeHTUnen Ha depMeHTatopax AOIbKHa npedycMaTpvBaTth
BO3MOXHOCTb UX CTEPUIIM3aLnM NapoMm.

16 BosgylwHble unbTpbl A0MKHbI BbiTh IMAPOMOGHLIMU, CPOK UX CNYXObl JormkeH ObiTb onpeaeneH B
npouecce Banugauunm MyTeM [MPOBEPKM LEeNOCTHOCTM C  OnpeferneHHoW MepuoauMYHOCTbIO  COrMacHo
COOTBETCTBYIOLLMM MPUHLIMMAM YNpaBrieHns puckaMmu s KadecTsa.

17 KOHCTPYKUMSA OpEeHaXHbIX CMCTEM AOrfKHa MO3BONATb MPOBOAUTL 3PMEKTUBHYIO HENTPanuMsaumio K
OEKOHTaMMHAUMIO CTOYHbIX BOA ANS WCKMOYEHMS puUcKa NEepekpecTHOM KOHTaMuHauumu. [ormkHo ObITb
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obecneyeHo BbINOMNHeHWe TpeboBaHMIM 3akoHoAATenbCTBa C LeNbld MUHUMWU3ALUMM PUCKOB KOHTaMuHauuu
OKpy>Xalllen cpeabl B COOTBETCTBMM C pUCKaMM, CBS3aHHbIMM C OMOMOrMyeckom OnacHOCTbIO OTXOO0B
npon3BoACTBa.

18 BBuay W3MEH4YMBOCTM CBOWCTB OWOMOrMYECKUX JIEKApCTBEHHbIX CpeacTB MMM  MpPOLECcCOoB  MX
npov3BoacTBa HeobxoaMMO OTMepuBaTb UMM B3BELUMBATb Kakoe-rmbo COOTBETCTBYKOLLEE (KpUTUYECKOE)
ncxogHoe cblpbe (Hanpumep, nNuTaTenbHble cpebl U Oydepbl) B xoge TEXHONornmyeckoro npouecca. B atux
crnyyasix B NPOW3BOACTBEHHOM 30HE AOMyCcKaeTCs XpaHeHWe HebOomnbLUMX 3anacoB 3TOr0 UCXOOHOIO Cbipbsl Ha
NPOTSHKEHUN CPOKa, YCTAHOBIIEHHONO Ha OCHOBaHUWM COOTBETCTBYIOLLMX KpUTEPMEB (Hanpumep, ANUTENbHOCTb
NpOW3BOACTBA CEPUN UMW ANUTENBHOCTb KaMnaHum).

KuBoTtHble

19 [ina npom3BoACTBa BUOMNOrMYECKUX NEKapCTBEHHbLIX CPEACTB UCMOMb3YTCA pasHble BUAbl XUBOTHbIX.
Beigenstotca cneaytowme 2 6onbLune rpynnbl UCTOYHUKOB:

a) XuBble XMBOTHble, 00beAUHEHHbIE B Ipynnbl, cTaga, ctau. Hanpumep, o6esbsaHbl (BakuMHa MNpoOTMB
nonvommenuta), nowagu, oBLUbl M KO3bl (UMMYHHbIE CbIBOPOTKM MNPOTMB SA0B 3MeW N CTONBHsAKa), KOLUKM
(amnepreHbl), KPOMWKW, MbIWM U XOMSKW (BakuuHa npotuMB 6GelweHCTBa), KO3bl, KPYMHbLIA pOratbili CKOT
(TpaHCreHHble NPOAYKThI);

b) TkaHW (KnNeTkn) >KMBOTHOrO MPOUCXOXOEHWS, M3BMEYEHHbIE N3 YMEPLUBIEHHbIX XMBOTHbIX (OBUbI U
CBWHbM), UCNOMb3yeMble ANS NPOU3BOACTBA BbICOKOTEXHOMOMMYHBIX flekapcTBeHHbIX cpeactB (ATMP) nnun kak
Cbipbe AN hepMEeHTOB, aHTUKOArynsiHTOB 1 FOPMOHOB.

XuBOTHbIE Takke UCMOMb3YIOTCA ANA KOHTPOMS KavyecTBa B COOTBETCTBMM CO cneumdurKaunsMm
(MMporeHHoCTb, TOKCUYHOCTL, He3BpegHOCTb, cneuuduyeckas akTUBHOCTD).

20 B pononHeHue K BbINOMHEHMIO HOPMATMBHbLIX TpeboBaHWV B OTHOLIEHUW rybyaTon SHuedanonatu
XMBOTHbIX [pyrMe onacHble areHTbl (BO3byAWTENM 300HO30B, aHTPOMO300HO30B MBOTHbIX) [AOSMKHbI
KOHTPOMMPOBaTbCA W PErMCTPUPOBATLCH COMMAcHO MOCTOSHHO AEWCTBYIOLWEN MporpaMMe  MOHUTOPUHra.
Heobxoauma koHCynbTauus COOTBETCTBYIOLLErO cneunanucTa Ans opraHnsauum Takmx nporpaMm.

B cnyyasix 3aboneBaHus XMBOTHbLIX-AOHOPOB MIN XXMBOTHbIX, KOTOPbIE UCMOMb3YOTCH B KayecTBe Cblpbs,
OOMXKHbI OblTb MPOBEAEHbI U 3aperMcTpupoBaHbl COOTBETCTBYIOLME UCCNeaoBaHUs Ha npegMeT NpUrogHocTu
3TUX >KMBOTHBIX W MPUTOAHOCTU J>KUBOTHbIX, MpebbiBaBLIMX B KOHTakTe C OOMbHbIM JKMBOTHbLIM, AnNS
MCMNOMb30BaHNA MpU MNPOM3BOACTBE (B KA4YeCTBE MCXOAHbIX MaTtepuanoB UMM WCXOOHOrO Cbipbs), KOHTpone
KayecTBa MNpOOYKUMM W MpoBedeHUW MCNblTaHui Ha GesonacHocTb. [omkHa ObiTb npuHATa B dhopme
MMCbMEHHOrO AOKyMeHTa mnpouegypa PpeTpoCneKTMBHOrO aHanusa, Mo3BoNndiwas npuHMMaTb peLueHune
OTHOCUTENbHO TFOAHOCTM OUOMOrMYeckor akTUBHOW dhapmaueBTUYECKON CYOCTaHUMM WU NeKapCTBEHHOro
cpefacTBa, B COCTaB KOTOPOro BXOAMT WM NpWM NPOM3BOACTBE KOTOPOrO WCMOMb30BaSiCAd TaKOW XMBOTHbIN
matepuan B KayeCTBe MWCXOOHOrO CbipbA WM MaTtepvana. [ns ycTaHOBMEHWs TOro, Kakas w3 [AoHauun
nocrnegHen nokasana oTpuuaTtefbHbI pe3ynbTaT Ha Hanuune 3aboneBaHus, ecrnM NPUMEHMMO, NPOBOAUTCH
MOBTOPHOE TeCTUpOBaHWEe 0O6pasLoB, COXpaHeHHbIX MNpu npegbligywiem 3abope matepuana OT TOro xe
XXMBOTHOrO-gOHOpa (ecnu TakoBble WMMEIOTCS), YTO BRMSET Ha NPOLECC MPUHATUSA OaHHOro peweHus. [pu
onpegeneHnM nepumoga MW3bATUS KUBOTHbIX W3 NpoOrpammbl AOMMKEH Y4YMTbIBaTbCA Nepuon BbiBeAeHUS
TepaneBTUYECKUX areHTOB, MCMOMb30BaBLUMXCH AN BBEAEHUS XXMBOTHbIM-AOHOPAM WIM XUBOTHBLIM, KOTOpbIE
NCMoMb30BanNnChb B Ka4eCTBE CblPbsl, YTO AOMKHO BbITb OHOPMMEHO AOKYMEHTAMNBHO.

21 Ocoboe BHUMaHWe crniedyeT yaensTb NpegoTBpaLleHNo U MOHUTOPUHIY MH(PEKUMOHHBIX 3aboneBaHui y
XMBOTHbIX, KOTOPbIE MUCMOMb3YIOTCH B KQYECTBE CbIPbsi, U Y XUBOTHbIX-GOHOPOB. [pMHUMaeMble Mepbl OOMKHbI
BKIOYATb KOHTPOIb MCTOYHMKOB, MOMeELLeHWI, nactouwa, KoHTponb Guonoruyeckon 6e30nMacHOCTH, PexnmMoB
npoBedeHUs UCMbITaHWIA, KOHTPOMb BCMOMOraTefibHbIX MarepuanoB M KOPMOB AN XMBOTHbIX. OcobeHHoe
3HayeHune JaHHble NPOBEPKM UMEIOT A XKMBOTHbIX, CBOOOAHBIX OT cneunduyeckmx natoreHoB, B COOTBETCTBUM
¢ TpeboBaHUSAMM HOPMAaTMBHbIX akToB. [JOmkHbl ObITb onpeaeneHbl TPeboBaHNSA K COAEPXKaHWUIO U MOHUTOPUHTY
300pOBbS OPYIMX XUBOTHBIX (HANpMMEp, XMBYLLUNX B CTasX UM cTagax).

22 [na nekapcTBEHHbIX CPeACTB, NPOM3BEAEHHbIX C UCMOMNb30BAHMEM TPAHCTEHHbIX XUBOTHbIX, AOIMKHA
ObITb obecrnevyeHa MPOCNEXNBAEMOCTb MCXOOHbIX XMBOTHbIX, MCMOMNb30BaHHbIX ANS CO34aHUSA TPaHCrEHHbIX
XMBOTHBIX.

23 Ocoboe BHUMaHWe AOMKHO OblTb yAeneHo HOPMaTWMBHLIM aKTamM B OTHOLUEHUWM 3alUWTbl KMBOTHbIX,
MCMNOMb3yeMbIX B 3KCMEpPUMMEHTamnbHbIX LENsAx, B OTHOLWEHMU BUBApMEB, B KOTOPbIX COOEPXKATCA XXMBOTHbIE,
yxoga 3a XMBOTHbIMW W KapaHTuHa. BuBapuu, B KOTOpbIX COAepXaTCA XMBOTHble, WCMONb3yemble AONdA
NPOM3BOACTBA W KOHTPONS KayecTBa OMOMOrMYEcKMX aKTMBHbIX dhapmaueBTU4ecKMx CcybcTaHuuin u
nekapCTBEHHbIX CPeACTB, AOIMKHbI ObITb OTAENEHb! OT 30H MPON3BOACTBA U KOHTPOSS KadecTBa.

24 nA pasnuyHbIX BMOOB XMBOTHBIX AOIMKHbI ObITb OnpeaeneHbl OCHOBHbIE NoKasaTenu, KOTopble 3aTem
OOMKHbI KOHTPONMPOBATLCHA U perncTpupoBaTtbes. MNokasaTeny MoryT BKnoYaTb BO3pacT, Nos, BEC U COCTOSAHME
300POBbSI XKUBOTHbIX.

25 [na npepoTBpalleHnss pucka nepenyTbiBaHUA M BO3MOXHBLIX OMacHOCTEW, AOSPKHA CyLecTBOBaTb
cucTeMa naeHTUdMKaLmMmn B OTHOLLEHUN XXUBOTHbIX, BUOMOrMYecKnX areHToB 1 NPOBEAEHHbIX UCMbITAHWN.
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JokymeHTauus

26 [na ncxodHbIX CbipbS M MaTepuanoB AN Mpou3BoAcTBa OMONOrMYECKMX NEeKapCTBEHHbIX CPeacTB
MOXeT noTpeboBaTbCa AONONHUTENBHAA UHOPMaLNSG 06 UCTOYHMKE, NPOUCXOXAEHMM, LIENU NOCTaBKK, MeToae
npov3BoACTBa M MPUMEHSAEMbIX MeTOAax KOHTPOMs KadvectBa Ang obecneveHus Heobxoammoro obbema
KOHTPOIS!, B TOM YMCne MUKPOBMONOrM4ecKkoro KOHTPons.

27 [Onsa HekoTopbiX TMMOB MPOAYKLUUW MOXET noTpeboBaTbCs cneunduyeckoe onucaHue matepuarnos,
BXOAALIMX B CEpuilo, B YacTHOCTW, COMaTUYeCKMX KIeToK, MWCNOoNb3yeMbiX Mpu  NPOW3BOACTBE
BbICOKOTEXHOSOIMMYHbIX fleKapcTBeHHbIX cpeacTts (ATMP). B cnyyasx ayTonorMyHoro nekapcTBeHHOro cpeacTtea
N NekapCTBEHHOIO CpeAcTBa OT crneumanbHO NogobpaHHOro AoHOpa NPOAYKUMSA AOMMKHA paccMaTpuBaTbhCs Kak
ofHa cepus.

28 [1na nekapCTBEHHbIX CPeACTB, Npy NPOU3BOACTBE KOTOPbIX MCMOMb3YIOTCA KNETKU YenoBeka Unm TKaHu
OOHOPOB, JOJMKHA ObITe 06ecneyeHa NofnHas NPOCNEXMBAEMOCTb, HA4YMHasA OT UCXOAHOIO Chipbs U MaTepuanos,
B TOM 4ucne cogepxawas uHgopmaumo 060 BCex BelLleCTBax, KOHTAKTUPOBABLUMX C KNETKaMu U TKaHSMM,
BMMNOTb A0 MOATBEPXAEHUSA NONMyYeHUs1 NekapCTBEHHOro CpeAcTBa B MeCTe ero npumeHeHus. B 1o e Bpems
JomkHa B6biTb o6ecneyeHa aHOHUMHOCTb MALMEHTOB M KOHPUAEHUNANbLHOCTb MHpopmaumm o6 ux 30opoBbe.
CooteeTcTBYIOLME 3anucuK, obecnevmBaroLime NMPOCNEXNBAEMOCTb NIEKAPCTBEHHOIO CPeacTBa, OOIMKHbI ObiThb
COXpaHEeHbl Ha NPOTSDKEHMM TpuauaTn neT nocre AaTbl OKOHYaHUSA CPOKa rogHOCTU NeKapCTBEHHOrO cpeacTBa.
Ocoboe BHMMaHWe [OOMKHO yAensiTbCsd ODecneyvyeHunto MpOCEXUBAEMOCTU CNEUNPUYECKNX JeKapCTBEHHbIX
cpeacTB AN MCNONb30BaHUS B 0CODLIX Criydasx (Hanpumep, KNeTku oT cneumanbHO NogobpaHHOro OoHopa).
Mpon3BoaCTBO NEKAPCTBEHHBIX CPEACTB C UCMOMNb30BAHNEM KOMMOHEHTOB KPOBM B Ka4eCTBE MCXOOHOIO Cbipbs
Unu MartepuarnoB [OO/DKHO COOTBETCTBOBaTb TpeboBaHMSAM 3akoHopaTenbcTtBa. B cooTtBeTcTBUMM C
3aKOHO4ATENbLCTBOM MPU NPOM3BOACTBE BbICOKOTEXHOMOMMYHbLIX NeKapcTBeHHbIX cpeacts (ATMP) gomkHa ObiTb
obecneyeHa nNpoOCNEXMBaAEeMOCTb KIETOK YenoBeKka, B TOM YUCIEe TFEeMOMO3TUYECKMX CTBOJIOBbLIX KIETOK.
Meponpuatns, obecneymBaroLe NPOCNEXNBAEMOCTb M XpaHEHWE AOKYMEHTaUuMM B TeYeHne Heobxoaumoro
nepvoaa, OOMKHbI ObITb BKIHOYEHbI B TEXHUYECKME COMMNalLeHnst MexXay BOBMEYEHHbIMU B TaKyl OeATENbHOCTb
CTOpOHaMMU.

MpounsBoacTBo

29 YuyuTblBas BO3MOXHYIO BbICOKYHD W3MEHYMBOCTb CBOWCTB OMOMOrMYecKUX BeLLEeCTB W NPOAYKTOB,
HeobxoamMmMo obecneydnTb Ha pasHbIX dTanax KU3HEHHOro UuKna nNpoaykuun (Hampumep, Ha dTane pas3paboTku
npouecca) NoBbIWEHVE HaAEXHOCTU M YCTOMYMBOCTU MpoLecca, CHMXas TeM camMbiM ero BapnabenbHOCTb U
noBbilwasi BOCMPON3BOANMOCTb.

MoBTOpHas oLeHka AomKHa NPOBOAUTLCA B NpoLecce 0630poB KavyecTBa NPOAYKLUN.

30 [MockonbKy cpedbl U peakTuBbl B YCMOBUAX KyrbTMBUPOBaHMS obecrneynmBaloT pOCT KMETOK WK
MWKPOOPraHn3MoB, KOTOpble, KaK NpaBuiio, ABASIOTCA MOHOKYNbTypamu, ocoboe BHUMaHWe AOIMKHO yAenaTbCs
CTpaTerMn KOHTPOMs KayecTBa AN rapaHTUW NpeaynpexxgeHns U MUHUMU3auun GuoHarpyskn n CBA3aHHOTO C
Hen 3arpAsHeHuss MeTabonmuTamum M 3HAOTOKCMHaAMW. [ANs BbICOKOTEXHOMOMMYHbIX feKapCTBEHHbIX CPeacTB
(ATMP) Ha ocHOBe KIeTOK, KOTOpble, Kak npaBuiio, Mpou3BOOATCS ManbiMW CepusMWn, PUCK MEePEKPeCTHOM
KOHTaMuMHauum Mexay KNeTOYHbIMW JeKapCTBEHHbIMW CpeacTBaMuM OT pPasHbiX AOHOPOB C  PasfMyHbIM
COCTOSIHMEM 340PO0BbS AOMKEH KOHTPOMNMPOBAaTbLCS COMNacHO yCTaHOBMNEHHbIM TpeboBaHusaM 1 npoueaypam.

McxogHoe cbipbe U MaTepuanbi

31 CnenyeT 4eTko ONpedensaTb WUCTOYHMK, MPOUCXOXKAEHWE WU MPUrOAHOCTb OUOMOrMYECKUX MCXOAHbIX
CbipbS M MaTepuarnoB (HanpuMep, KpUOMPOTEKTOPOB, MWTAKOLWUIN KNETOK, peareHTOB, NuTaTerbHbIX Cpea,
OydepoB, CbIBOPOTOK, (PEPMEHTOB, LIUTOKUHOB, (bakTOPOB pocTa) ANnd nocreaylLwero ux ucnonb3oBaHuns. Ecnm
npoBeAeHNe HeoOXOOUMBIX WCMbITAHUIA 3aHUMAET MHOIO BPEMEHM, [OMycKaeTcs HaduHaTb 06paboTky
WUCXOAHOro CbIpbsl A0 MOMyYeHUs1 pes3ynbTaToB 3TUX WCMbITAHWA, HO ANs UCNONb3OBaHWUS 3TUX WCXOOHbIX
MaTtepuarioB AOSDKHO OblTb YYTEHO WX BMsHWE Ha ApYyrMe Cepun B Criyyae BbISIBNEHUS HECOOTBETCTBUS W
OLleHEHbl PUCKM COrfacHoO npuHUUNam YynpasreHust puckamu Ana kadectBa. B Takux cnydasix Bblgada
paspeLleHns Ha BbINMYCK Cepun roToBOM NPOAYKUUN 3aBUCUT OT YAOBMNETBOPUTENBHbLIX Pe3ynNbTaToB UCMbLITAHWUI
ncxogHoro cbipbsi. Ha ocHoBaHuM TpeboBaHWMIA K COOTBETCTBYHOLIMM CTaausM MNPOM3BOACTBA [JOSKHa
NPOBOAUTBLCH MAeHTUMKaUNsa BCEX UCXOOHbIX MaTepuanoB. [ononHUTEenbHblE PyKOBOASALWME YyKa3aHus Ans
Buronornyecknx nekapcTBeHHbIX CpeacTB npusegeHsbl B Yactu | HacToswero TKIM u MNpunoxeHnn 2 HacTosLwwero
TKI1, a ansa 6Guonornyecknx akTMBHbIX hapmaueBTMdYecknx cyoctaHumii B Yactu |l HacTosiwero TKIT.

32 lNpwu oLeHKe PUCKOB KOHTaMUHAaLNN UCXOAHbIX CbIpbS U MaTepuanoB BO BPEMS UX NPOXOXAEHUS NO Lenu
noctaBkm ocoboe BHMMaHWe criegyeT yaoenaTb PUCKY, CBSA3aHHOMY C rybuyaton aHuedanonaTven >XUBOTHbIX.
Tawkke [OOMKHO ObiITb ydeneHo BHMMaHMe MartepuanaMm, HEeNoCPEeACTBEHHO  KOHTaKTUPYHLWUM  C
TeXHonornyeckum obopydoBaHWEM UMW NPOAYKUMERn (Hanpumep, nUTaTernbHbIM cpefam, UCMOoMb3yembiM AN
MOOENMPOBaHMSA acenTUYEeCcKoro npouecca, U CMasouvHbIM MaTepuanam, KOTopble MOryT KOHTakTupoBaTtb C
NPOAYKTOM).
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33 Bcnepctsume TOro, YTO PUCKM BHECEHWS KOHTaMUHaLumM 1 COOTBETCTBYIOLLME NOCEACTBMA A1 FOTOBOrO
NeKkapCTBEHHOIO CpefacTBa He 3aBUCAT OT CTaguvM NPOU3BOACTBA, YCTAHOBIEHWE cTpaTerMn KOHTpons Ans
3aWmThl  NpoAyKUWMW, MPUrOTOBMNEHMS pacTBopoB, OydepoB u  AobBaBnseMblX KOMMOHEHTOB  [OSPKHO
OCHOBbIBaTbCS Ha MPUHUMNAX W PYKOBOOALMX YKa3aHuaX, COAEpPXalUMXCA B COOTBETCTBYIOLUMX MyHKTaXx
MpunoxeHusa 1 HacToswero TKM. Ocobyo BaXHOCTb UMEHT KOHTPONbHbIE MEPONpPUATUSA, Heobxoammble Ans
NMPOBEPKN KavecTBa MCXOAHbIX MaTepuaros, a Tawkke Af1s npouecca acenTu4eckoro NpoM3BoACTBa NPOAYKLUK
Ha KMeTOYHOW OCHOBe, rae (buHWLWIHAs CTepunusaums He SABMSETCH BO3MOXHOW, a CNOCOBHOCTb yaaneHus
MUKPOOHbIX NOBOYHBIX NPOAYKTOB orpaHuyveHa. Korga B pernctpauvoHHOM AOCbe MM NPOTOKOME KMMHUYECKUX
nccneaoBaHWA YCTaHOBNEH AONYCTMMbIA TWN M ypoOBeHb OuoHarpysku (Hampumep, Ha CTaauu nonyyYeHus
aKTUBHOM apmaueBTMYecKon cybcTaHumm), cTpaTerMss KOHTPONs [OfXHa npedycMaTpyBaTtb CMNoCOObI,
KOTOpbIMK ByaeT noaaepKmMBaTbCA YCTAHOBMNEHHbIN YPOBEHb BUOHArpysku.

34 Tlpn HeobxoAMMOCTM CTepunusaumMm UCXOQHOro Cbipbf M MaTepuanoB OHa MO BO3MOXHOCTW AOSIKHA
NpoBOAUTLCH TepMuyeckum MeTogoM. [lpu HeobxogMMOCTM MOFYT Takke UCnonb3oBaTbCa  Apyrve
COOTBETCTBYIOLME METOAbl, UCMONb3YILWMNECH ANS WHaKTMBauuyu Buonornyeckux martepuanos (Hanpumep,
paguauusa n ounbTpaums).

35 MoxeT noTpeboBaTbCa NpoBegeHne OpYrux MeponpuaTUI, B YaCTHOCTU, UCMONb30OBaHWe aHTUOMOTMKOB
Ha paHHUX 3Tanax NPOu3BOACTBA C Liefbio YMEHbLUEeHNS B1MoHarpy3kn, KoTopas BO3MOXHa NpW NMOCTaBKe XXUBbIX
TKaHel (knetok). CriegyeT Mo BO3MOXHOCTU u3beratb TakMx MeEpONpUATUA, HO B Cryyae HeobXxoaMMOCTU UX
MCrnonb3oBaHWe AOMKHO OblTb OOOCHOBAHO, @ WX MPYMEHEeHWe B TEXHONOrMYyeckoM npouecce AOMKHO ObiTb
npekpaLleHo Ha CTaanu, ykasaHHOW B perncTpaumMoHHOM AOCbe UMW NPOTOKOSE KIMHNYECKUX NCCrefoBaHuN.

36 Onsa TkaHen (KNeToK) YernoBeka, UCMOMNb3yeMbIX B KAYECTBE MCXOAHbIX MaTepuarnoB Ans 6uonormyeckmnx
neKapCTBEHHbIX CPeACTB, HEOOXOAUMO yuYUTbIBaTb crieayrolime TpebosaHus:

a) npuobpeTeHue, OOHAUMA W NpoBedeHMEe WCMbITaHUA OOMKHO perynmpoBaTbCs 3aKOHOAATENbCTBOM
Pecnybnukn Benapycb. YupexaeHusi, MOCTaBRsOWME WCXOAHOE Cbipbe, AOIDKHbI MoMnyyaTb paspelueHue
YMONTHOMOYEHHbLIX OpPraHoB B COOTBETCTBMM C 3akoHogatenbctBom Pecnybnukm benapycb. Hanunuue
HeoBX0AMMbIX paspeLLeHnii 4OMMKHO BbiTb MPOBEPEHO B pamKax CUCTEMbI ypaBreHus nocTaBkamu;

b) B cnyyasax nmnopTupoBaHMsA TKaHen (KNEeToK) YenoBeka M3 OPYrnx CTpaH, AOMmkHbl BbiTb cobnogeHsl
COOTBETCTBYIOLIME CTaHAapTbl KOHTPOMSA KayecTBa W 06e30nacHOCTM, SKBMBAmnEHTHble TpeboBaHMAM
HOpPMAaTMBHbIX MPaBOBbIX Y TEXHUYECKNX HOPMATUBHbLIX NPaBoOBbIX akToB Pecnybnukm benapyck. Takke AOMKHbBI
ObiTb  cobmniogeHbl  yCTaHOBMEHHble  3akoHogaTtenbcTBoM  Pecnybnuku Benapycb  TpeboBaHus
NMPOCNEXMBAEMOCTM N COOOLLUEHNI O Cepbe3HbIX HexenaTemnbHbIX peakuusix U CepbesHblX HexenaTenbHbiX
ABMEHUSAX;

C) B HeKOTOpbIX cnydasix pabota C TkaHAMK (KneTkamu), WCMOMb3yeMbiMM B KayecTBe WCXOOHbIX
mMaTepuanoB And ©OMONornyeckMx neKkapCTBEHHbIX CPEACTB, NPOM3BOAMTCA B ydpexaeHusax no 3abopy
(npoBepke) TkaHeW (Hanpumep, AN CO34aHUS HavamnbHbIX KMETOYHbIX OaHKOB WNKU  KNETOYHbIX JIMHWN,
NpeALlecTBYIOLWMX CO34aHMI0 raBHOro 6aHka kneTok). B aTnx cnyyasx, B COOTBETCTBUM C 3aKOHOAATENLCTBOM,
OOMKHO ObITb OTBETCTBEHHOE MNWLIO, KOTOPOE OTBEYaeT 3a 3TK aTanbl paboThl;

d) oTBeTCTBEHHOE NMUO B YydypexaeHun no 3abopy (MpoBepke) TKaHEM BbiAaeT paspeleHve Ha
ucrnomnb3oBaHne TKaHew (KNeTok) nepen ux NOCTaBKOW MPOU3BOAUTENIO NEKapCTBEHHOro CpeacTBa, Nocrne 4ero
NPUMEHSIOTCA CTaHA4apTHble Mpoueadypbl KOHTPONSA MCXOOHbIX MartepuanoB. Pe3ynbTaTtbl UCMbITaHWA BCEX
TKaHel (KNeTok), NMocTaBnsieMbIX yypexgeHuem no 3abopy (nmposepke) TKaHeW, AOMKHbl ObiTb NpeacTaBneHbl
NpoOM3BOAMTENIO  NEeKapCTBEHHOro cpeacTtBa. [laHHas uvHdopmauus gomkHa Mcrnonb3oBaTbCs  AnNd
COOTBETCTBYIOLLErO pasfeneHnsa MaTepuanoB 1 onpegerieHns cnocoboB xpaHeHus. B cnyyae HeobxogumocTu
BO3MOXHa [OCTaBka TKaHeW (KNeTok) NMPOM3BOAMTENIO NIeKapCTBEHHOro cpeacTBa A0 MOMyyYeHus pesynbTaToB
UCMbITaHWI OT yupexaeHus no 3abopy (MpoBepke) TkaHen. 3TO BO3MOXHO MPU Hanuuum COOTBETCTBYIOLLNX Mep
KOHTpONs AN NpefoTBpalleHnsi NepekpecTHOW KOHTaMUHAUMK TKaHSAMU (KreTkamu), Ha 4To Oblno MosyyeHo
paspeLLeHne OTBETCTBEHHOIO nuua B ydpexaeHuy no 3abopy (npoBepke) TKaHen;

€) TpaHCnopTUpOBaHWE TkaHen (KNeTOoK) 4eroBeka K MPOM3BOACTBEHHOM MIoOWagke [OOJPKHO
OCYLLECTBMATECA B COOTBETCTBUM C MUCbMEHHBIM COMMalleHneM MexOy OTBETCTBEHHbIMWM CTOPOHaMMU.
lMpoun3BoACTBEHHbIE  MMOWaAKM  OOIDKHbl  MMETb  [JOKYMeHTanbHoe  nogTBepxaeHve — cobrnogeHus
COOTBETCTBYIOLLMX CNeLnnieckmx yCroB1n XpaHeHNst U TPaHCNOPTUPOBaHWS;

f) momxHbI cobniogaTbca TpeboBaHWA NPOCMNEXUBAEMOCTH, HAUYMHAs C yupexaeHus no 3abopy (Nposepke)
TKaHel 0O AOCTaBKM NonydaTento, BKIYas Mmatepuarbl, HaXOAMBLUMECS B KOHTAKTE C TKaHAMM (KreTkamu);

g) AOOmMKHO  cywecTBoBaTb  COrnalleHne  Mexay  OTBEeTCTBEHHbIMW  CTOpPOHaMu  (Hanpumep,
npou3BOAMTENAMK,  yupexaeHuaMun no 3abopy (npoBepke) TKaHeW, CMOHcCOpaMu, AepXaTensamu
perucTpauMoHHbIX YOOCTOBEPEHUI), KoTopoe onpefdenseT cdepbl OTBETCTBEHHOCTU KaXOoW W3 CTOPOH
(BKrtovas ykasaHvne OTBETCTBEHHbIX U YNOMHOMOYEHHbIX NnL).

37 B oTHOLWEHWM reHHON Tepanum HeoBXoAMMO y4uTbIBaTh crieaylowme TpebosaHums:

a) AnA npoayKuuW, MNPOW3BEAEHHOW C WCNOMb30BaHMEM BUPYCHbIX BEKTOPOB, WCXOAHble Martepuansl
ABMSAOTCA KOMMOHEHTaMW, M3 KOTOPbIX MOMYyYeH BUPYCHBLIA BEKTOP, TO €CTb [MaBHbIA BUPYCHbLIA NOCEBHON
mMatepvan unu nnasmugbl, KOTOpble UCMONb3YITCA ANs TpaHCcgeKumMn nakylowmx KNeToK, 1 rmaBHoro 6aHka
KNeTOK, MCNOMb3yeMOoro AN MMHUM NaKyLWKX KNEeTOK;

120



TKM 030-2017

b) ans npoaykuuun, NpovnsBegeHHOW C UCNONb3OBaHWEM MNasmMui, HEBUPYCHbIX BEKTOPOB W FeHEeTUYeCcKu
MOAMMULNPOBAHHBLIX MUKPOOPraHM3MOB, 3a WCKMYEHWEM BUPYCOB U BUPYCHbIX BEKTOPOB, WCXOLHbIMU
MaTepuanamu siBNSOTCA KOMMNOHEHTbI, UCMOMb3yeMble AN CO34aHUsA KNeTOK-NPoayLIEeHTOB, TO €CTb NnasMuabl,
BakTepuns-xo3anH 1 rmaBHbl 6aHK PeKOMOMHAHTHBIX MUKPOOPraHU3MOB;

C) ANs reHeTU4eckn MOAUMPULMPOBAHHBLIX KMETOK WMCXOAHbIMW MaTtepuanamy SBMsOTCS KOMMOHEHTHI,
ncnonb3dyemble A58 MNONyYEeHUs1 TeHeTUYECKM MOANMULIMPOBAHHBIX KINETOK, TO eCTb UCXOOHbIe MaTepuansl Ans
NPOU3BOACTBA BEKTOPOB, @ TAKXKE KINETKN YeNOoBeKa Wi XXUBOTHBIX;

d) npuHuunel HacToswero TKIT npMMeHsTCA, Ha4YMHasa OT cUCTeMbl BaHKa KNeTok, MCMonb3yemMoro Ans
NPOU3BOACTBA BEKTOPA UIN NNa3mMuibl, KOTOPbIE MCNONb3YHTCH Afsl NepeHoca reHoB.

38 lNpu Npon3BOACTBEHHbIX NMpoLeccax, B KOTOPbIX KNETKM YENOBEYECKOrO UM XUBOTHOIO NPOUCXOXAEHMUS
NCNONb3YTCHA B KA4eCTBE NUTAIOLLMX KMETOK, AOMKEH NPOBOAUTHCHA COOTBETCTBYHOLLMUA KOHTPOMb MCTOYHUKOB,
UCNbITAHUIN, TPAHCNOPTUPOBAHUSA W XPaHEHWs OaHHbIX MaTepuanos, BKMOYasi KOHTPOMb B COOTBETCTBUU C
TpeboBaHMaMM 3aKoHOAATENbCTBA.

Cuctema noceBHOM KynbTypbl U 6DaHKa KNneTok

39 [Ins npegoTBpalleHus HexenaTenbHOro U3MeHeHNss CBOMCTB, KOTOPOEe MOXET MPOU3ONTU BCneacteue
MHOrOKpaTHbIX MepeceBOB WM OOMbLIOTO 4uCna reHepauui, NPOU3BOACTBO OUOMOrMYECKUX aKTMBHbIX
hapmMaLeBTMYECKUX CYOCTaHUUA W FfeKapCTBEHHbIX CpPeacTB, NONyvyaembiX W3 KynbTyp MUKPOOPraHvW3MmoB,
KyrnbTyp KNETOK WUIM Pa3MHOXEHMEM B 3MOpMOHaxX, TKaHAX M opraHax >XUBOTHbIX, AOMKHO OblTb OCHOBaHO Ha
cucTeme rmaBHOM 1 paboyert BUPYCHBIX MOCEBHBIX KyNbTyp U (Mnn) 6aHKoB KneTok. Takasi cuctema MoxeT ObITb
HeNnpPUMEHVMOWN KO BCEM THMNaM BbICOKOTEXHOMOIMMYHbIX NekapcTBeHHbIX cpeacTs (ATMP).

40 KonwnyecTBO reHepauuin (YABOEHMIN, Maccaen) mexay MOCEBHOM KyrnbTypow unmn 6aHKOM KNeTok 1
OMonorMyeckon akTMBHOM (papmaueBTUYECKOM CcybCTaHUMen U NeKapCTBEHHbIM  CPEeACTBOM  JOJDKHO
cooTBeTCTBOBaTbL TpeboBaHMAM cneundukaumn B PErucTpaumMoHHOM AOCbe WM MPOTOKOME KMMHUYECKNX
nccrnegoBaHuni.

41 Co3spgaHve CUCTEM MOCEBHBbIX KynbTyp M OaHKOB KMNETOK, BKMOYasi rnaBHble M paboyvMe MnoceBHble
KynbTypbl, OOJDKHO SBMAATbCHA YacTbl YNPaBMEHUS XXWU3HEHHbIM LMKNOM MpOAYKUUW K MPOBOAMTBCS B
COOTBETCTBYHOLWMNX YycroBuax. [lpom3BoAacTBEeHHas cpeda  [[OSMKHA HaxoguTbCs MNO4  COOTBETCTBYHOLUM
KOHTpomneM ans obecneyeHms 6€30MacHOCTU CUCTEM MOCEBHBIX KyrnbTyp M GaHKOB KMETOK, a Takke nepcoHana,
paboTatoiero ¢ HUMK. Mpy co3gaHMn NOCEBHbIX KynbTyp M GAHKOB KINETOK He AomnyckaeTcs OAHOBPEMEHHast
paboTta C APYrMW >XUBbIMW WNU WMHPUUUMPYIOLWIMMK MaTepuanamv (Hanpumep, BUpycamu, fAVHUSMU WK
LWTaMMaMKN KIEeTOK) B OJHOW WM TOW e 30HEe WM OOHOro M TOro e nepcoHana. [ormkHa ObiTb AOCTynHa
OOKYMeHTauus, no3sonstLlas odbecneymTb NPOCNEXNBAEMOCTb CTaAUN, NPEALIECTBYHOLWMX reHepaumm rnaBHoON
MOCEBHOW KyNbTypbl UNWN rMaBHOro GaHka KNeTok, rae MoryT ObiTb NPUMEHEHb! TONbKO MPUHLUUMbLI HACTOSLLLEro
TKI. JaHHas gokyMeHTaumsa [OMmKHa BKNoYaTbh MHPOPMaL M0 OTHOCUTENbHO KOMMOHEHTOB, UCMOSTb30BaBLUNXCS
BO Bpemsa pa3paboTkm U BO3MOXHO BAMAKOWMX Ha 6e30nacHOCTbL MNpoAykuun (Hanpumep, peareHTbl
B1ONOrM4ecKoro NPOUCXOXKAEHNS), OT Ha4YanbHOr0 UCTOYHMKA U OO MONYyYEeHUS FeHHO-UHXEHEePHOro NpoayKTa,
€Crnn NPMMEHNMO.

42 lMocne dopMMpoBaHUS rmaBHOrO N paboyvero 6aHKOB KNETOK M rMaBHOM U paboyelt NOCEBHbIX KyNbTyp
OOIMKHbI cobrnogaTbcsa Npoueaypbl N0 KapaHTUHY U paspeLlleHnto K UCNomnb30BaHuIo. [OmkHbl ObITb NpoBeAEHbI
COOTBETCTBYIOLLME KBANUMUKaLMA U UCMbITAHUA B OTHOLLEHUN KOHTaMWHaHTOB. VX ganbHenwas npurogHocTb
BMocCrneacTBMM LOMKHA ObiTb MOATBEPXKOEHA CTAOMITbHOCTLIO XapaKTEPUCTUK U KA4YECTBOM NOCNEeAYOLLMX CEPUN
npoaykuun. [okaszaTenbCcTBO CTabUMbHOCTM U BOCMPOU3BOAUMOCTU MOCEBHbIX KyNbTyp MU GaHKOB KIETOK
HeobxooMMO OgOpPMNSATb [OKyMeHTanbHo. CoaepxaHwe 3anucer [OSPKHO MO3BOMATb MPOBOAWTL OLLEHKY
TeHOeHUUN (TpeHaoB).

43 ToceBHble KynbTypbl U GaHKM KNETOK crefyeT co3gaBaTb, XpPaHUTb M UCMOfb30BaTh TaknMm obpasom,
YTOObl PUCK UX KOHTAMUHAUMW WM MU3MEHEHMS Obll MUHWManbHbIM (HanpuMmep, XpaHWTb B TE€PMETUYHbIX
KOHTerHepax B XXuaKkom asote). B crniyyae xpaHeHus pasnmyHbiX NOCEBHbIX KyNbTyp U OaHKOB KNETOK B OOHUX W
TeX XKe 30Hax MM C UCMONb30BaHMEM OAHOIO U TOro ke obopyaoBaHUsA OOSMKHbI OblTb MPUHATBEI Mepbl MO
npegoTBpaLLEHNO MepenyTbiBaHUA W MNEPEeKpPeCcTHOW KOHTaMMHauuM C y4eTOM WHMEKUMOHHOW npupoabl
MaTepuanos.

44 JlekapCTBEHHble CpeACTBa Ha OCHOBE KIEeTOK 3a4acTyld MNpOM3BOAATCA M3 KINEeTOYHOro 3anaca,
MOny4eHHOro M3 OrpaHUYEeHHOro KonmuyectBa naccaxen. B oTnuume oT OBYXYPOBHEBOW CUCTEMbI [MaBHbLIX U
pabounx GaHKOB KNETOK, KONMMYECTBO MPOU3BOACTBEHHbLIX LMKIOB HA OCHOBE KMETOYHOrO 3arnaca OrpaHu4eHo
KONMMYEeCTBOM arnuKBOT, MOMYyYEeHHbIX MOCMEe pPOoCTa, WU He pacrnpocTpaHAeTCA Ha BeCb XXWU3HEHHbIA LIMKI
npoaykuun. NpoTokon Banuaaumn JOMKEH YYUTbIBaTb M3MEHEHUS KNETOYHOrO 3anaca.

45 EMKOCTW AN XpaHEeHUs OOMKHbl BbiTb repMETUYHO 3aKPbITbl, YETKO MapKUPOBaHbI; COAepXaTbCs npu
COOTBETCTBYIOLLEN Temnepatype. Heobxoaumo BeCcTM [OOKYMEHTAlbHbIA Y4YeT XPaHALMXCS EMKOCTEMN.
Temnepatypy XpaHeHus criefyeT HenpepbiBHO perncTtpuposaTb, a B YCTAHOBKAX C J>KWUOKUM a30TOM
KOHTpOnMpoBaTb ero ypoBeHb. OTKMNOHEHWS napamMeTpoB XpaHEHWsi OT YCTaHOBMEHHbIX NpedenoB U nobble
npeanpvHATbIE KOPPEKTUPYIOLWNE 1 Npeaynpexaarwmne AeNCTBNUS SOJPKHbI ObITb 0POPMIEeHbl AOKYMEHTamMbHO.

121



TKM030-2017

46 PekomeHayeTCcsa pasgensaTtb 3anacbl Ha YacTM M XpaHuTb pasfdenbHO BO m3bexaHue nofiHoW yTparthl.
KoHTponb mectopacnonoxeHus gormkeH obecneynsaTth BbINOMHEHUE YKa3aHHbIX TpeboBaHWN.

47 Ycnosuma XxpaHeHuss u o6paboTkM 3anacoB AOMKHbI ONpedensaTbCA COrflacHO TeM e CcamblM
npoueaypam u napametpam. [locne B3ATUA KOHTEMHEPOB N3 XpaHUNuLLA NOCEBHOW KyrnbTypbl (6aHka KneTok) He
JonyckaeTcs Bo3BpalwaTb UX B XpaHUNMLLE NOBTOPHO.

MpuHUMNbI paboThbl

48 T[lpu ynpasBneHWM MW3MEHEHUAMW C YCTAHOBNEHHOW MEPUOANYHOCTLIO AOMXKHblI paccMaTpuBaTbCH
apbdekTbl, BKNOYaAA KyMynATMBHbE 3eKTbl M3MEHeHUn (HanpvMep, B MNPOU3BOACTBEHHbIX Mpoueccax),
BMMAIOLLME Ha kayecTBO, 6e30nacHOCTb 1 3(PHEKTUBHOCTL MOTOBOIO JIEKAPCTBEHHOIO CPEACTBA.

49 KpuTtuyeckne onepaunoHHble (TEXHONMOMMYECKUE) UNU ApYyrue UCXOAHble MapameTpbl, BAuUsiiolMe Ha
KayeCcTBO feKapCTBEHHOINo CpPeacTBa, AOMKHbl OblTb onpegeneHbl, BanuAMpPOBaHbl, AOKYMEHTUPOBaHbI U
noaaepXXMBaTbCsl B COOTBETCTBUM C YCTaHOBMEHHbIMU TpeboBaHMAMN.

50 CrtpaTterma KOHTpPONsS MOCTYMIIEHNs CbipbS W MaTepuarnioB B MPOW3BOACTBEHHbIE 30Hbl [JOIMKHA
OCHOBbIBATbCS Ha MpuUHUMNAxX yhnpaBrneHus puckamu Ans  kKadectBa. [na  acentMyeckux MpoLeccoB
TEPMOCTOMKMNE Cbipbe U MaTepuarnsl, nonagatoLwme B YACTYIO UM YUCTYIO U M3ONMPOBAHHYIO 30HY AOSMKHBI, MO
BO3MOXHOCTM, MOCTYNaTb B HUX Yepe3 NPOXOAHON aBTOKMAB UMM CyxXOxapoBon wkad. HeTepmocTolikue chipbe
1 MaTepuanbl JOIPKHbI BHOCUTBCS Yepes BO3AYLUHbIE LWI03bl C 6NIOKMPOBKOK ABEepen, NoABeprasch npoueaypam
a3 hekTNBHOW caHUTapHOM 06paboTKn NOBEPXHOCTU. Pa3peluaeTcs ctepununsaumusa npegMeToB U MaTepuarnos B
OpYyroMm MecTe Npu YCINOBUKW, YTO OHM cofepxaT KonmyecTBO 0BepToK, COOTBETCTBYHOLUMX 4YWUCNY CTaaun,
HeOoOXOAMMbIX AN MPOXOXAEHMS B YMCTYHO 30HY, U BHOCATCS B Hee 4epes3 BO3AYLUHbIV W3 C CObnogeHnem
COOTBETCTBYIOLLUX MEP NPESOCTOPOXHOCTU NYTEM CaHUTapHON 06paboTKM NOBEPXHOCTM.

51 HomkHbl BbiTb NOATBEPXKOEHbI POCTOBLIE CBOWCTBA MUTATENbHbIX Cpef C Lenblo goKasaTenbcTBa MX
NpuUrogHoCTM AN npegnonaraemMoro UCnonb3oBaHus. [lutatenbHble cpedbl AOMXKHbI, MO BO3MOXHOCTY,
cTepunu3oBaTbCd Ha MecTe. [lpu nnmaHoBOW nogaye rasoB, NUTaTeNbHbIX Cpend, KUCNOT WUNW  LUeroyen,
neHoracutenem u T. N. K epMeHTepam Mo BO3MOXHOCTM cnegyeT UCMnonb3oBaTb CTepunuayowme ounbTpsl,
BCTPOEHHbIE B MNHMM NOAAYN.

52 [obaBneHve BewecTB MM KynbTyp B PepMeEHTEPbl U Apyrne cocydbl, a Takke oTbop npob u3 Hux
HeoOX04MMO NMPOBOAUTbL B TLUATENIBHO KOHTPONMPYEMbIX YCIOBUAX ANA NpefoTBpalleHnst KoHTamuHaumu. Mpu
BHeceHnn 4o6aBok nnu otbope Npob HEOOXOAMMO KOHTPONMPOBATL NPaBUIIbHOCTb NOACOEANHEHNSI COCYAOB.

53 lNpn HeobxoamMMocCTn cnegyeT BeCTU NOCTOAHHbIV KOHTPOSb HEKOTOPbIX MPOM3BOACTBEHHbLIX MPOLECCOB
(Hanpumep, depMeHTaLMmn) C BHECEHWEM pe3ynbTaToB KOHTPONSA B 3anMcyu MNo Npou3BoacTBy cepun. [pu
NPON3BOACTBE C MCMOMNb30BaHNEM METOAa HEMNPEPLIBHOIO KyNbTUBUPOBAHWSA crnefyeT o6paTuTb BHUMAHWE Ha
cneumanbHble TpeboBaHMA K KOHTPOMK KayecTBa, BO3HMKawWme B pesynbtate Bblbopa Takoro
NpOM3BOACTBEHHOrO MeToAa.

54 Mpouecchbl LeHTpUYrMpoBaHns U CMeLUMBaHWS NPOAYKTOB MOTYT MPUBECTM K 0O6pa3oBaHM0 a3po30nen,
NnoaToMy BO M3bexaHue NepeKkpecTHOW KOHTaMmuHauuu 3TW npouecchbl cregyeT NpoBOAWMTb B U30MMPOBaHHbIX
30Hax.

55 Mpu cnyyaiHom yTeuke, B 0COOEHHOCTY XMBbIX MUKPOOPraHU3MOB, AOMKHbI ObiTb NPUHATEI HEOTNOXHbIE
Mepbl Ge3onacHocT. [ns Kaxgoro Buaa WNW rpynnbl MUKPOOPraHU3MOB [OIDKHbI ObiTb MpegyCcMOTpeHbI
crneynanbHble MeEpONpPUATUS MO AeKOHTaMuHaumKn. MNpyu Ncnonb3oBaHMM pPas3nUYHbIX LUTaMMOB GaKkTepuii 0QHOrO
BMAA WM OYeHb MOXOXMX BMPYCOB 3Ta mpouenypa MoxeT ObiTb BanuaupoBaHa B OTHOLUEHMU TONbKO OOHOrO
WTaMMa Unm Bupyca, Npu OTCYTCTBUM CYLLECTBEHHbLIX Pa3fnuyuii B YyCTOWYMBOCTU K COOTBETCTBYHOLLEMY areHTy
(areHTam) ons gekoHTaMnHaUmu.

56 Ecnu martepuvanbl, Mcnonb3yeMble AN MNPOM3BOACTBA M KOHTPONSA, a Takke OymaHble HocuTenmu
MHOPMaLMM SBHO SBMASKOTCA KOHTaMMHUPOBAHHBLIMW (Hanpumep, NpOMMTBIMU XUOKOCTSAMU, a3p030NaMn Uin
NoTeHUManbHO OnacHbIMWU MWKPOOPraHM3mamu), OHW OOMKHbl ObiTb COOTBETCTBEHHO AEe3NHULNPOBAaHbLI UNn
nHdopmaumsa Ha ByMaxHbIX HOCUTENAX MHAOPMaL MK JOMKHa NepeaBaTbCs MHbIMU cnocobamu.

57 Mpun MHakTUBauUM nnu yganeHMn BUpycoB B Xo4e Npon3BoAcTBa HEOOX0AMMO NMPUHMMAaTL Mepbl NPOTUB
NMOBTOPHOW KOHTaMWHaunM 06paboTaHHON NPOAYKLUM CO CTOPOHbI HeOOpaboTaHHOW NPOAYKLUN.

58 [ns NpoayKToB, UHAKTMBUPYEMbIX MpU NnoMmowm JobasreHns peareHToB (HanpyMmep, MMKPOOPraHU3mbl B
npouecce Mpou3BOACTBA BaKUMH), MpOLECC [AOSKEH rapaHTMpoBaTb MOSHYK MHAKTUBALMIO  >KMBbIX
MUKpoopraHuamoB. [locne TWaTenbHOro CMELUMBAHUS KynbTypbl WM WHAKTUBUPYIOLLErO areHta [OJDKHbI
YUYUTLIBATbCS BCE KOHTAKTUPYHOLLME C NPOAYKTOM NMOBEPXHOCTU, NPebbiBaBLUNE B KOHTAKTE C KyIbTYPOMN.

59 Tlpu npumeHeHun xpomaTtorpaduyecknx MeTOAOB WCMOMb3YKTCA pasHble Buabl 06OpygoBaHUS.
MpuHUMNBI ynpasneHns puckamu AN KadecTBa OOJDKHbI cobniogatbesa npu paspaboTke cTpaTernm KOHTpons
COpBEHTOB, KOPMYCOB KOJIOHOK M ApYroro obopyaoBaHunsi Mpy UX MCMOMb30BaHWM AN NPOM3BOACTBA B pexXuMe
KaMmnaHui unu B NMOMELLEHUSX ANs NPOM3BOACTBA HECKONbKUX NEKapCTBEHHbIX cpeacTB. He pekomeHgyeTcs
UCMOMb30BaHNe OAHUX U TexX Xe cOpbeHTOB Ha pasHbiX TEXHONOrMYeckux crtaguax. Cnegyer yCTaHOBUTb
KpUTEpPUM NMPMEMIIEMOCTH, YCNOBUSA paboTbl, MeTOAbl BOCCTAHOBIIEHMWS, CPOK CNYXObl U METOAbI CTEPUNN3aLIMN
Unn gesmHpeKUnm KONOHOK.
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60 [ononHuTenbHble WHCTPYKUMM OTHOCUTENBbHO MWCMONb30BaHUSA 0OnyyYeHHbIXx obopygoBaHus u
MaTepuanos npuseaeHbl B [NMpunoxeHun 12 HacToswero TKIT.

61 [domkHa cylecTBoBaTb CUCTEMA, rapaHTUpyloLWasi LeNoCTHOCTb Y repMETUYHOCTb KOHTEMHEPOB Mocre
UX HamnorHeHusl, N OO0SMKHbl OblTb NPeayCMOTPEHbI Mpoueaypbl Ha crydyan NbbIX yTeyek Mnv npocbinaHui
(nponvBoB) B crnyyae, ecnv NPOAYKT UMM NPOMEXYTOUHbIN NPOAYKT NPeACTaBnsoT 0cobbin puck. [ns onepauun
Mo PO3NMBY W yMakoBKe [AOMKHbI CyLlEeCTBOBaTb Mpouedypbl Mo cobniogeHuto ycrnoBui, obecnevmBaroLmx
nogaepkaHve NpoAykTa B YCTAHOBIEHHbIX Npegenax (Hanpumep, BpeMs u (unu) Temneparypa).

62 Paborta c koHTenHepamn (amnynamu, cnakoHamu M Ap.), cogepxawimmu Buonornyeckue areHTbl,
OOMMKHa MPOBOAMTBECA TakmMm obpa3om, YToObl n3bexaTb KOHTaMUHAUMK OPYrMX NeKapCTBEHHbIX CPEACTB UMK
NMPOHWKHOBEHWST XKMBbIX areHTOB B MPOM3BOACTBEHHYK WM OKpYXawLy cpedy. Ona npuHATMS pelueHns
OTHOCMUTENbHO YNpaBreHWUsl YKasaHHbIMU pUcKkamun AOMKHbl ObITb NPUHATHI BO BHUMAaHWE >KM3HECNOCOBHOCTL
Takux OpraHM3mMoB M ux Buonoruyeckas knaccudukaums (rpynna natoreHHocTH).

63 CrnegyeT yaensTb AOMMKHOE BHMMaHue MOATOTOBKE, MeyaTu, XPaHEHUI0 M HAHECEHWUIO ITUKETOK Ha
yMakoBKy, B TOM 4YUCME HAHECEHUIO Ha MEPBUYHYIO (BHYTPEHHIOK) U BTOPUYHYIO (MOTPEOGUTENBLCKYIO) YNakoBKY
crneumpuyeckon mnHpopmaumMm Ang naumeHT-crneundudeckmx NekapCTBEHHbIX CPeAacTB (MpoaykToB) wunn ob
NCNONb30BaHUN METOOOB FEHETUYECKOW WHXeHepuu. B criyyae ecrnv BbICOKOTEXHOMOMMYHbIE NEKAPCTBEHHbIE
cpeactBa (ATMP) npegHasHayeHbl Ois @yTOMOrMYHOTO MPUMEHEHUSA, Ha 3TUMKETKE [OSKHbI YKa3bliBaTbCs
YHUKanbHbIA naeHTudumkaTop naumeHtTa WM Hagnucb: «TonbKo ANs ayTONOrM4YyHOro npumeHeHus». Ecnm
BTOpMYHasi (MoTpebuTenbckasd) ynakoBka OTCYTCTBYeT, [AaHHas WHdopMauus [OOofKHa YKasblBaTbCsl Ha
NepBUYHON (BHYTPEHHEW) YNaKoBKe.

64 B cnyyae wuCNonb30BaHUA CBEPXHU3KMX TeMNepaTyp XpaHeHust OoSpkHa ObiTb MoATBEpXAeHa
YCTOMYMBOCTb MAapKMPOBKM K UCMOMb3yeMbIM TeMMepaTypam.

65 Korga uHdopmaums o COCTOSHMM 340POBbSl AOHOPa (Y4enoBeKa WIv XXMBOTHOMO), MMelLLas 3Ha4YeHne
AN KavyecTBa Npoaykuuu, CTAHOBUTCS AOCTYMHOW MOCMe 3aKynku, 3TO AOMKHO YyduUTbIBATbCS B Mpoueaypax
OT3bIBa.

KoHTponb KauyecTBa

66 KoHTpomnb B npouecce npousBoacTBa sIBNAeTcA Oornee BaxHbIM Ansg obecnedeHus ctabunbHOCTU
KadecTBa OMOMOrM4ecknx akTUMBHBLIX hapMaLeBTUYECKMX CYOCTaHUMIA M NEeKapCTBEHHbIX CPEACTB, YEM ANs
OpYrux nekapcTBeHHbIX cpeacTts. MexonepaLmoHHbIA KOHTPOMNb AOMKEH OCYLLEeCTBNATLCS Ha COOTBETCTBYOLLNX
cTaausx NPOU3BOACTBA C LieNblo KOHTPOMS YCIOBUIA, SBMSIOWNXCA BaXXHbIMU NS Ka4ecTBa roToBOro Npoaykra.

67 B cnyyasx, Koraa npoOMeXyTO4YHble MPOAYKTbI MOTYT XPaHUTbLCA ANUTENbHOE BpeMsa (OHW, Hegenv unm
Jonblue), [OoImMkHa ObITb paccMOTpeHa BO3MOXHOCTb BKMOYEHMS B TEKyLlyl MporpamMmmy WCMbITaHUS
CTabunbHOCTU Ccepun rOTOBOM NPOAYKUUKM, KOTOpble MpPOM3BEAEHbI W3 MPOMEXYTOYHbIX MPOAYKTOB C
MakcumarbHbIM MEPMOaoM XpaHeHUs B npouecce Npou3BoacTBa.

68 [ns onpeneneHHbIX TUMOB KNETOK (HanpuMep, ayTonorMyHble KrneTku, UCnonb3yeMble B NpOU3BOACTBE
BbICOKOTEXHOMOMYHbIX NekapcTBeHHbIX cpeacts (ATMP)), koTopble MOryT ObiTb AOCTYNHBIMW B OrpaHUYEHHbIX
KonuyecTBax U B crnyyae, ecnv 3TO AOMYCKaeTCHa perMcTpaunuoHHbIM JOCke, NPOBEAEHWE UCTbITaHUM 1 MOPSA0K
XPaHEHUS KOHTPOIbHBIX 00pa3L 0B MOTryT ObITb UBMEHEHBI, YTO OCPOPMIISETCS JOKYMEHTANbHO.

69 B OTHOLWEHUM KIETOYHbIX BbICOKOTEXHOMOMMYHbLIX fNEeKapCTBEHHbIX CPeACTB TeCTbl HA CTEPUNbHOCTb
OOIMKHbI NPOBOAUTLCS Ha KyrNbTypax KNeToK unmn 6aHkax KneTok, CBOOOAHbIX OT aHTMOMOTUKOB, AN MOydYeHus
JoKasaTenbCTBa OTCYTCTBUSI KOHTaMMHaUuM 6akTepusmMn n rpubamu, a Takke AN BO3MOXHOCTU OOHapyXeHus
OpraHM3moB, TpPeOyLLnX cneumanbHbIX YCNOBUIA KyNbTUBUPOBaHUA (MpU HEOOXOAMMOCTH).

70 CooTBeTCTBYOLAA CTpATErMs KOHTPONS LOMMKHa OCYLLECTBIATHCS ONs MPoM3BOACTBA GMONOrMyecKkmx
NeKapCTBEHHbIX CPeACTB C KOPOTKUM CPOKOM rogHOCTU (40 14 gHew), Anst KOTopbIX TpebyeTcsi BbIMYCK cepum
elle 40 OKOHYaHMS MNPOBEAEHMSI WUCMbITAHMM KayecTBa BCEW MapTUM TOTOBOW NpoAyKuuMn (Hanpumep,
nccnegoBaHne CTepuribHOCTK). TakoM KOHTPOSb AOMmKeH ObiTb OCHOBaH Ha rnyboKOM MOHMMaHuMM CBOWCTB
neKapCTBEHHOro cpeAacTBa M NPOM3BOLACTBEHHOrO Mpouecca U SOMKEeH NPUHUMaTbh BO BHUMaHWE KOHTPOMb U
XapakTepHble CBONCTBA MCXOOHOMO Chbipbsa U MatepuanoB. Heob6xoanMmMo HanmMyne 4eTKoro 1 NOSIHOro ONMcaHust
BCEW npoLeaypbl BbiMyCka, BKOYAKLEro nepeyeHb 0653aHHOCTEN OTAENbHbBIX COTPYAHMKOB, BOBJIEYEHHbIX B
OLIEeHKY MpPOM3BOACTBEHHbIX W aHanuMTUYecKUx AaHHbIX. [ormkHa npoBOAUTLCS HernpepbiBHas oOleHka
3(PPEKTUBHOCTN CUCTEMbI ODEcneveHnst KadecTBa, BKMOYasi BEAEHWe 3anvcer, MO3BOMSALWMX OLEeHMBaTb
TeHaeHuMn (TpeHabl). [oskHbl ObiTb NPefycMOTPEHbl anbTepHaTMBHbIE MeTodbl (Hanpumep, ObiCTpble
MUKpoOUuonormyeckme MeToAbl) MOMyYeHUs COOTBETCTBYIOLUX pPe3ynbTaToB, MO3BOMSALWMUX NPOBOAUTL
npeaBapuTensHoe NoATBEPXKOEHME COOTBETCTBUSA Cepui B Crny4vasix, €Cnm HeBO3MOXHO NPOBECTU UCMNbITAHUSA
roOTOBOr0 NEKapCTBEHHOro CcpeacTBa M3-3a ero KOpOTKOro cpoka rogHocTw. [lpoueaypa noAaTBepxAeHUs
COOTBETCTBMS U BbiMyCka CEpMM MOXET NPOBOAUTLCS MyTEM OCYLLECTBIEHNs ABYyX U 6onee ctaguii:

a) OLEeHKa OTBETCTBEHHbIM NMLOM 3anucen, KacatoLmMXcsa npouecca NponsBoAcTBa cepun, U pesynbTaToB
MOHWUTOPWHIra MNpPOM3BOACTBEHHOW cpedbl (MpyM HeobxoOAMMOCTM), KOTOpble [OIDKHbI BKMOYaTh  YCrOBUS
Npov3BOACTBA, BCE OTKIMOHEHUSA OT CTaHAAPTHbLIX NMPoLeayp U CYLLEeCTBYOLWNE aHanuTNYeckue pesynbTaThl 44
NepBUYHOro paspeLLeHns cepmmn NPoayKTa K BbiMYCKY YNONHOMOYEHHbLIM fULIOM;
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b) oueHka YNonHOMOYEHHbIM NULIOM pPe3yrnbTaToOB OKOHYaTENbHbIX aHANUTUYECKUX UCMbITAHUA U OpYrown
OOCTynHOM WHpopMaumMm AN 3aKMouYUTENbHOMO MNOATBEPXKAEHUS COOTBETCTBUS CEPUM  YCTAHOBIIEHHbLIM
TpeboBaHusM.

HOomkHa ObITb nNpeaycMoTpeHa npouenypa, OnucbiBakollas Heobxoaumble MeponpusaTvs  (Bkroyas
B3aMMOENCTBME C MEOULUHCKMMU paboTHMKaMKM), B Criydae NofyvyeHust pe3ynbTaTtoB UCMbITaHUN, BbIXOASLLNX
3a rpaHvubl cneundmkaumi. Takne criydyan OOIDKHbI paccrefoBaTbCs B nonHoM obbeme. CooTBETCTBYyHOLLME
KOppekTupylLwme un npegynpexgawwme [OeWCTBUs, HarnpaBfeHHble Ha npegoTBpalleHne BO3MOXHOCTU
NMOBTOPEHUSI TAKMX CMy4YaeB, LOIMKHbI PEMMCTPUPOBaTLCA B (HOPME NMMCbMEHHOTO JOKYMEHTa.

Yactb B. CneymnansHoe pyKoBOACTBO NO OTAENbHbIM TUMaM NpoayKuumn
B1. llekapcTBeHHble CpeACcTBa XXMBOTHOIO NPOUCXOXAEHUSs

HacTtosiwaa yactb npuMMeHsieTcs B OTHOLLUEHUW MaTepuarnoB >XUBOTHOIMO MPOMCXOXAEHUHA, B TOM 4uche
MaTepuasnoB, MOMYYEHHbIX M3 TakUX YYpexOeHWW, Kak CKOoTOBOMHW. locKombKy uenu nocTtaBkM MOryT ObiTb
OBLUMPHBIMU U CNOXHBIMWU, OOJPKHBI MPUMEHATBCA CPEACTBA KOHTPOSS, OCHOBAHHbIE HAa MPUHLMNAX yrnpaBneHns
puckamu Onsi KadectBa. [lpy 3TOM HeobOxoaMMO y4uuTbiBaTb apMakonenHble TpeboBaHus, BKIHOYas
npoBeAeHne COOTBETCTBYHOLLMX MCMbITAHUA Ha onpedeneHHblX cTaguax. [JomkHa BEeCTUCb COOTBETCTBYOLLAA
OOoKyMeHTaums, obecnedvBarollas MPOCNeXnBaemMoCcTb LEnu MOCTaBKM C YETKUM YKasaHMEM pOMn KaKaoro
yyacTHMKa Lenu NoCTaBKW, BKINOYas, Kak NpaBunno, 4oCTaTo4HOo nogpobHoe onmcaHne cxembl NOCTaBoK.

1 HeobxoguMmMo HanmuuvMe nporpaMM MOHWUTOPMHIa OMnacHbIX ANs 4eroBeka OONE3HEeM >XMBOTHbIX
(BeTepuHapHoe ocBuaeTenbcTBoBaHue). [pu oueHke HakTOpPOB puUCKa OOIDKHbI MPUHUMATLCA BO BHUMaHue
COOOLLEHNSA OT 3acnyXMBaKLINX JOBEPUE MCTOYHUKOB OTHOCWUTENBHO pacnpOCTpaHEHHOCTM 3aboneBaHus Ha
TeppuTopun rocygapctea. OfHoOM U3 opraHusaumin, ocyLeCTBAAIOLWMX MOHUTOPUHI 3a00N1E€BAEMOCTN XXUBOTHbIX
B Mupe, sBnsetca MexayHapogHoe anusooTnyeckoe 6wopo. CooblieHns [OSKHbI  COMPOBOXAATHCS
MHdopMaUunen O MNpOBEPKE COCTOSIHUS 340POBbSl XKMBOTHBbIX WM MporpaMme (NporpamMmmax) KOHTponsa Ha
rocygapCTBeHHOM M MECTHOM YpOBHSX. [NocrnegHee BkMoYaeT B cebsi MeponpusATAS MO KOHTPOJIO MCTOYHMKOB
(Hanpumep, depmbl UAM 3aroHbl ANA CKOTa), U3 KOTOPbIX MOMyYeHbl XUBOTHbIE, WU KOHTPOMIO BO BpeMs
TPaHCMOPTUPOBAHUS XUBOTHBIX HA CKOTOOOWHIO.

2 CkoTODOOMHM [OIMKHBI COOTBETCTBOBaTb TpeboBaHWAM 3akoHOAATenbCTBa MPU MCNONb30BAHUM UX B
KayecTBe MOCTaBLUMKOB TKaHEM XMBOTHbIX. [OIMKHbI OblTb MPUHATHI BO BHMMaHWE OTYETbl YNMONHOMOYEHHbIX
opraHoB, nogTeepxgatowime cobnogeHne TpeboBaHunm 6e30MacHOCTM M KadecTBa KOPMOB, M COOTBETCTBUE
3aKOHOAATENbCTBY OTHOCUTENBHO XMBOTHBIX U pacTeHun Pecnybnukn benapycb n gpyrux cTpaH, U3 KOTopbiX
Cblpbe 9KCNopTUpyeTcs Ha Tepputopuio Pecnybnvkm Benapyce.

3 MeponpuaTnsi N0 KOHTPOSK MCXOAHOrO Chbipbs U MaTepuanoB B TaKMX OpraHu3aumsix, Kak CKOTOOOWMHM,
OOMKHbI BKNtoYaTb B cebs onpeaeneHHble aneMeHTbl CUCTEMbl YMpaBMNeHUs KavyecTBOM Anst obecneyeHus
YOOBNETBOPUTENBHOIO YPOBHA NPOodeCcCUOoHanbHON NoAroToBKU NepcoHana, npocnexusaemMocTn Matepuanos,
KOHTponsi u ctabunbHocTu. MoryT NpUMEHATBCS Mepbl, He MNPedyCMOTPEHHbIE 3aKOHOOATENbCTBOM Mpu
YCINOBMU, YTO OHU 0BecneyvmBaoT COOTBETCTBYIOLLNIA YPOBEHb KOHTPONS.

4 [omkHbl OblTb NpPegyCMOTPEeHbl MEPONPUSTUSS MO KOHTPOSK WUCXOOHOrO Cbipbsi M MaTepuaros,
obecneunBalLLme nNpegoTBpalleHne BMeLWaTenbCTB, BAUAIOWNX HAa Ka4eCTBO MaTepuanos, Unu, No MeHbLuewn
Mepe, npegocTaBnsowme UMHOOPMaUM O MPOBEAEHUU TaKMX MEPOMPUATUA NPU MNPOOBMKEHUM UCXOLHbIX
MaTepuanoB WNWN Cbipbs MO NPOW3BOACTBEHHON LIEMOYKE UIN LeNOoYKe MOCTaBKW. YKa3aHHble MeponpusaTvs
OOMMKHbI MPOBOAMTBCS B OTHOLUEHMM MEpeMeLLeHUss MaTepuarnioB OT MeCT nepBuUYHOro cbopa, npoBeneHus
YACTUYHOM U MOJSTHOM OYUCTKM OO0 MECT XPaHEHWUs, HaKOMMEHMUsl, pasMeLLEeHUsT U HaXOXAEHUS Y NOCPELHMKOB.
CnenyeT BecTu geTarnbHYH PerMcTpaumio NpoBEAEHHBIX MEPOMNPUATUA B paMKax CUCTEMbI, obecrneynBaoLLen
NPOCNEXMBAEMOCTb NPOAYKLMM, BKIHOYAS PEMMCTPaLMI0 NoObIX HApYyLLEHWI, CBSA3AHHBLIX C HUMW paccrieoBaHWN
W NPUHATBIX Mep.

5 [lormkHbl MpOBOAUTBCS MOCTOSIHHbIE ayauTbl MOCTABLUMKOB MCXOOHOrO CbipbS U MaTepuaros,
noAaTeepxaarowme cobnogeHne TpeboBaHMI KOHTPOMNS MaTepuanoB Ha pasHbiXx CTagusax npov3BoacTea. B
HanMuuM [ormkHa OblTb NOMHas [OKYMeHTauusi O paccnefoBaHWAX MPOWCLUECTBUA, MNPOBEAEHHbLIX C
TLWaTEeNbHOCTbIO, COOTBETCTBYIOLWEN 3HAYMMOCTM npouclwecTBuMi. [OSmDKHbI  CyuleCcTBOBaTb CUCTEMBI,
obecneunBawLLme npoBeaeHne ApHEKTUBHBIX KOPPEKTUPYIOLLNX N NPeaynpexaaoLLnx AeiCTBUN.

6 TkaHu (KNeTKW) 1 opraHbl, UCnonb3yemble Ans NPOU3BOACTBA KCEHOrEHHbIX KMETOYHbIX NeKapCTBEHHbIX
CpeacTB, OOIDKHbI ObITb MOMyYeHbl MWCKITHOYMTENBHO OT JKMBOTHBIX, KOTOpble codepxaTcsd B HeBofle
W30NNUPOBaAHHO OT [APYrMX >KUBOTHbLIX W BbIpalleHbl cneuwanbHo Ans 3Tux uenen. He pgonyckaetcs
UCMnomnb3oBaHve TkaHew (KMeTOK) M OpraHoB AMKWUX XXMBOTHbBIX WIM XUBOTHBIX CO CKOTODOEH, a Takke TKaHen
XMBOTHbIX-OCHOBaTENEeN (KUBOTHBLIN OpPraHU3Mm, HEeCyLWMn YyxepodHbln reH). CneayeTt BecTn HabniogeHve wu
[OKYMEHTaL U0 OTHOCUTENBHO COCTOSIHUS 3J0POBbS XXUBOTHbIX.

7 TlpM KCEHOreHHOW KIeTOYHOW Tepanuu [OSPKHbl COOMAaTbCs COOTBETCTBYIOLIME pEKOMEHAaLMK
OTHOCUTENbHO MNOCTABKM W WUCMNbITAHUN KMNETOK J>KMBOTHbIX. TpeboBaHUA OTHOCUTENbHO KCEHOreHHbIX
nekapCTBEHHbIX CPeACcTB NPeaycMaTpmMBaloTCS COOTBETCTBYIOLLMMU aKTaMm.
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B2. llekapcTBeHHble cpeacTBa, NoflyyaeMbie C UCMOJNIb30BaHMEM ansiepreHoB

Matepuanbl MorytT 6bITb MNpou3BedeHbl NyTEM MW3BNEYEHUS W3 ECTECTBEHHbIX WMCTOYHUKOB WUNM C
NCNonNb30BaHNEM TeXHONOrMn pekombmHaHTHon [HK:

1 [Ona rapaHTUM COOTBETCTBUSA MOCTaBKM MCXOAHbIX MarepuanoB AOJPKHO CyLecTBOBaTb MX OMUCaHWeE,
BKMovatolwee B cebs Heobxoaumble cBefeHua (Hanpumep, oOLIENpPUHATOE W HayyHOe Ha3BaHue,
npovcxoxaeHue, npupoga, npefensl coAepXaHwsi KOHTaMWMHaHTOB, MeTon 3abopa Takux MaTepuanos).
>KnBoTHbIE MaTepuanbl OOIMKHbI ObiTb MOSTyYeHbl OT 340POBbIX XMBOTHbIX. [Msi KONMOHWI (HanpuMep, KreLien,
XMBOTHbIX), KOTOPbIE UCMOMb3YOTCS OJ1 3KCTPaKUMM annepreHoB, OOJPKHa CyLlecTBOBaTb COOTBETCTBYHOLLAS
cucTema KoHTpons, obecneunBatowaa Guonormdyeckyto 6e3onacHocTb. JlekapCcTBEHHbIE CpeacTBa, NosydyaemMble
C MCMoNb30BaHUEM annepreHoB, OOJPKHbl XPaHUTbLCA B COOTBETCTBYIOLUUX YCMOBUSIX, 0OECneynBalomx KX
KayecTBoO.

2 Ctagmm TexHOnorm4eckoro npouecca, BkyawLlme B cebs npeasaputensHyto 06paboTky, aKCTpakLuumio,
unbTpaumio, Auanua, KOHLEHTPUMpOBaHME unuM nvodunusauuilo, O0MKHbl ObiTb AeTanbHO onucaHbl U
BanuaMpoBaHbl.

3 [lpoueccbl mMogudwmkauun, ucnonb3yemble Ans Npou3BoACTBa MOAUMULMPOBAHHBLIX 3KCTPaKTOB
annepreHoB (Hanpumep, anneprongoB, KOHbBIOratoB), AOMKHbl OblTb OMMCaHbl B COOTBETCTBYIOLLEN
OoKymeHTaumn. NpoMexXyToUHbIe MPOAYKTbI B TEXHOMNOrMYECKOM npoLecce A0MKHbl OblTb MaeHTUMUMPOBaHbI 1
NMPOKOHTPOSMPOBaHBI.

4 CMecu 9KCTPAaKTOB amnfiepreHoB [OOIMKHbl ObiTb MPUroTOBMAEHbI M3 OTAENbHbIX 3KCTPAKTOB MCXOOHbIX
MaTepuarnos, NOMyYeHHbIX U3 OQHOIO WUCTOYHMKA. KaXKabl OTAENbHbIN 3KCTPaKT JOIPKEH ObITh onpeaeneH Kak
oTaenbHas akTMBHasa hapmaueBTudeckasi cybctaHums.

B3. neKapCTBeHHble cpeancTBa, nony4yaembie € MCNOoJib3OBaHUEM MMMYHHbLIX CbIBOPOTOK
XUBOTHbIX

1 Ocoboe BHUMaHWE AOOIMKHO YAENATbCS KOHTPOJIO aHTUreHOB OMONOrMyYecKoro MNpOUCXOXAEHUS Ans
rapaHTMM uX KayecTBa, MOCTOSIHCTBA W OTCYTCTBUSA MOOOYHbIX areHToB. [logrotoBka MmaTepuanos,
NCNONb3yeMbIX AN UMMYHU3aLMU KMBOTHBIX (HanpuMMmep, MCMonb3oBaHue (BBEAEHWME) aHTUreHOB, ranTeH-
HOocUTEeNnen, agblBAHTOB, CTAOUNU3MPYIOLWMX areHTOB), U XPaHEHWEe Taknx MaTepuarnioB HEMOCPEACTBEHHO
nepea MMMYyHU3aUMen LOMKHbI MPOM3BOAUTBCS B COOTBETCTBMM C npouedypamu, NpuHATbBIMM B ¢bopme
NMMCbMEHHOTO JOKYMEHTA.

2 MNpouenypbl UMMYHU3ALMK, UCCEAOBaHUS KPOBM 1 3abopa KPOBU SOMKHbI NPOBOANTLCS B COOTBETCTBUU
C perMcTpaunoHHbIM JOCbe.

3 Ycnoeusi Npov3BOACTBA SfIEKAPCTBEHHbLIX CPEACTB M3 CyO(parMeHTOB aHTUTEn (Hanpumep, ydacTku
cBA3bIBaHWs aHTureHa Fab n F(ab’)2) n nwobble ganbHenwme MoandUKaLMM [OIDKHbI COOTBETCTBOBATb
BanMOMpOBaHHbIM W YTBEPXAEHHbIM napameTpaM. Ecnu depmeHTbl, ucnonb3yemble npyv MNpoOU3BOACTBE,
COCTOSIT U3 HECKOJSIbKUX KOMMOHEHTOB, A0MKHa BbITb 0becneyeHa nx ctabunbHOCTb.

B4. BakuuHbI

1 MNpu ncnonb3oBaHUM 3MBPUMOHOB MTULL JOIMKHO BbITb 0BecneveHo 340pPOBbE BCEX CTal, UCMOMb3yeMbIX
ANa UX nonyyeHus (4nsi ctam, cBo60AHbIX OT CneungUYeckux NaToreHoB, U Ans 300POBbIX CTal).

2 [JomkHa npoBoAMTbCS Banujaums LENOCTHOCTW KOHTEWHEpOB, WCMOMb3yeMbIX [ANs  XpaHeHUs
NMPOMEXYTOYHBIX MPOAYKTOB, Y BPEMEHU UX XPAHEHWS.

3 B 30Hax, coaepxallux XuBble Gronormyeckue areHTol, 3anpeLlaeTcs OTKpbIBAaHWE COCYAOB, coaepXKallmx
MHaKTMBMPOBaHHbIE NEeKapCTBEHHbIE CPeacTBa, U OTOOP NPo6 13 HUX.

4 MocnepoBaTenbHOCTb NPUGABMNEHNS aKTUBHbLIX KOMMOHEHTOB, afbIOBAHTOB 1 BCTIOMOraTerNbHbIX BELLECTB
B Mpouecce nNpPoOU3BOACTBA MPOMEXYTOMHOTO WMW FOTOBOrO MpOAyKTa [OJKHA COOTBETCTBOBAaTb
TEXHOMOMMYECKUM UHCTPYKLUAM.

5 B cnyyae ucnonb3oBaHWs ANs NpOM3BOACTBA WM UCMbITAHUA MUKPOOPraHM3MOB, KOTOPbIM MPUCBOEH
BbICLUMA YpOBEHb OGUOMOrMYECKOW OMACHOCTM (Hanpumep, MaHAEMUYECKMe LTaMMbl), [OIKHbI  ObiTb
obecneveHbl HeobxoauMMble Mepbl u3onaumMu. LOormkHO OblTb MOMyYeHO [AOKyMeHTarbHOe MOATBEpPXAEHNE
paspeLlleHnsl Ha NpoBedeHUE YKa3aHHbIX MEepOonpuUATMA OT COOTBETCTBYHOLLENO YMNOMHOMOYEHHOrO opraHa.
YKasaHHas JoKyMeHTaumsl AomkHa OblTe NpUHATa B )OpMe MUCbMEHHOTO OKYMEHTa U AOCTYNHA AN MPOBEPKW.

B5. PeKOMOGUHaHTHbIE NPOAYKTbI

1 [Ons obecneyeHuss MOCTOSHCTBA CBOWCTB I1eKapCTBEHHOrO CpeacTBa, CoAepallero [AonycTUMble
npumecu B onpedeneHHOM AuanasoHe, OOMKHbl cobnioaaTbCa BanuMOUPOBaHHbLIE YCIOBUS TEXHOIOrMYECKUX
MpoLIeCCOB MpU POCTe KINEeTOK, aKcrnpeccum Genka u ouuctke. [Ons obGecrneyeHUss OTCYTCTBUS BUPYCHOW
KOHTaMMHaLUMM B onpederneHHbIX Tunax KreTok, WUCMonb3yeMblX B MNPOM3BOACTBE, MOryT noTpeboBaTbcs
JOMNONHUTENbHblE Mepbl. [NA  NekapcTBEHHbIX CPeacTB, MPOM3BOACTBO  KOTOPbIX NpegycmaTtpuBaeT
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MHOroKpaTHble C60pb| KNeToK nNpu KynbTUBMPOBAHUK, €ro npoaoSKUTENIbHOCTb [OOJDKHa HaxogouTbCA B
yTBEPXAEHHbIX npeaenax.

2 npOLJ,ECCbI OYUCTKM OT HexenartersbHbIX 6enkoB XO3AnHa-npoayueHTa, HyKrnemHoBblX KACNOT, yrnesoaos,
BMPYCOB N ApYyrux npvlmece|7| AOIMXHbI NPOBOAUTLCA B paMKax onpeagerieHHbIX BanmanpoBaHHbIX NMpeaenos.

B6. JlekapcTBeHHble cpeAacTBa, MoflyYaeMble C UCMNONIb30BaHMEM MOHOKMOHaNbHbIX
aHTuTEn

1 MoHoKnoHarnbHble aHTuTena MoryT ObiTb NMPOM3BEAEHbI N3 MbILUWHBIX UMW YeNoBeYeCKUX rmépmuaom unm ¢
NMOMOLLIbIO TexHonornn pekoMomHaHTHom OHK. [Ona obecneyeHnss 6€30nacHOCTU M KayecTBa NeKapCTBEHHOIO
CpeAcTBa A0IMKHbI MPOBOAUTLCSA COOTBETCTBYHOLLME MEPOMNPUSATHS MO KOHTPOMO B OTHOLLIEHWUU UCXOOHbIX KIETOK
(B TOM yMcne nuUTalOLUX KNEeTOoK, B Cryvyae MX UCMONb30BaHWS) U UCXOOHbIX MaTepuanos, UCMONb3yeMbIX AMis
co3gaHusa rmbpuaomel (NMMHUKM kneTok). CrnegyeT yooCTOBEPUTLCS, YTO AaHHble MEPOnpUSTUS NPOBOASTCH B
yTBepXAeHHbIX npepenax. Ocoboe BHWMaHWe crnefyeT yaenaTb [oKasaTenbCTBYy OTCYTCTBUSI BUPYCOB B
nekapcTtBeHHoM cpegcTtBe. [nsi gokasaTenbCTBa NPUrogHOCTU NEKAapCTBEHHbIX CPeAcTB, MPOU3BEAEHHbIX Ha
OLHOM W TOWN €& TEXHOMNOrM4Yeckom OCHOBE, BO3MOXHO WUCMONb30BaHWE AaHHbIX, MOMYyYEHHbIX MPU UCMbITaHUK
O[JHOTO U3 HUX.

2 [omkHa ObITb MpoBedeHa nNpoBepka TOro, YTO KPUTEPUM HA MPOMEXYTOYHbIX U KOHEYHOM cTaguu
NPOM3BOACTBEHHOIO NpoLecca KOHTPONMPYIOTCS U HAXoOATCA B YTBEPXKOEHHbIX Npeaenax.

3 lNpon3BOACTBEHHbIE YCNOBUA AN NPUrOTOBNEHUsa cybdparmeHToB aHTuTen (Hanpumep, Fab, F(ab’)2,
scFv) u mobbix gpyrux moaudwukauum (Hanpumep, ONS BBEOEHMS pagmMOaKkTUMBHBIX METOK, KOHboralumu,
XMMWYECKOTO CBA3bIBAHMSA) AOMMKHBI COOTBETCTBOBATL BanMaupOBaHHbIM NapameTpam.

B7. neKapCTBeHHble cpeAacTBa, nony4vyaemMblie C UCNoJNb3oBaHUEeM TPaHCreéHHbIX XXUBOTHbIX

ObecneyeHne NOCTOSHCTBA MCXOAHOIO MaTepuarna, MoflydYeHHOro U3 TPaHCreHHOro UCTOYHMKA, SBMNSieTCs
bonee npobrnemMatuyHbIM, YeM MpU WUCNOMBb30OBAHWM CTAHOAPTHbIX HETPAHCreHHbIX OUOTEXHONOrMYECKUX
nuctouHmkoB. CregoBaTenbHO, [OOMKHbI COOMOAATBCA MNOBLIWEHHbIE TpeboBaHWs Ansg  Aoka3aTenbCTBa
NOCTOAHCTBA BCEX CBONCTB JIEKAPCTBEHHOMO CpeacTBa OT CEPUN K CEPUMN.

1 Ons npousBoacTBa GUONOrMYECcKUX NEKapCTBEHHbBIX CPEACTB MOrYT MCMOMb30BaTbCs pasfvyHble BuAbl
XMBOTHbIX, B TOM YMCII€ MOTYT NPOBOANUTLCS 3a00p U OYMCTKA BMONOrMYECKMX XMOKOCTEN (HanpuMep, MOMokKa).
KVBOTHBIE JOMKHBI MMETb YETKYH M YHUKAIbHY0 MapKUPOBKY. [ormkHbl OblTe NpegycMOTpeHbl Aybnvpyowme
Mepbl Ha cny4an yTpaTtbl MEPBUYHOIO MAEHTUMMLUPYOLWLEro Mapkepa.

2 YcnoBus coaepkaHus 1M yxoda 3a XMBOTHbIMU AOMKHbI 06ecneynBatb HAaUMEHbBLUUIN BO3MOXHbIA KOHTaKT
XMBOTHbIX C MaTOFEHHbIMW areHTamyM M 300Ho3amu. [ormkHbl ObiTb pa3paboTaHbl COOTBETCTBYHOLLME MeEpbI
3almMThl OKpYXKatoLwen cpepl. JomkHa ObiTe pa3paboTaHa nporpaMmMa HabnOeHNS 3a 300POBBEM XKUBOTHbLIX C
COOTBETCTBYIOLUUM BHECEHMEM 3anucert B [JOKyMeHTauuo. Takke [OOfkHbl ObiTb paccrnegoBaHbl Mobble
WHUMOEHTBI U onpefenieHo MX BNUSIHUE Ha BO3MOXHOCTb JallbHEMLLIEro UCMOMb30BaHUSA XUBOTHOMO U paHee
nonydeHHbIX cepuin npoaykuun. Cnegyetr yOooCTOBEPUTLCS, 4YTO Nobble nekapCTBEHHble  CPeacTsa,
NPUMEHSBLUNECA AN NEYEHUS] XKMBOTHbIX, HE MPMBEOYT K KOHTaMUHAUUM NPOU3BOOMMOIO fEeKapCTBEHHOIO
cpeacTea.

3 [HomkHa cyuwlecTBoBaTb [JOKYMEHTAUWs C POOOCIIOBHOW OT JXMBOTHOFO-OCHOBATENs [0 JXMBOTHBIX,
NCNONb3YyOLWMXCA AN NMPOU3BOACTBA. 3anpellaeTcs CMeELMBaHWE MaTepuasnoB, MOJTyYEHHbIX W3 pasHbIX
TPaHCTEHHBIX FNIMHUIA XMBOTHbIX, TaK KaK OHU MPOUCXOOAT OT pPa3HbIX XXMBOTHbIX-OCHOBAaTENEN.

4 Ycnosusi, Npu KOTOPbIX NPOU3BOAMTCS 3a00p MaTepurarnoB, JOIMKHbI COOTBETCTBOBATbL PErMCTPALUOHHOMY
[ocbe U MNPOTOKOMY KIMHWYECKMX uccnedoBaHui. [paduk 3abopa MaTepuana W ycroBusi, NMpU KOTOPbIX
KMBOTHblE MOryT OblTb WCKMOYEHbI U3 npouecca Mpou3BOACTBA JIEKAPCTBEHHONO CPEACTBA, [OOJIKHbI
COOTBETCTBOBATb YTBEPXKAEHHBIM MPOLEAYPaM U KpUTEPUAM NPUEMITIEMOCTH.

B8. JlekapcTBeHHbIe cpeaAcTBa, Nosly4aeMble C UCNOJIb30BaHUEM TPAHCIFeHHbIX pacTeHun

OGecneyeHre NOCTOAHCTBA U CXOOHOIO Martepuarna, Nofy4eHHOro U3 TpaHCreHHOro UCTOYHMKA, ABMsieTcs
Gonee npoGrneMaTvyHbiM, 4YeM MpU  UCMONb30BaHUW CTaHAAPTHLIX HETPaHCreHHbIX GUOTEXHOMOrMYeCcKnxX
nctoyHmkoB. CredoBaTenbHO, [AOMKHbI COBMIOAATLCA MOBbILIEHHblEe TpeboBaHWsa [OnA  [oKasaTenbcTea
MOCTOSIHCTBA BCEX CBOWCTB NEeKapCTBEHHOIo CPeACcTBa OT Cepun K Cepumn.

1 [Ons npedoTBpalleHUs KOHTaMWHaUUM TMaBHbIX W paboymx TpaHCreHHbIX GaHKOB MOCTOPOHHUMM
matepuanamMu pacTUTESNIbHOTO MPOUCXOXKOEHUS W COOTBETCTBYIOLUMMM MOCTOPOHHWMMW areHTamyu  MoryT
MoHaOo0UTbCA  [AOMONHMTENbHBIE  Mepbl, NPeALecTByloMe MepornpuUsTUAMKM UM Criegylowne  3a
MEpPOMNPUATUAMK, YKa3aHHLIMM B 4YacTu A HacToAlero npunoxeHus. [omkeH nNpoBOOAUTLCA KOHTPOIb
CTabUNbLHOCTM reHa Ha NPOTSKEHUM ONpeaeneHHOro KonmyecTsa reHepauui.

2 Ons obecneveHuss nocTosiHCTBa cbopa ypoxkasi OT pasHbIX KyNbTyp pacTeHWi, Takne pacTeHus JOJIKHbI
MMETb YETKYI0 U YHMKamnbHY0 MapKUpPOBKY, W [OOIKHbI OblTb yKasaHbl MX OCHOBHble XapakTepucTuku. B
YaCTHOCTU, COCTOSIHME 300POBbS PAaCTEeHWMI, BXOOALWMX B KynbTypy, [OOMMKHO KOHTPONMPOBaTbCs C
onpeaeneHHo NepuoaMYHOCTLI0 Ha NPOTSXKEHUU Nepuoaa X BblipallyMBaHuS.
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3 [lomkHbl ObITb YCTAaHOBMEHbI MEPbl MPESOCTOPOXKHOCTY A1 3alMThl KynbTyp. 10 BO3MOXHOCTM cnegyeT
MWHUMMU3NPOBATbL WX KOHTAMUHAUUIO MUKPOBMOMOrMYecKMMn areHTamum W NepekpecTHYH KOHTaMUHaLMIo
pacteHusmn pgpyroro Buaa. [JomkHbl OblTb MNpUHATBI Mepbl  ANg  NpefoTBpalleHUss KOHTaMuHaLumu
NeKkapCcTBEHHOro CpeAcTBa TakMMy Martepuanamu, Kak nectuumnabl u yoobpexus. [omkHa 6bITe pa3paboTaHa
nporpaMma MOHUTOPUHra C COOTBETCTBYHOLLUMM BHECEHMEM 3anucen B AOKYMEHTaUMIO, TakkKe AOMKHbl ObITb
paccrnenoBaHbl Ntobble MHUWAEHTLI U ONpedeneHo UxX BAUsSHUE Ha BO3MOXHOCTb AarlbHEWLEero Ncnonb30BaHus
KynbTypbl B MPON3BOACTBEHHOM MpoLiecce.

4 [NomnxkHbl 6bITb YETKO OnNpeaeneHbl YCNoBus, onpeaenstoLlme criydyaun, npym KOTOpbIX pacTeHmst MoryT BbITb
WCKMOYEHbl U3 MPOU3BOACTBEHHOrO npouecca. CrnegyeT ycTaHOBUTE Npeaenbsl NPUeMNeMocTy Ans MaTteprarnos
(Hanpumep, OCHOBHbIX OenKkoB), KOTOpble MOryT NMomelwlatb fnpoueaype O4YMCTKM npogykunn. JOrmkHO ObiTb
NoATBEPXKAEHO, YTO pe3ynbTaThl HAXOAATCA B Npeaenax yTBepXAeHHbIX HOPM.

5 [HomxHbl OblTb OOKYMeHTanbHO OOPMIIEHbl YCIOBUS OKpyXatowen cpefbl (Temnepatypa, AOXAb),
KOTOpble MOTyT MOBMUATE HA Ka4YeCTBEHHblE XapakTEePUCTUKM JeKapCTBEHHOro CpeacTBa, a Takke Ha
NPOV3BOACTBEHHbIN BbIXOA PeKOMBUHAHTHOro 6enka (0T BpeMeHu NoceBa, Ha MPOTSXKEHUN KYNbTUBMPOBAHUS U
00 MomeHTa cbopa M NPOMEXYTOYHOro XpaHeHus cobpaHHbiXx MaTtepuanos). [lpu odopmneHun 3aTomn
OOKYMEHTaUMN OOMMKHbI YYMTbIBATbCA MpUHUMMBLI, ykadaHHble B TKI Hagnexawero BbipawimBaHus u cbopa
pacTEHUN B COOTBETCTBUMN C 3aKOHOOATENBLCTBOM.

B9. neKapCTBeHHble cpeacTBa, nonyvyaemMmblie C npuMmeHeHnemM reHHoun Tepanuu

CywecTByeT HECKONbKO TUMOB NMeKapCTBEHHbIX CPeACTB, MOMYYEHHbIX C NPUMEHEHWEM TFeHHOW Tepanuu
(nekapcTBeHHble cpeacTBa, NOMyYeHHbIe C NPMMEHEHNEM reHHON Tepanuu, cogepxaliue nocnefoBaTenbHOCTb
PEKOMOUHAHTHBIX HYKIEWHOBBIX KACMOT UM FEHETUYEeCKA MOANMULNPOBAHHBLIN MUKPOOPraHn3M Win BUPYC, U
neKkapcTBeHHble CpeacTBa, MNOMyYeHHble C MPUMEHEHWEM T[EHHOM Tepanuu, COoAepXaluue TreHeTU4ecKu
MOAMMULMPOBAHHBIE KMETKWU), KOTOPble OXBAaTbIBAOTCA HACTOALMM pa3fenom. B OTHOWEHWM neKkapCTBEHHbIX
CpeacTB, MOSTyYEHHbIX C NMPUMEHEHWEM FEHHOW Tepanuu, Ha OCHOBE KIEeTOK MOryT NMPUMEHSATbCS HEeKoTopble
NONOXEeHWs, n3noxeHHble B pasgene B10 yactu B HacToswero npunoxeHus.

1 Bcnepactsume TOro, YTO KMETKM, UCMONb3yeMble A NPON3BOACTBA NeKapCTBEHHbIX CPEACTB, NOSMy4YeHHbIX
C NPVYMEHEHNEM TeHHOW Tepanuu, NonyyeHbl OT NOAEeN (ayTONornyHble WM anfioreHHble) WU KUBOTHbIX
(KCeHOreHHble), CyLeCcTBYET MOBbIWEHHbIA PUCK MX KOHTaMMHauMu MNOoBOYHbIMKM areHTamu. [Ona wmsonsuuu
ayTOMNMOrMYHbIX MaTeEPUanoB, MONYYEHHbIX OT MHULMPOBAHHBIX LOHOPOB, AOJKHbI, OblTb MPEeayCMOTPEHbI
ocobble MeponpuATMA. [Ng Taknx UCXodHbIX MaTepuarnoB, a Takke AN KpMONPOTEKTOPOB, NUTaTENbHbLIX cpef,
KMeTOK M BEKTOPOB HAOEXHOCTb KOHTPOSbHbLIX W WUCMbITAaTENbHbIX MEPONPUSATUIA AOSMKHa ObiTb OCHOBaHa Ha
nNpuHUMNax ynpaBneHUs puckamMu Ans KadecTBa M [OSKHA COOTBETCTBOBAaTb PErMCTPaLUMOHHOMY [OCbe.
Co3fgaHHble KNeTouYHble NWMHUM ANA NPOU3BOACTBA BMPYCHbIX BEKTOPOB M MPOBEAEHUS KOHTPOSbHbIX WU
UCMbITaTeNbHbIX MEPOMNPUATUA [OMKHbI TakkKe OCHOBbLIBATbCA Ha MNPUHUMNAX YnpaBrieHus puckamun ans
kavecTBa. [Mpn HeobGXo0AMMOCTU, AOMKHbLI UCMONBb30BATLCA BUPYCHbIE MOCEBHbIE KyNbTypbl U CUCTEMbI BaHKOB
KMeTOoK.

2 Ha Bo3MOXHOe coaepxaHue npumMmecen, NOCTOPOHHMX areHTOB U NepPeKpPeCcTHY KOHTaMWHALUMIO BINSIOT
Takve akTopbl, Kak npvpoga reHeTMYecKoro matepuarna, TUN BeKkTopa (BUPYCHbIA UMW HEBUPYCHbIN) U TUM
KNeToK, YTO OOSPKHO ObiTb y4TeHO npwm pas3paboTke obwien cTpaterMm MuHUMu3auum pucka. Ha ocHose
yKka3aHHOW cTpaTerMm JofmkeH ObiTb  paspaboTaH  TEXHONMOIMYecKMrd  Mnpouecc,  CrnpOeKTMPOBaHbI
NMPOM3BOACTBEHHbIE W CKNajackue nomelleHuss M obopygoBaHue, pa3paboTaHbl npoueaypbl YOopku u
AEeKOHTaMMHaLMW, a Takke ynakoBKW, MapKUPOBKU U peanusauuu.

3 MNpon3BoACTBO M UCMbITAHWE NEKAPCTBEHHbIX CPEACTB, MOMYyYEHHbIX C MPUMEHEHMEM TeHHOW Tepanuw,
TpebyloT pelleHus cneumndunyecknux BonpocoB 6e30nMacHOCTU U KayecTBa rOTOBOro feKapCTBEHHOrO CPeAcTBa U
BOMNPOCOB 6€30MacHOCTM NauMeHTOB 1 nepcoHarna. [JomkeH NPUMEHSATLCA NOAX0A, OCHOBaHHbIN Ha ynpaBneHuu
pvuckamu, ans obecnedeHnss 6e3onacHOCTU NepcoHana, oKpyxatllen cpefbl U NauMeHToB, a Takke AOIIKHbI
ObITb NPVHATBI MEPbl KOHTPOSSI B COOTBETCTBUM C YCTAHOBIEHHbIM CTaTycom Buonornyeckon onacHoctu. Mepebl
no obecneveHuto 6e30MacHOCTM OOIMKHBI COOTBETCTBOBATb TpeboBaHWMsIM 3akoHopaTenbcTBa Pecnybnuku
Benapycb u, npu HeobxogumocTn, TpeboBaHNAM MEXAYHapPOAHOro Npaea.

4 TMepenBwkeHne nepcoHana (BKM4Yas NepcoHar, 3aHATbI KOHTPONEeM KayecTBa, U 06CnyXuBalLmi
nepcoHan) u MNOTOKM MaTepuanoB, BKMYas Te, KOTOpble XpaHAT U WCMbITbIBAKOT (Hanpumep, UCXOOHbIe
maTepuansl, obpa3subl AN BHYTPUNPON3BOACTBEHHOIO KOHTPONSA, 06pasLbl rOTOBOro fiekapCTBEHHOIO cpeacTea
1 nNpobbl NPON3BOACTBEHHON Cpeabl) A0MKHbI ObiTb OPraHN30BaHbl HA OCHOBE MPUHLIMIMOB YNpaBreHWUs puckamu
Ana kadyectsa. 10 BO3MOXHOCTM Npu 3TOM WCMOSb3YOT OAHOHAaMpaBreHHble NOTOKW. JOMKHO Y4YUTbIBATLCS
nepemeLLeHne mMexay 3oHamu, copepXallMmMu pasfnyHble FeHeTUYecKn MoANMULMPOBAHHBLIE OpraHu3Mbl, U
30HaMW, cofepxallmmMmn reHeTn4eckn HemoanuLMpoBaHHbIE OPraHU3Mbl.

5 Tlpun npoektnpoBaHuM nomeLleHun n obopyaoBaHMsa [OOMKHbI OblTb Y4YTEHbl BCE BO3MOXHblE
cneumanbHble npouedypbl, Tpebylolwmecs Ans AeKOHTaMUHaUMKM UMW OYUCTKU OT OpraHu3MoB, KOTOpble
NCMONb3YIOTCA MNpPW NPOM3BOACTBE NIeKapCTBEHHOro cpeactsa. [10 BO3MOXHOCTM, mporpamma MOHMTOPWHra
COCTOSIHVUSA MPOW3BOACTBEHHOW CcpeAbl AOMMKHa ObiTb AONOMHEHa MeToAamMy OnpefeneHns NpUCYTCTBUS
cneumgmnyeckmx MMKPOOPraHM3MoB, KyrbTVBUPOBaHNE KOTOPbIX NPOM3BOANIOCH.
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6 lMpu ucnonb3oBaHWM BUPYCHbLIX BEKTOPOB C OrPaHWYEHHOW CMOCOOHOCTBIO K pennmKaumMu LOJDKHbI
NPUHUMATBLCS Mepbl MO NPeaoTBpaLleHWo nonagaHusi BMPYCOB OUKOrO TuMa, KOTOPOe MOXeT MpUBECTU K
BO3HMKHOBEHUIO PEKOMOUHAHTHBLIX BEKTOPOB, CMOCOBHbIX K pennmkaummn.

7 OomkeH ObiTb NPeAyCMOTPEH MfaH aBapUMHbLIX MEPONPUSATUIA Ha criydan HenpeaBuaeHHOro BbiOpoca
XMBbIX MUKPOOPraHU3mMoB. YKasaHHbIW NraH OOMMKeH BKN4vaTb B ceba onucaHue mMeToaoB M npouenyp no
M30MAUUN MMUKPOOPraHM3MoB, 3aluMTe onepaTtopos, ybopke, MpoBedeHU0 AeKOHTaMuHauum n B6e3onacHomy
BO30OHOBMNEHMIO aKkcnnyaTauun. [JOmKHO ObiTb OLEHEHO BnusSHME BbiOpoca Ha fekapCTBEHHble CpPEeACTBa,
Haxoasimecsi B HENOCPeACTBEHHON 6nM30CTH, 1 Ha Niobble Apyrue nekapcTBeHHbIE CpeacTBa, HaxoasLWmecs B
30Hax, NOABEPXKEHHbIX TakOMy BbIOPOCY.

8 [omxHbl 6bITb NpeaycMOTpeHbl Mepbl ANA OTAENEeHWs MNOMELLeHUN Ans NpOoM3BOACTBA BUPYCHbIX
BEKTOPOB OT ApYrnx 30H. OPPEKTMBHOCTbL Mep, UCMONb3yeMblX ANA pasgeneHus, AormkHa ObiTb gokasaHa.
Besge, npu HeobxoammocTn, crieqyeT MCNONb30BaTh 3aKpbIThie cucTembl. [lomkeH 6biTb NpegoTBpaLleH Belbpoc
BUPYCHOro matepuana npu otbope obpasLoB, BBeaeHUN JobaBOK 1 Nnepegaye MaTtepuanos.

9 He ponyckaeTcsi conyTcTByOLLEE NMPON3BOACTBO Pa3fMyHbIX BEKTOPOB FEHHOW Tepanvu B OAHOW U TOW Xe
30He. OgHOBpPEMEHHOE MPOM3BOACTBO HEBUPYCHbIX BEKTOPOB HAa OOHOM y4acCTKe AOMMKHO KOHTPONUPOBAaTbCS
COrnacHo NpvHUMNaM ynpasneHus puckamun ans kadecrsa. [JomkHa ObITb NokasaHa adhpeKkTMBHOCTL npoueayp
nepexoga mexagy KaMmnaHusmu.

10 Ons obecnevyeHns NPOCNEXMBAEMOCTM NIEKAPCTBEHHOrO CpeAcTBa OT HadamnbHbIX CTagun (nnasmugpl,
ueneBble TeHbl W pPErynsaTOpHble MOCnefoBaTeNbHOCTN, 6GaHKM KNEeToK, a Takke 3anac BUPYCHbIX WM
HEBUPYCHBIX BEKTOPOB) M [0 rOTOBOrO JIEKAPCTBEHHOrO CpeAcTBa AOMMKHO ObiTb B HanmuuuMu geTanbHoe
onncaHne Npou3BoACcTBa BEKTOPOB U rEHETUYECKN MOANDULNPOBAHHbBIX KIETOK.

11 TlepeBo3ka NEeKapCTBEHHbIX CPEACTB, COOAEPXALUMX WM COCTOSLWMX U3 TEHETUYECKM
MOAMUUMPOBAHHBLIX  OPraHM3moB, AOMKHA  OCYLWECTBNATbCA B COOTBETCTBUM C  TpeboBaHuAMM
3aKoHOoAaTenbCTBa.

12 K nepeHocy reHoB B KIETKU-PELMNUEHTbI, KOTOPLIN MPOBOAWUTCS BHE OpraHuama, npegbsiBNATCA
cnegyowme TpeboBaHus:

a) npouecc nepeHoca LOMKEH MPOMCXOANTb B NMOMELLEHUSIX, NpeAHasHavYeHHbIX AN OaHHbIX OENCTBUN U
UMEILLMX COOTBETCTBYHOLLUIA YPOBEHb U30NSALNN;

b) Heobxooumo nNpuHATE Mepbl (BKkMoyast TpeboBaHmss 10 yacTm A HacCTOsILLEro NPUIoXeHusa) Ans
YMEHbLUEHNS] BO3MOXHOCTU MEPEKPECTHOW KOHTAaMUHALMK M NEpPENyTbiBaHWUSA KMETOK, MOMYYEHHbIX OT pasHbIX
naumeHToB. [OMmMKHO ObITb Takke NPeAyCMOTPEHO WCMONb30BaHUE BanMAMPOBAHHLIX MNPOLEAYP OYMCTKU.
OpHoBpeMEHHOE UCMONb30BaHWE pasHbIX BUPYCHBIX BEKTOPOB OOIMKHO KOHTPOMMPOBaTbCS B COOTBETCTBUM C
NpyvHUMNaMn ynpaerfeHNs puckamMu Ans KadecTBa. He paspeluaetcsi UCNOMNb30BaHWE HEKOTOPbLIX BUPYCHBIX
BEKTOPOB (Hanpumep, peTpo- U NEHTUBMPYCOB) ANsl MPOM3BOACTBA rEHETUYECKM MOAUDULIMPOBAHHBIX KNETOK 4O
[oKasaTenbCTBa OTCYTCTBUSI B HUX MOCTOPOHHEro BEKTOpa, CMOCOBHOro K pennukaumu;

c) TpeboBaHUA NpocnexmnBaeMocT AOMKHbl ObITb cobnogeHsbl. Heobxoaumo veTkoe onpeneneHue cepum
NPOAYKLUN, HAYMHAA OT KNETOYHOrO ChIPbs U 3aKaHYMBAs KOHTEMHEPOM C rOTOBbLIM NIEKAPCTBEHHLIM CPEACTBOM;

d) ¢ur3uKo-xMMmmnuyeckne CBOWCTBA NEKAPCTBEHHbIX CPEeACTB, MpWM MPOM3BOACTBE KOTOPbLIX MCMOMb3YHTCS
Hebuonornyeckne cpeacTea JOCTABKM reHa, JOIMKHbI ObITb MCCNeAoBaHbl U AOKYMEHTaNbHO NOATBEPXKAEHDI.

B10. neKapCTBeHHble cpeacTtBa, noJsiyd4aemble C uUcnonb3oBaHMeM Tepanuu
coMaTU4eCKnmMu KneTkamMu, n NeKapCTBeHHble cpeacTBa, nony4vyaemblie C
MUCNoJib30BaHNEM TKaHEBOM UHXeHepumn

[ns nekapcTBEHHbIX CPeACTB, Nofy4yaemblX C UCMONb30BAHUEM FEHETUYECKN MOOUULIMPOBAHHBIX KIETOK,
KOTOpble He onpeferneHbl Kak NekapCTBEHHbIE CPEACTBA, NolyYaemMble C NPUMEHEHMEM FEHHOW Tepanun, MoryT
Takke NPUMEHSITbCS HEKOTOPbIE NONOXeHMs pasgena B9 HacTosLWwero npunoxeHus.

1 [Ona npousBOACTBa JIEKAPCTBEHHbIX CPEACTB MO BO3MOXHOCTM [JOMMKHbI ObITb  MCNONb30OBaHbI
paspeLleHHbIe UCTOYHUKN (Hanpumep, pa3pelleHHble NeKkapCTBEHHbIE CPEeACTBa UMM MeAUUMHCKME U3genus c
mapkupoBkon CE, o6o3HauvaloLleri cooTBeTCTBME €BPOMNENCKUM CTaHdapTam) OONONHUTENbHbIX MaTepuarnosB (B
YACTHOCTM, KNETOYHbIX MPOAYKTOB, GBromonekyn, buomaTtepuanos, NOAAEPKMBAIOLLMX CUCTEM, MATPUILY).

2 B cny4yasx, korga u3genust (B TOM 4ucrne vM3genusi, npousBoguMble Ha 3akas) ABMSOTCA COCTABHON
YacTbO rOTOBOW NPOAYKLMM, OOIMKHBI cOOMoaaThea cneaywLme TpeboBaHus:

a) AOMKHO OblTb MPUHATO B (POPME MUCBMEHHOrO [OKYMEHTa corfalleHne Mexay Mpovn3BoaUTENEM
NeKapcTBEHHOro cpeacTBa W MPOM3BOAUTENEM MEOULMHCKOrO M3Oenusi, B KOTOPOM [OMKHa COoAepXaTbcs
gocraTtoyHasi MHopMauus 0 MeOMUMHCKOM mn3genun, 4Tobbl n3bexaTtb M3MEHEHUA ero CBOWCTB BO BpeMS
Npon3BOACTBA BbICOKOTEXHOMOMMYHOrO nekapctBeHHoro cpeactea (ATMP). YkasaHHoe cornalleHue [OSmKHO
cogepxaTtb TpeboBaHME O KOHTPOSE N3BMEHEHMWI, NPEANIOXKEHHBIX A1 MEOULMHCKOrO N3aenvs;

b) ykasaHHOe cornalleHue OOMKHO npegycMaTtpuBatb obMeH uHdopMaumen o6 OTKMNOHEHUAX, UMEBLLMX
MECTO Npu NPOM3BOACTBE MEOULMNHCKOTO U3AEnus.

3 Bcrnegcteue TOro, 4To coMatuyeckmne KNeTkyM NonyyveHbl OT fnoden (ayTonornyHble Unu anforeHHble) nnm
XMBOTHBIX (KCEHOTeHHbIE), CYLLECTBYET MOBbILIEHHbLIA PUCK WX KOHTaMMHaUMW MNOOOYHbIMKW areHTamu. [ns
M30NAUMM  ayTOJNIOTMYHBbIX MaTepuarnoB, MOMyYEHHbIX OT WMHPUUUPOBAHHbLIX [AOHOPOB, [OJDKHbI ObITh
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npeaycMoTpeHbl ocobble mMeponpuaTtusa. [JomkHa 6biTb  obecneyeHa HaOEXHOCTb  KOHTPOSbHbIX U
ncnblTaTENbHBLIX MEPONPUATUIN AN TAKUX UCXOOHbIX MaTepuanos.

4 TMpn HEBO3MOXHOCTU MNPOBEAEHUSI CTEPUN3aUMM FTOTOBOFO JIEKAPCTBEHHOrO CpeacTBa Mpy MOMOLLM
CTaHOapTHbIX MeTOAOB (Hanpumep, unbTpauuen), cTagum TEXHONOrMYeCcKoro mnpouecca OOMKHblI ObiTb
npoBeAeHbl B aCENTUYECKUX YCMNOBUSAX.

5 [omkHoe BHWMaHWe cnegyeT yaenaTtb cneuudpmyeckum  TpeboBaHMAM AnNsg  BCeX CTagun
KPMOKOHCepBaumMmM  (Hanpumep, CKOPOCTU M3MEHEHUs TemrnepaTyp BO BpPeEMS  3aMOpaXuBaHuUs U
pasmopaxuBaHusi). Tun Kamepbl XpaHeHusl, cnocobbl pasmelleHuss MaTepuanoB M MNPOLECCHI U3BIEYEHUS
OOJDKHBbI CBOAUTH K MUHUMYMY PUCK NMEPEKPeCcTHOM KOHTamuHauun, obecneudmBaTb KayeCTBO JIEKAPCTBEHHbIX
CpeacTB M cnocobCcTBOBaTb WX MNpaBUIIbHOMY u3BfedYeHuto. [Onsa obecnedeHuss 6e3onacHocTM paboTbl C
NeKapCTBEHHbIMU CpeacTBaMu, B COCTaB KOTOPbIX BXOAAT MNO3UTUBHLIE CEPONOrMYecKne Mapkepsbl, a Takke ans
XpaHeHUs1 3TUX NEeKapCTBEHHbIX CPeacTB [AOMMKHbI MCMOMb30BaTbCA nNpouenypbl, MpuUHATBIE B dopme
NMMCbMEHHOrO JOKYMEHTA.

6 [omkHbl OblTb NpOBeAEHbl UCMbITAHWUSA CTEPUIbHOCTM Ha NpegMeT OTCYTCTBUS OakTepumanbHOW Wnu
rPMOKOBON KOHTaMMHAUMM B KynbTypax KMeTok unu 6aHkax KneTok, He coaepXalwimx aHTubuoTtuku. JomxkHa
TaKkke y4nTbiBaTbCA HEOOXOOUMOCTb onpedeneHvs  cneunduyeckux MUKPOOPraHM3MoB, TpeOlyrowwmx
crneumanbHbIX YCIOBUIA KyNbTUBUPOBaHMS.

7 B cnyyae Heob6xoaMMOCTH A0MKHA NPOBOANTLCSA MporpaMmmMa MOHUTOPUHIa CTabunbHOCTY, BKMOYaloLLas
B cebs HanuMunme KOHTPOSIbHbIX M apXMBHbIX 00pasLOB B KONMYECTBE, [OOCTAaTOYMHOM ANt NPOBEAEHMS
JanbHenWmnxX ncnbiTaHUin.

OnpepeneHus

B HacToAwmMi pasgen BKMHOYEHbl TOMbKO TEPMWHbI, WUCMOMb3yeMble B HACTOSALWEM MPUNOXEHUN W
TpebytoLme pacwmpeHHoro obbscHeHus. [MpMBOAATCA Takke CCbINKM Ha onpegeneHus, CyllecTsylowme B
3aKkoHodaTenbCTBE WNN ApPYrMx WUCTOYHMKax. B pgononHeHne K onpegeneHnsM, yka3aHHbIM B HACTOSLLEM
pasgene, ucnonb3yetcs oL cnoBapb TEPMUHOB U onpegeneHnn yactu | Hactoawero TKI.

agbloBaHT (adjuvant): Xumudeckoe nnm druonornyeckoe BeLECTBO, YCUITMBAKOLLEE UMMYHHYIO peaKkuuio Ha
aHTUreH;

akTuBHas dapmaueBTUYeckas cybcTaHuma (active substance): BeliectBo, koTopoe MOXET MMETb
Yyenoseueckoe (Hanpumep, OOHOPCKasi KPOBb WU feKkapCTBEHHble CpeacTBa, MNonyyaemble U3 JOHOPCKOM
KpOBU), XMBOTHOE (Hanpumep, MUKPOOPraHU3Mbl, Lerble XUBOTHblE, 4acTW OpraHoB, CEKPETbl >XUBOTHbIX,
TOKCUHbI, SKCTPaKTbl, IeKapCTBEHHble CpeAcTBa, Mofyvyaemble W3 KpPOBW), pacTUTernbHOe (Hanpumep,
MUKPOOPraHu3mbl, pacTeHWsl, YacTU pacTeHWn, BblOENeHUA pacTeHW, IKCTPaKTbl), XUMuyeckoe (Hanpumep,
NpoCTble BeLecTBa, NPUPOAHbIE COEQNHEHUS, COEANHEHMS, MOTyYEHHbIE NYTEM XUMNUYECKOW MOAMDUKaLNA UMK
XMUMUYECKOIO CUHTE3a) NMPOUCXOXKAEHNE;

annepreHbl (allergens): BewectBa aHTUreHHOM WNM  ranTeHOBOW  MpUpPOAbl,  CMOCOOHbIE
CeHcMbunmnsmpoBaTb OPraHU3M W Bbi3biBaTb annepruio.

anneprouabl (allergoids): XuMU4eCKM W3MEHEHHble annepreHbl C MNOHWXKEHHON pPeakTUBHOCTbLIO
nmmyHornobynuHa E (IgE).

aHTUreHbl (antigens): BewecTtBa (Hanpvmep, TOKCUHbI, YyxepogHble 6enku, 6aktepuun, KNeTkn TKaHwu),
cnocobHble BbI3BaTb CNeLMPUYECKNEe UMMYHHbBIE PEaKLUN..

aHTuTeno (antibody): benku, nponsBegeHHble B-numdoumtamm, KOTopble Cneunduyeckn CBS3bIBaOTCS C
onpeferneHHbIM1 aHTureHamu. Ha ocHOBe KMoYeBbIX pasnuuuMii B MeTodax UX Npou3BOACTBa BbIAENAOT ABa
rMaBHbIX TUNAa aHTUTEMN: MOHOKIOHanNbHbIE U NOMNWKNOHAaNbHbIE aHTUTenNa.

6aHK knetok (cell bank): CoBOKyNnHOCTb COOTBETCTBYIOLLMX KOHTEWHEPOB, XPaHALWMUXCA B ONpeaerieHHbIX
YCITOBUSIX, COOEPXKUMOE KOTOPbIX MMeeT OAHOPOAHBLIN cocTaB. Kaxabli KOHTENHEP COAEPXUT anuKBOTY OAHOro
nyna KrneTok.

6uonornyeckas akTuBHasa hapmaueBTuYeckasa cybctaHuma (biological active substance): AkTuBHas
hapmaueBTM4eckas CcybCTaHUMs KOTopas NpOM3BEeAeHa C MCMONb30BaHMEM OMOMOrMYecKoro UCTOYHMKA WK
9KCTparMpoBaHa M3 GUONOrMYECKoro UCTOYHUKA, KOTopas JOJMKHa ObITb OXapakTepusoBaHa C UCMOMb30BaHUEM
hU3NYECKUX, XMMMUYECKUX M OMONOrMYECKMX WUCMbITAHUA W KAYeCTBO KOTOPOW onpegensietcs 3TUmu
UCNbITaHUSIMU B COMETaHUU C KOHTPONEeM MpoLLecCcoB ee NPOn3BoACTBa.

6uonornyeckoe nekapcTtBeHHoe cpepncTBo (biological medicinal product): JlekapcTBeHHOe CpencTBo,
aKkTMBHasa hapmaleBTnyeckas cybcTaHLMsA KOTOpPOro sBMsieTcs GUOMNorMyeckon akTMBHOWM dhapMaueBTUYECKOW
cybcTaHumen.

6uoHarpyska (bio burden): YpoBeHb M BMA MMUKPOOPraHM3MOB (HEMpPUEMSIEMbIE WUIU AOMYCTUMbIE
MUKPOOPraHu3Mmbl), KOTOpble codepXxaTcs B MCXOAHOM Cbipbe, NMUTaTeNbHOW cpede, OMOonornyeckmx akTUBHbIX
hapmaLeBTMYECKUX CYOCTaHLUMSX, MPOMEXYTOYHbIX NMPOAYKTaxX UKW roTOBbIX NIEKapPCTBEHHbIX CpeacTBax.

BeKTOp (vector): AreHT TpaHCMUCCUMU, MEPEHOCALUNIA FTEHETUYECKYIO MHAOPMaLMI0O OT OOHOM KNETKN WIu
opraHusma K Apyron, Hanpumep nnasmugsl, NMMNoCoMbl, BUPYChI.

BUPYCHbIN BekTop (viral vector): Bektop, npomsBefeHHbIn nytem moaudukaumm Bupyca C MOMOLLbIO
METOAOB MOJIEKYNSIPHOW Omonornv ans yaepXmBaHms HEKOTOPbIX, HO HE BCEX, MaTEPUHCKMX FreHOB Bupyca. lpu
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yOaneHnun reHoB, OTBETCTBEHHbLIX 3a CMOCOBHOCTb BMpyca K pennukauuu, CO3[aHHbIN BEKTOP SBMSeTCS
HeCnocobBHbIM K pennukaumn.

BHe XXuBOro opraHuama (ex-vivo): lNMpouecc, npy KOTOPOM NpoLeaypbl MPOBOAATCS HAa TKAHAX MIN KneTkax
BHE XMBOIo OpraHmMamMa C NocneayrLLnumM Bo3BpaToOM TKaHEN UMK KNEeTOK B XXUBOW OpraHun3m.

BHYTPMW XXUBOro opraHmama (in-vivo): lNpouenypbl, NPOBOOUMBIE Ha XXMBbIX OpraHM3max.

BCMomMmoratenibHoe BewecTBO (excipient): BelwecTBo, 3a MCKMOYEHNEM aKTMBHbIX (hapMaLeBTUYECKMX
cybcTaHuun, Bxogsilee B COCTaB eKapCTBEHHOIO CPeAcTBa AN npuaaHms eMy Heo6XoOUMbIX CBONCTB;

ranteH (hapten): Monekyna C HW3KOW MOMEKYNSPHON MACCOW, He SABMAIOLWAACA aHTUIeHOM MO CBOEW
npvpoae 40 MOMEHTa KOHBbHraLumMm ¢ KMOJIEKYNON-HOCUTENEMY.

reH (gene): NocneposatensHocTb [HK, kognpytowas ogmMH unm HeCKoNbKO BEnKoB.

reHeTuyecku moaudmumpoBaHHbin opraHusm (FMO) (genetically modified organism (GMO)): Jlto6own
OpraHu3m, KpoMe 4enoseka, C U3MEHEHHbIM FEHETUYECKUM MaTepuarnioM, OTNUYaKLWMMCH OT FeHEeTUYECKOro
MaTepuana, KOTopbI NONy4yaeTcs Npu eCTECTBEHHOM CrnapuBaHuy 1 (MNn) ecTeCTBEHHOW pekoMBuHauuu.

rmépugoma (hybridoma): MmmopTanuiaoBaHHas («beccmepTHasiy) INUHUS  KNETOK, Npou3BoAsiias
Xenaemble (MOHOKMOHanbHbIE) aHTUTena M O6bl4HO MonydYaemass MNyTeM WCKYCCTBEHHOrO cnvsHua B-
NMMAOLINTOB C ONYXOSIEBLIMM KNETKAMMU.

rnaBHbIM 6aHK knetok (master cell bank, (MCB)): AnukBoTa ogHOro nyna KrneTok, KOTopasi, Kak npaswuno,
Oblna nomyyYyeHa W3 KOHKPETHOIO KIETOYHOTO KMOHa NpW onpefdeneHHbIX YCMoBWUsIX, pacnpegeneHa BO
MHOXXECTBO KOHTEMHEPOB U XPaHWUTCS NPU ONPEAENEeHHbIX YCIOBUSIX.

rnaBHbIA BUMPYCHbIN NoceBHoW Matepuan (master virus seed, (MVS)): AnuksoTa MHOUBMAYaNbLHOIO
cybwtama BMpYCOB, KOTOpasi, Kak npaBuno, Obina nony4yeHa W3 KOHKPETHOrO BUMPYCHOMO LWTaMa mnpu
onpeferneHHbIX YCMNoBWUsSX, pacnpederieHa BO MHOXECTBO KOHTEMHEPOB M XPaHWUTCA MpU OnpedeneHHbIX
YCrOBUSX.

rnaBHbIA TpaHCreHHbIM GaHKk (master transgenic bank): AHanormyHo onpepgeneHutio rnaBHOro GaHka
KNeToK, HO B OTHOLLEHMM TPAHCTEeHHbIX PACTEHWI UK XXNBOTHbIX.

3aKkpbiTasa cuctema (closed system): Cuctema, B KOTOPOW akTUBHas papmMaueBTuieckasl cybcTaHuns nnm
nekapcTBeHHOEe CPeACTBO He NoABEPKEHbl HENOCPEACTBEHHOMY BIIMAHMIO MPOU3BOACTBEHHOW cpefpl.

30Ha (area): OnpeaeneHHbIN Habop NomelleHnn B npegenax OAHOro 34aHus, B KOTOPbIX MPOU3BOAUTCS
OOVH WM HECKOJbKO NIEKAapCTBEHHbBIX CPEACTB U KOTOPbIE MMEIOT OTAENbHY CUCTEMY BO3AYXOMOATOTOBKM.

300HO3 (zoonosis): WHMEKUMOHHbIE U1  VHBa3WOHHbIE 3aboneBaHWsl XKMBOTHBIX, KOTOpble Mpu
onpeferneHHbIX YCIOBUSIX MOTYT NepeaBaTbCsl YENOBEKY.

umcnonb3oBaHMe B YycnoBusix wusonsaummu (contained use): Jwbas gesTenbHOCTb, NPU  KOTOPOM
reHeTU4eckn MoauMUUPOBaHHbIE OpPraHU3Mbl MOMYYalT, KyNbTUBUPYKT, XPaHAT, TPaHCMOPTUPYIOT,
paspyLlaoT, YHUYTOXAKT UM UCMOMNb3YHT KakMM-nbo cnocobom mn npy KOTOPOW MCMOMb3YITCS creunanbHble
Mepbl M30NAUMM OIS OFPaHUYeHWss pacnpocTpaHeHus 3TUX opraHmsmMoB u obecnedeHus 6e3onacHoOCTU
HacereHus N oKkpyxatoLen cpefbl.

ucxogHoe cbipbe (raw materials): Jltobble cybcTaHumM, ucnonb3yemble AN MpPOM3BOACTBA  MIU
3KCTparMpoBaHnsl akTMBHbIX (bapMaueBTUYECKMX CyOCTaHLMI, HO He SABMSOLIMECH UX UCTOYHUKOM, Takme Kak
peareHTbl, cpeibl AN KyNbTUBMPOBAHWS, CbIBOPOTKA TensybMX 3SMOpUOHOB, [obGaBkM u Gydepbl Ans
XpomaTtorpacuum 1 gp.

ucxoaHble matepumansl (starting materials): Bce matepuansl, U3 KOTOpbiX akTuBHas dapmaueBTnyeckas
cybCcTaHuMsa npomsBoAUTCA UNM akcTparnpyetca. Ona OMonornyeckMx nekapCTBEHHbIX CPeACTB WCXOAHbIE
MaTepuanbl NpeactaBnsalT cobor nwbble cybcTaHuuMM OBGUMONOrMYEcKoro MNPOUCXOXOEHUSA, Takue Kak
MUWKPOOPraHn3mbl, opraHbl M TKAHW PACTUTENLHOrO WIW XXMBOTHOMO MPOUCXOXAEHUS, KINETKU WU KUAKOCTU
(Bkntoyasi KpOBb M MnasmMy) YEnoBeYEeCKOro WM XUBOTHOFO MPOUCXOXAEHMUS, a Takke OGUOTEXHOMOrnyeckue
KneTouHble cybcTpaThl (PEKOMBOUHAHTHBIE Y NPUPOAHbIE), BKIOYAs NEPBUYHbBIE KNETKU.

KneTto4Hbln 3anac (cell stock): NepBuyHbIE KNETKW, pasMHOXMUBLLMECS OO 3aaHHOro KONmMyecTBa KNeTok,
anuKBOTbl KOTOPbIX OTOMPAKTCA M MCMONMb3YKTCA B KayecTBe WCXOQHOrO Martepvana Ans npousBogcTBa
OrPaHNYEHHOro KONMYecTBa CEpPUIN NIEKAapPCTBEHHbIX CPEACTB Ha OCHOBE KMETOK.

MOHOKINOHanbHbIe aHTuTena (monoclonal antibodies (MAD)): [omoreHHaa nonynauusa aHTUTEn,
CMOCOOHBIX MNPUCOEOMHATLCA K €OUHCTBEHHOMY 3MUTOMYy (aHTUFEHHOW [OETEPMUHAHTE), MOfyYeHHas wu3
€[OVUHCTBEHHOTO KIoHa NMMQOLUTOB UMK C MOMOLLIbIO TEXHONOMMM pekoMbuHaHTHo OHK.

oTBeTcTBeHHOoe nuuo (Responsible Person, (RP)): [laHHoe onpepeneHne mucnonb3yeTcs B 3HAYEHWMU,
ycTaHoBreHHomM lMpunoxeHnem 14 Hactoswero TKI.

nepeHoc reHoB (gene transfer): lNpouecc nepeHoca reHa B KNETKW, BKYawWMA B cebsa cuctemy
3KCNpeccun, copepXallylcsi B cMCTeMe [AOCTaBKM, KOTopas HasbiBaeTCs BEKTOpPOM. BekTop mMoxeT ObITb Kak
BMPYCHOMO, Tak U HEBUPYCHOrO npowucxoxgeHus. Nocne nepeHoca reHoB, reHeTUYecKn MOoAMULMPOBaHHbIE
KNeTKN Takke MOryT UMETb Ha3BaHUe «TPaHCOPMUPOBAHHbLIE KNETKUY.

nutalowme knetkn (feeder cells): Knetku, ucnonb3yemble B KOMOWHUPOBaHHOW KyrnbType Ans
noaaep>kaHus NPUNOTEHTHOCTM (CMOCOBHOCTN AnddepeHUMpoBaTbCS B MHOXECTBO Cheunann3mpoBaHHbIX
TWMOB KIETOK) CTBOMOBbIX KNETOK. s KynbTypbl YenoBevyecknx aMOproHanbHbIX CTBOSIOBBIX KIIETOK TUMWYHbIE
niuTarowme CcrouM COCTOAT K3  3MOpuoHanbHbIX  (mbpobnactoB Mbiwn (OPM) unm  smOpuoHanNbHbIX
dubpobnactos vyenoseka (DY), B KOTOPbIX cneynansHbIMM MeToAaMn NpefoTBpaLLeHOo AeneHune.
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nnasmmpa (plasmid): Yacte [OHK, obblvHO cyulecTBytowlasi B OakTepmanbHON KreTke B BUAE KONbLEBOM
CTPYKTYpbl, OTOAEMNEHHOW OT KIEeTOYHOW XpOMOCOMbI. [Mnasmmaa MoxeT 6biTb MoauduMuupoBaHa C MOMOLLBIO
METOOOB MONeKynsapHon Guonorun, BbigeneHa M3 6akTepuanbHOM KMEeTKM M UCNOoNb3OBaHa AMis nepeHoca u
BCTpamBaHusa ee [IHK B reHom Opyron KneTku.

nopaepxuBawlasa cuctema (scaffold): CpegctBo nopggepku, CpeacTBO AOCTaBKM MM MaTpuua,
KOTopble 00ecneymBalT CTPYKTYPY UM COOQEWCTBYHOT MUrpaLUn, CBA3bIBAHUIO UMM TPAHCMOPTY KIeToK U (1nm)
BGMoNorMyeckn akTUBHbIX MOJIEKYIT.

nonuknoHanbHble aHTuTena (polyclonal antibodies): AHTuTena, nNony4YeHHble OT HECKONbKUX KIOHOB
NMMAOLNTOB 1 BbipaboTaHHbIE YENTOBEYECKUM UMM XKMBOTHbLIM OPraHn3MOM B OTBET Ha BBEAEHME aHTUreHa.

nomelleHne AnNA NPOUM3BOACTBA HECKOJNIbKUX JleKapCTBeHHbIX cpeacTtB (multi-product facility):
lMomelweHne ang nocnegoBaTenbHOrO NPOM3BOACTBA MW MPOU3BOACTBA MO NPUHUMMNY KaMnaHWi pasnuyHbIX
rpynn 6UonNorMyeckux akTMBHbIX dhapMaueBTUYECKUX CyOCTaHUMN U NEeKapCTBEHHbIX CPEACTB M B KOTOPOM
KOMNIEKT ucnonb3yemoro obopyaoBaHuMs MOXeT ObiTb cneumanm3npoBaHHbIM UM HecneunanuampoBaHHbIM
ONs KaXOoro oTAenbHOro Tuna cyocTaHUMA Unn NekapCcTBEHHbIX CPeAcTB.

npegHaMmepeHHbIM BblI6poc (deliberate release): [NpegHamepeHHbI BbIMYCK B OKpYXXaloLWyl cpeay
reHeTM4eckn MoanrUMpoBaHHbLIX OPraHU3MOB, 4518 KOTOPbIX HE MCMONb3YKTCA cneuuarnbHble Mepbl U30NALmm
ONsl  OrPaHUYeHUs pacnpoCTpPaHEHUs 3TUX OpraHuamMoB U obecneyeHuss 6e30MacHOCTU HaceneHuss u
oKpyXaroLlewn cpefpl.

npou3BOACTBO MO NPUHUMNY KamnaHun (campaigned manufacture): MNMocnegosaTtensHOe NPoM3BOACTBO
psiia cepuvin OQHOrO M TOrO XXe NEKAapCTBEHHOIO CPeACTBa B TEYEHME onpeerieHHoro nepuoga BpemMeHu, nocne
KOTOPOro NMpOBOASATCA CTPOTME KOHTPOJSIbHbIE MEPONPUATUS Nepes NepeknyYeHnemM Ha Npou3BOACTBO ApPYroro
NeKapCcTBEHHOTO cpeacTBa. JlekapCcTBeHHble cpeacTtBa He MNpPOM3BOAATCS OOHOBPEMEHHO, HO ANs WX
npou3soacTea MOXeT BblTb MCNOMNB30BaHO OAHO U TO e 0bopyaoBaHue.

npomMexyToyHas npoaykumsa (intermediate product): [JaHHOe onpegeneHue MCNonb3yeTca B 3HAYEHWM,
YyCTaHOBMEHHOM pasgenom «TepMmuHbl K onpegeneHus» Hactoswero TKM n pasgenom «TepMuHbl 1
onpegenenusa» Yactu Il HacTtosiwero TKI.

npoueaypa petpocnekTuBHoro aHanusa (look-back): [dokymeHTanbHO odoopmMieHHast npoueaypa,
obecneuymnBarollas oOTCNexvBaHne OMONMOrMYECKMX  aKTMBHbIX  (PapMaueBTUYECKMX  CYOCTaHUMA  Mnu
NEeKapCTBEHHbIX CPEeACTB HECOOTBETCTBYIOLLEIO KayecTBa BCMNEACTBME MCMONb30BaHUSA BblOpaKOBaHHbIX
XMBOTHbIX UMW YENTOBEYECKMX MaTeEpPUAioB N3-3a NPUCYTCTBUSA B 3TUX MaTepuanax KOHTaMUHUPYIOLLEro areHTa
UNM NPU BbISIBNIEHWN HEraTMBHbIX (DAKTOPOB Y >KMBOTHbLIX WM JIOAEW, SABMSIOWMXCA WCTOYHUKOM 3TUX
mMaTepuarnos.

pabouun baHk knetok (working cell bank(WCB)): OMOreHHbI Nyn MUKPOOPraHW3MOB WNN KETOK,
MOMyYeHHbIX U3 rnaBHOro BaHka KNeTok M OQHOPOOHO pacrnpederneHHbIX B OnpeaeneHHoe YMCno KOHTEWHepOos.
Pabounii GaHK KNeToK XpaHUTCA B YCMoBusiX, obecrneumBarux ero CcrabunbHOCTb U MCMOMb3OBaHME B
npou3BoaCTBE.

pabouun BUpYCHbIM noceBHouM Martepuan (working virus seed (WVS)): FoMoreHHbIn nyn BUPYCOB,
MOMyYeHHbIX M3 FMaBHOIO BMPYCHOTO MOCEBHONO MaTepuarna M OAHOPOAHO pacrnpederieHHbIX B onpegeneHHoe
4YMCNO KOHTerHepoB. Pabounin BUPYCHbIN NOCEBHOW MaTtepuan XpaHuTcs B ycnoBusx, obecneuvvBalowmnx ero
CTabUNbHOCTb U NCMONb30BaHWE B NPOU3BOACTBE.

paboumnn TpaHcreHHbIM 6aHK (working transgenic bank): FOMOreHHbIN Nyn KNETOK TPaHCreHHbIX pacTeHUN
WNN XMBOTHbIX, NOMYYEHHbIX U3 MMaBHOrO TPAHCreHHOro 6aHka U OAHOPOAHO pacnpeaeneHHbIX B onpeaeneHHoe
4YUCINO KOHTENHepOoB. Pabounii TpaHCreHHbI 6aHK XpaHUTCS B YCNOBUSIX, 00ecnevmBaoLLmx ero CTabunbHOCTb U
ncnonb3oBaHKe B NPON3BOACTBE.

cBoboaHble oT cneundumyecknx naroreHoB (specified pathogen free (SPF)): >KuBoTHble maTtepuansl
(Hanpumep, Kypbl, 3MOPWOHbI MMM KyNbTypbl KIEeTOK), MCMONb3yHLnecs ANs NPOM3BOACTBA WM KOHTPOMS
KayecTBa GMONOrMYECKMX NEKAPCTBEHHbIX CPeACTB, MOMyYeHHble U3 TPYMNM XUBOTHbLIX (Hampumep, cTag wnu
cTan), cBOGOAHbIX OT OonpeAerieHHbIX NaToreHoB. Takve cTaga unv cTav onpegensaTcs Kak rpynnbl XXUBOTHBIX,
KOTOpble XMBYT B OOLLEN CPEAEe U UMEIOT YXaXMBaIOLWUA 38 HUMW NEePCOHar, KOTOpbIA He NpebbiBaeT B KOHTaKTe
C XXMBOTHbIMU, HE CBOBOAHBIMM OT Creuudgryeckmx NaToreHos.

comatuyeckme knetkm (somatic cells): Bce kneTkm Tena 4erioBeka WM >KUMBOTHOIO, KpoOMe
pPenpoayKTUBHbLIX KIETOK. DTN KNETKM MOryT ObiTb ayTONMormyHbiMu (OT TOrO e nauMeHTa), annoreHHbIMn (oT
OpYroro 4erioBeka) uMnm KCEHOTeHHbIMU (OT >KMBOTHOMQ) COMAaTUYECKUMM KUBLIMU KNeTKamu, MaHunynsaumm c
KOTOPbIMU UMW M3MEHEHME KOTOpbIX MPOBOAMIIMCL B YCMOBWUSIX BHE >XMBOTO OpraHvMamMa C nocrnegyowum
BBEJEHMEM B OpraHMaM YenoBeka Anst LOOCTWXKEHMS  TepaneBTUYECKOro, [OUarHOCTUYECKOro  Mnu
NPOUIaKTUYECKoro 4ENCTBUS.

TpaHcreHHbIn (transgenic): OpraHu3m, cogepXalimMi B CBOeW OObIMHOW TreHeTUYEeCKOW CTPYKType
YYXKEPOAHbIV TeH Anst akcnpeccun druonornyeckmx papmaLeBTMYeCcKMX MaTepmarnos.

ypoBeHb 6uonornyeckon 6esonacHoctu (biosafety level (BSL)): Ycnosua usonsuum, Tpebyowmnecs ans
Oe3onacHom paboTbl C MWKPOOPraHM3MamMn pasHbiX YPOBHEW MaTOreHHOCTW, HayuMHas oT 4-i rpynnbl
NMaTOreHHOCTU (HAaMMEHbBLUUI PUCK, MarloBepOSATHO NPUBOAALLMIA K 3aboneBaHuo venoseka) u o 1-i rpynnbl
NMaToOreHHOCTN (HauBbICLUMIA PUCK, BbI3bIBAIOLLMI TSDKENbIE NErko pacnpocTpaHsemble 3abonesaHus).
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yuctasa KynbTypa (akceHn4yHas KyrnbTypa) (mono sepsis (axenic)): KynbTypa, cogepxalwas OaMHaKoBble
MUWKPOOPraHn3mbl U He KOHTAMUHWPOBaHHAA NGBLIMU APYrMMU OpraHnu3Mamu.
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MpunoxeHwue 3
(obsizaTenbHoe)

Tpe6oBaHusA K NPOU3BOACTBY pagnodapMaLeBTUYECKUX NIeKapCTBEHHbIX CPeACTB

MpuvHUMN

MpounssoactBo paguodapmaLeBTUYECKUX NEKapCTBEHHbIX CPEACTB OOSMKHO OblTb OpraHuM3oBaHO B
COOTBETCTBMM C NpuHUMNnamu, npueedeHHbiMM B YacTtax | u Il Hactoswero TKI. HacTtosiwee npunoxeHue
yCcTaHaBnvMBaeT npasuna, cneumduyeckne ANS NpPousBOACTBa paanodapmMaueBTUHECKNX JeKapCTBEHHbIX
cpencTs.

HacTtoslilee npunoXxeHne He  pacrnpocTpaHATCA Ha  M3rOTOBMEHME  pagvodapMaueBTUHECKUX
NeKapCTBEHHbIX CPeACTB B CneunanmM3npoBaHHbIX anTekax (B 60MbHUYHBIX UM AENCTBYIOLNX CAMOCTOSITENBHO)
C UCMNOMb30BaHWEM PadUMOHYKNUAHbIX reHepaTtopoB W HabOpOB peareHTOB B  COOTBETCTBUM C
3akoHogaTtenbcTBoM Pecny6nuvkm benapyce.

B cootBetctBUM C TpeboBaHMAMU paguMauvoHHOM 6Ge30nacHOCTM OTBETCTBEHHOCTb 3a MPUMEHEHUE
paguauum B MEAUMUMHCKMX  Lenax NeXuT Ha  MeauuuHcKnx  paboTHukax. [lpy  npyMmeHeHuu
pagnodapMaLeBTUYECKUX NEeKapCTBEHHbIX CPEeACTB B OUArHOCTUYECKUX U TepaneBTUYECKMX Lensx LOSMKHO
6bITb 0BecneyeHo, Npn HeoH6XoANMOCTH, HaNM4Yue cneunanncTa Nno MeamLMHCKON U3nKe.

HacTtoslwee npunoxeHne pacnpocTpaHdeTcs Takke Ha pagnodapmaueBTMyYecKkme neKkapCTBEHHbIe
cpencTsa, UCMOMb3yoLWMecs B KNMHUYECKUX UCCreg0BaHMSIX.

TpaHcnopTMpoBaHne pagnodapmauleBTUYECKNX NEKAPCTBEHHBLIX CPEACTB BbIMOMTHAETCA B COOTBETCTBUM C
TpeboBaHAMM MO paguaunoHHon Be3onacHocTu MexayHapoAHOro areHTCcTBa Nno aTomHomn aHeprn (MATATO)
n TpeboBaHNsiMK 3akoHodaTenbcTBa Pecnybnvku benapyce.

MoryT wucnonb3oBaTbCA METOAbl, OTNMYAKOLWMNECH OT MPUBEAEHHBIX B HACTOSLIEM MNPUIOXEHUN, HO
NMo3BOMNAIOLLME BbIMNONMHATL TpeboBaHMA Mo obecnevyeHnto KadecTBa npoayKumu. VHble MeToabl AOMKHbI ObITh
BanuMaupoBaHbl M obecneymBaTb YPOBEHb KayecTBa, MO KpawHeMm Mepe, 3SKBMBASNEHTHbIN TpeboBaHMAM
HaCTOSLLEro MNPUNOXEHUS.

BBepgeHune

1 MNMpownsBoacTBO pagnodapmaLeBTUYECKMX NIeKapCTBEHHbIX CPEACTB U obpalleHne ¢ HUMK npegcrasnseT
NoTeHUMarnbHYI0 ONacHOCTb. YPOBEHb PUCKOB 3aBUCUT, B YaCTHOCTM, OT TWMNa WMOHM3UPYIOLLErO W3MNy4YeHus,
QHEprMM u3nyyYeHns W nepuvoga nonypacnaga paguoHyknugos. Ocoboe BHUMaHWe cnegyeT yaendatb
npefoTBpaLLeHUo  NepeKkpecTHOM KOHTaMUHAUWUW, XpaHeHUo OCTaTKOB pPafAMOakTUBHBLIX Marepuarios W
yaaneHuto oTXo40B.

2 W3-3a TOro, YTO HEKOTOpbIE PafgUOHYKNUAbLI UMEIOT KOPOTKUA CPOK XpaHeHUs, AoMycKaeTcs BbinycKaTb B
obpalleHne cogepxalme nx pagmodapmaleBTUYeckne nekapcTBeHHbIe CPeACcTBa A0 3aBepPLUEHUS UCTbITaHNA
KOHTpOns kayecTBa. B aTom cnydae B crneuuanbHoOW npouedype A0KeH ObiTb YeTKo M noapobHo onpeaeneH
nopsaoK BblAavu paspelleHnss Ha BbIMYCK, BKOYasi OTBETCTBEHHOCTb MNepcoHarna W HENpepbIBHYIO OLEHKY
3dhheKTMBHOCTM cucTemMbl obecneveHns kayecTBa.

3 O6nactbldo NPYMEHEHWUs HacTOAWEro MNPUMOXKEHUs SBNAeTCA OeATeNnbHOCTb  MPOMbILLNEHHbIX
NPOu3BOACTB, SOEPHbIX LEHTPOB, WMHCTUTYTOB M [13T-UeHTPOB NO NpPOM3BOACTBY U KOHTPOSKO KavecTsa
cnegyroLwmx TUNOB NPOAYKLUK:

- pagnodapMaLeBTUYECKMX NEKapCTBEHHbIX CPEACTB;

- pagnochapmaLeBTUYECKNX NeKkapCTBeHHbIX cpeacTB Ans MN3T (No3UMTPOHHO-IMUCCUOHHOW ToOMorpacdum);

- paguoakTMBHbIX MNpedwecTBEHHUKOB [Afs MPou3BOACTBa paanodapMaLeBTUYECKMX NeKapCTBEHHbIX
cpencTs;

- PaAVOHYKIMMAHbLIX FreHepaTopoB.

Bua npoussoacTea [encTtBue He Cnepyert BbinonHaTb TpeboBaHust Yacten Il n | HacToswero TKIM

pacnpocTpaHsieTca® (no mepe npnbnmxeHUsi cTagmm NPon3BOACTBA K TOTOBOMY

npoaykTy TpeboBaHNs yCcunmMBeatoTcs), BKovas
COOTBETCTBYHOLLME NPUNOXKEHNS

PagunodapmaueBTuyeckune NPOAYKLUMSA peakTopoB | XUMUYECKUI craguu o6paboTka, acentunyeckoe
nexKapcTBeHHbIe CPeaCcTBa; W LMKTIOTPOH OB** CUHTE3 OYUCTKM | NPUroTOBIEHME, Npou3BoACTBO
pagvodapmaLeBTUyeckme [031poBaHue Unu YHULLIHAaA
nekapcTBeHHble cpefcTaa cTepunusauus
ansa N3OT; paanoakTMBHbIE

npeaLwecTBEHHNKN
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PagunoHyknugHble npoayKums TEXHOMOrMYeCKnI npoLecc (Cbopka KOMOHKK, reHepaTopa,
reHepartopbl peakTopoB 1 3apsiaka reHepartopa v ap.)
LIMKNOTPOHOB***

* MuLeHb 1 cuctema nepefaym ot LMKINOTPOHA K YCTaHOBKE CMHTE3a MOryT paccMaTpmBaTbCA Kak nepeas
CTaavs NPOU3BOACTBA aKTUBHbIX hapMaLeBTMYECKMNX CyOCTaHUNNA.

** Mpoaykums, nonyv4eHHas B pe3ynbTaTe pagnoxXuMmMYecKoro BblAeneHnst paguoHyknuaa n3 obnyyeHHom
paguMoaKkTUBHOWM MULLIEHW.

*** [poaykums, nony4eHHas B pe3ynbTaTe pagnoxXuMMYecKoro BolaeneHnss MaTepuMHCKOro paanoHyknuaa
13 061y4EeHHON pagnMoaKTUBHON MULLEHMN.

4 TlpousBoauTenb rOTOBOIO paavModapMaueBTUYECKOrO FeKapCTBEHHOINO CpeacTBa [OOSPKEH WMETb
OnucaHue TEXHOMNOrMYeckoro npoLecca MNpovM3BOACTBA aKTUBHOW hapmMaLeBTUYeCcKon cybcTaHuuM, roToBOro
paguodapmaLeBTUYECKOro NnekapcTBEHHOro cpeacTea U ykasaTtb, kakne TpeboBaHusa Hactoswero TKIT (Hactb |
unu 1) pacnpocTpaHATCA Ha pa3nuyHbie TEXHONOrM4eckne onepauum (ctagum).

5 Tlpou3BoactBo pagmodapMaueBTUYECKNX —JIEKAPCTBEHHbIX CPEACTB  [OOJDKHO  BbIMOSNHATLCA B
COOTBETCTBMM C TPeOOBAHMAMNU HOPM pagnaLMoHHOn 6e3onacHoCTy.

6 [lponsBoacTBo pagmodapMaueBTUHECKMX  fIEeKapCTBEHHbIX  CPeAcTB, MNpeAHasHadYeHHblX  Ans
napeHTepanbHOro BBEAEHWS, AOMKHO BbIMOMHATLCSA B COOTBETCTBUM C TpeboBaHMSAMW, NpeabsaBrseMbiMU K
CTEPUNBHOCTU TaKMX NEKAPCTBEHHbIX CPeacTB, C COoOMoAeHMEM B COOTBETCTBYIOLLMX Cryyasix acenTU4ecKux
YCroBuin NPON3BOACTBa B COOTBETCTBMM C lNMpunoxeHmem 1 Hactodwero TKIT.

7 Cneumdukaumm n MeToabl KOHTPONSA KavecTBa paanodapMaleBTUYECKMX JTeKapCTBEHHbIX CPEACTB
ycTaHaBnuBsatoTcsa B ['ocyaapcteeHHon Papmakonee Pecnybnvku benapycb unm B permcTpaumoHHbIX JOCkbe Ha
3TW NeKapCTBEHHbIE CpeacTaa.

KnuHnyeckne nccnegoBaHus

8 Ha npoussoacTBo pagnodapmaleBTUHECKUX JIEKAPCTBEHHLIX CPEeACTB, MpefHasHavYeHHbIX Ans
KMMHUYECKUX UCCregoBaHnin, pacnpocTpaHstoTes Takke TpebosaHus Mpunoxernsa 13 HacTodAwero TKIT.

ObecneyeHune KayecTBa

9 ObecneyeHne kayecTBa Npu Npomn3BoacTBe paanmodapMaLeBTUYECKUX NIEKAapCTBEHHbLIX CPeacTB UMeeT
ocoboe 3HaveHue B BUAY uX crneumnduryecknx ocobeHHoCcTen, ManbiX OGBEMOB CEPUA U B HEKOTOPbLIX Criyyasix
HeobXxoaMMOCTU UX MeOULMHCKOro MPMMEHEHUS 00 3aBEpPLUEHUSI KOHTPOSISA KadecTBa.

10 3awwmTa npoaykumm OT KOHTaMMHaUMM U NEPEKPECTHON KOHTaMMHaL MM JOMmKHa ObiTb obecneyeHa Tak
Xe, Kak U npuv nNpou3BOACTBE MOObIX JeKapCcTBEHHbIX cpeacTB. Ho B gaHHOM cnydae npeabsaBnsieTcs
JononHutenbHoe TpeboBaHME MO 3alMTe MPOU3BOACTBEHHOM cpedbl M MNepcoHana OT WOHU3MPYHLLEro
nsny4yeHns. JTO O3Ha4yaeT, 4YTO cucTtema obecrneyeHus kavyecTBa NpPUOOpPETaeT WCKMIOYUTENBHO BaXHOE
3HayeHue.

11 O4yeHb BaXHbIM SABRsieTCA TLaTeNbHas perncrpaums AaHHbIX MOHUTOPUHIa NMOMeLLEHMIA U MPOLECCOB.
OueHka 3TUX AaHHbIX ABNAETCH YaCTbio Npouecca Bbinycka cepun B obpallyeHune.

12 Tpn npowusBoacTBe paanodapMaLeBTUYECKUX JTEKapCTBEHHbIX CPEACTB cregyeT B Heobxogumom
obbeme npoBoauTb KBanuduvkauuio 1 Banugauuio. [na onpepeneHus obbema paboT Mo kBanvdukaumm um
Banugauun OOMMKEH MPUMEHSITbCA MOOXOA, OCHOBAHHBLIM Ha YNpaBleHWUM puckamp, ¢ 0COObIM BHMMaHMEM K
KomBuHauun TpeboeaHun HacToswero TKIM 1 paguaunoHHo 6e3onacHoCTHU.

MepcoHan

13 Bce TexHomornyeckue onepaumm [LOSDKHbI BbIMOJHATECS MEPCOHANoM, UMEHLWUM  ChneuvanbHyo
NoAroToBKY MO paguaumoHHon 6esonacHocTu. epcoHarn, 3aHATbIA B NPOM3BOACTBE, KOHTPONe KadecTBa U
BbINyCKe paanodapMaLeBTUYECKMX JIEKAPCTBEHHbLIX CPeACTB, OOSMKEH MPOWTM COOTBETCTBYHOLLEE OOy4eHue,
CBsi3aHHOe C 0CODOeHHOCTAMU cucTemMbl obecrneveHusi kadecTBa pagnodapMaueBTUYEeCKMX JeKapCTBEHHbIX
cpencTtB. YMNOMHOMOYEHHOE NULO HeceT MOJIHY0 OTBETCTBEHHOCTb 3a BbINYCK paguodapmaleBTUYECKMX
neKkapcTBEHHbIX CPeACTB.

14 TepcoHan, paboTawwmin B 30HaX NPOU3BOACTBA pagnodapMauleBTUYECKNX NEKAPCTBEHHbIX CPeacTB
(BKNtOYasi 3aHATBIA YOOPKOM U TEXHUYECKUM OOCIY)XMBAHUEM), OOIDKEH MPONTU AOMOINHUTENbHOE 0OYy4eHue,
CBsiI3aHHOE CO crneumnmKon NpoLeCccoB 1 NPOAYKLU MU,

15 EcnuM npou3BOACTBEHHbIE MOMELLEHMST M oOOpyAoOBaHME WCMOMb3YTCS Takke Ansi NpoBeAeHust
nccnenoBaHum, TO UCCeAoBaTENbCKUIA NEPCOHAN AOJMKEH NPONTU obydeHne Hagnexalen npoM3BoACTBEHHOMN
npaktuke Pecnybnukun bBenapycb. Cnyxba obecneyeHus kadecTBa [OMKHa paccMmatpuBatb W [aBaTb
paspelleHne Ha npoBegeHue paboT, CBsA3aHHbLIX C UCCNEeAOBaHMUSMKN, ANS TOro 4YTodbl UCKMOYMTL MX ONacHoe
BNUSIHME Ha NPOU3BOACTBO.
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OOLme NnonoXxeHus

16 TlpousBoAacTBO paguodapmMaueBTUYECKMX NEKapCTBEHHbIX CpeacTB  [AOMKHO NpoOBOAUTLCA B
KOHTPONMPYEMbIX 30HaX, B KOTOPbIX BbINOMHANTCA TpeboBaHMsA K MPOM3BOACTBEHHON cpede U paanauvMOHHON
6e3onacHocTn. Bce TexHomornyeckne onepaumy OOSDKHbI BbIMOMHATECS B MOMELLEHUSIX M Ha 06opyaoBaHuK,
creumarnbHO npeaHasHavYeHHbIX Ans NPOU3BOACTBA paguodapmMaleBTUYECKUX NeKapCTBEHHbIX CpeacTB.

17 CnenyeT NpUHATbL MePbI MO NPeAoTBPALLEHMIO NEPEKPECTHON KOHTaMUHAUUKU OT nepcoHana, UCXOAHbIX
N ynakoBOYHbIX MaTepuanoB, paguvoHyKnuaoB W np. Besge, raoe 3To BO3MOXHO, criegyeT WCNonb3oBaThb
3aKpbITOE MK U30nMpoBaHHoe obopygoBaHue. lNMpu ncnonb3oBaHUM 06OPYAOBaHWS OTKPLITOrO TMMa WUnu npwm
OTKpbIBaHUN 0OOPYAOBaHUA crnefyeT NPUHATb Mepbl MO CBEOEHUI0 puUcka KOHTaMuHauum K MuHuMmymy. [lpum
OLleHKE PUCKOB criegyeT nokasaTb, YTO YMCTOTa MPOM3BOACTBEHHOM Cpeabl yAoBrneTBopsaeT TpeboBaHusAM,
npeabaBnseMbIM K TUNY BbiNyCKaeMow NPOAYKLNN.

18 Bxog B Npou3BOACTBEHHbIE 30HblI JOIMKEH OCYLLECTBRATLCHA Yepes3 MNoMmelleHus Ans nepeopeBaHust
(CaHMpONYCKHUKMN) U OOIMKEH ObITh paspeLleH UCKNIYMTENbHO AN nepcoHana, MMeLWero npaBo ocTyna B
HUX.

19 Cnepgyet npoBOANTE MOHUTOPUHI pabovmx MeCT U NPOU3BOACTBEHHOW Cpedbl B OTHOLUEHUN YPOBHS
paguauum, KOHLEHTpauun 4Yactul 1 MMKpoopraHuamos. Mopsagok npoBefeHns MOHUTOPUHIa ycTaHaBnmMBaeTcs
npu kBanudukauum akcnnyaTtaumm (PQ).

20 Onga rapaHTum TOro, YTO MCMonb3yeMble NoMeLLeHus 1 obopygoBaHne ABMASIIOTCS COOTBETCTBYHOLLMMU U
npoweawvMmy  KBanudukaumio, HeoOXoAMMO MNpoBOAWUTL MpodunakTuieckoe TeEXHUYeckoe OoOCnyXnBaHue,
KanmbpoBKy 1 KBanudukaumo. 3T paboTbl AOMKHbI BbINOMHATECA NOAFOTOBMEHHBIM MEPCOHANoM, a akT ux
npoBeaeHUs N MONyYEHHbIE pe3ynbTaTbl AOMKHbI 0POPMAATLECHA B hOPME NMUCbMEHHOIO JOKYMEHTA.

21 CrnepyeT NpVHATbL Mepbl MO 3alinTe MNPOM3BOACTBEHHOW 30HbI OT PaaMOaKTMBHOIO 3arps3HEHWUs.
CnepnyeT opraHvM3oBaTbh Hagnexawmi KOHTPOSb paguoaKTUBHBIX 3arpA3HEHUN NPsiMbiIM METOAOM C MOMOLLbIO
O031METPOB UMM KOCBEHHO — METOLOM CMbIBOB B YCTAHOBIEHHOM MOPSAKE.

22 lNMoBepxHOCTU 060pyAOBaHKs, conpuKacatrLmecs ¢ NPOAYKTOM, He OOIMKHbI BCTyNaTb C HUM B peakuuio,
He OOIDKHbI HUYEro BbIAENATb M He AOMKHbI abcopbupoBaTb MPOAYKT, YTOObI Takum 0Opa3oM He U3MEHUTb
KayecTBO pagnodapmMaLieBTUHECKOro fiekapCTBEHHOro cpeacTBa.

23 Peuvpkynsaumsa Bo3gyxa u3 NOMELLEHUI, B KOTOPbIX BblNOMHAETCS paboTa ¢ pagnodapmaleBTUYecKumMm
nekapcTBeHHbIMU CpeacTBaMu, He JONYCKaeTCs, 3a UCKMYEHNEM criydaeB, Korga npuMeHeHue peunpkynaumm
0060CHOBaHO. B BbITSDKHbIX CUCTEMax [OIPKHA ObITb MpegycMOTpeHa 3aluta OT 3arpsi3HEHMST OKpyXKatoLewn
cpedbl pagvMoaKkTMBHLIMU 4YacTMLuamMu M rasamu. B KoHTponupyembix 3oHax [ofmkHa ObiTb npegycMoTpeHa
3aluTa OT KOHTaMUHALMM YacTMLaM1 U MUKPOOPraHU3Mamu.

24 B uenax HegonyleHWs pacrnpocTpaHeHns pagnoakTUBHBLIX YacTul, B 30HaX, e HaxoAUTCH OTKPbITbIN
NPOAYKT, HEOOX0OUMO NMOoAAepPKMBaTb OTpULATENbHOE OaBMNEHWE MO OTHOLUEHUIO K OKpyXarwLwum 3oHaMm. B 1o
Xe Bpemsi criegyeT 3alMTUTb MPOAYKT OT KOHTaMMHALMM M3 MPOM3BOACTBEHHOW cpedbl. OTO MOXeT ObITb
OOCTUTHYTO 3a CYET NPUMEHEHUss BapbepHOM TEXHOMOTMM M BO3AYLIHbIX LWO30B, paboTalowmux no npuHUuny
Kackaga AaBrieHun.

Mpon3BoACTBO CTepunbHOW MPOAYKUMM pas3fensdTca Ha [ABe Trpynnbl: fekapcTBEHHble CcpeacTsa,
BbiMyCKaeMble B acenTUYeckUX YCroBUSAX, W feKapCTBEHHble cpeacTBa, noanexawme UHULLHON
cTepunusauuun. B npousBoactBe AOMKEH MNoaOepXuBaTbCs YPOBEHb YUCTOTbl MPOU3BOACTBEHHOW Cpefbl,
COOTBETCTBYHOLUUIA BUAY BhINOMHAEMbIX onepauui. [JJomkHbl cobniogatbes TpeboBaHMs K YCTOTe pabounx 30H,
B KOTOPbIX NPOAYKUMS NN NepBuYHas (BHYTPEHHSAS) yNakoBKa MOXET HaxXxoOAUTbCHA B KOHTAKTe C OKpYKaloLum
BO3yXOM, NpuBeaeHHble B [NpunoxeHun 1 HacTosdwero TKIT.

26 [Onsa onpepenexHns TpeboBaHWi k Nnepenagam AABMNEHUS, HanpaBeHNo MOTOKa BO3A4yXa U ero KayecTBy
MOTYT MCMOJIb30BaTbCA METOAbI OLEHKN PUCKOB.

27 B 3aKpbITbiX aBTOMaTU3UPOBAHHbIX CUCTEMAX, MPEeACTaBNALWMX CODON, Kak NpaBuio, ropsyme kamepsi
C pasMeLLeHMEeM B HUX YCTAHOBOK XMMMWUYECKOrO CUHTE3a, CUCTEM OYMCTKU, CTEPUNM3YKOLWEN unbTpaumm «Ha
NMHWMY», OOCTAaTOYHO obecneunTb knacc YnctoTbl C. B ropsiune kamepsbl, HAXOOALWMECH B 3aKPbITOM COCTOSIHUM,
JOIMKeH nofaBaTbCs BO3AyX nocne hunbTpaumm C BbICOKOW CTEMEHbI YMCTOThl. AcenTudeckue onepauum
OOIMKHbI BLINOMHATLCSA B MOMeELLeHUn (30He) knacca A.

28 [o Havana npousBoactBa cbopka CTepurbHOro obopyooOBaHWS WM KOMMOHEHTOB  (TPYOOK,
cTepunuaylowmnx unbTpoB), MNOACOEAMHEHWE IUHUN NoJayn >KUOKOCTEN K YKYMOPEHHbIM repMeTUYHbIM
CTepUrbHbIM (brakoHaM, JOIMKHbI BbINOMHATLCS B aCeNTUYECKUX YCIOBUSX.

JokymeHTauus

29 Bce pokyMeHTbl, Kacawowmeca npou3BoAcTBa paguodapmaueBTUYECKUMX JeKapCTBEHHbIX CPeacTs,
OOMMKHbI BbITh pa3paboTaHbl, CornacoBaHbl, YTBEpXAeHb! U BbiaHbl B COOTBETCTBUM C NPOLEeaYPON, NPUHATON B
hopmMe NMCbMEHHOTo JOKYMEHTa.
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30 TpeboBaHMSA K UCXOAHBIM U YNAKOBOYHBbIM MaTepuanam, Marepuanam L7151 MapKMpPOBKU, KPUTUYECKUM
AN KayecTBa NPOMEXYTOYHbIM Matepuanam 1M roToBbiM pagnodapmMaLeBTUYECKUM NeKapCTBEHHbIM CpeacTBaM
OOIMKHbI ObITh YKa3aHbl B crneundumkaumax. JomkHel ObiTb Takke cneumdukaumm Ha Kputndeckue ansa Kavecrsa
mMaTtepuanbsl U KOMMOHEHTbl (BCMOMOraTenbHble Martepuanbl, YNIOTHEHWsl, Habopbl Ans CTepunuayloLLen
dunbTpaumm 1 ap.), ucnonb3yemble B NpoLiecce NPoU3BOACTBA U CNOCOBOHbIE OKa3aTbh KPUTUYECKOE BIMSIHNE Ha
Ka4yecTBO MPOAYKUUN.

31 [Ons pagvodapmaueBTUYECKUX FEeKapCTBEHHbIX CPeACTB  cnefyeT  YCTaHOBUTb — KpuTepumn
nNpUeMNeMocTu, BKIoYasl cneundukalMm Ha MOMEHT BbINMyCcKka M Ha Mepuon Cpoka rogHocTu (Hampumep, Onis
pagnoxXMMMUYECKON YNCTOTbI, 06 bEMHOM aKTUBHOCTU, PAOVUOHYKITMOHON YNCTOTbI U yOENbHOW akTUBHOCTH).

32 B 3anucax no WCMonb30BaHWO, OYMCTKE, JAe3vHdeKUuMn wunu crepunmnsaumm, TEXHUYECKOMY
obcnyxmBaHMio OCHOBHOIO obopyaoBaHusa crnefyeT ykasbiBaTb AaTy W BPEMS BbINOMHEHUS onepalumu, A0MkKHa
OblTb MOANUCb nuua, BbINOMHMBLUErO paboTy, W, NpuM HeobXxoAMMOCTW, crneayeT ykasblBaTb HauMeHOBaHWe
NpoAaYKLUN N HOMEpP CepUN.

33 3anucu cnegyeT XpaHUTb He MeHee 3 neT, eCnM MHOEe He YCTaHOBIIEHO 3aKOHOOATENbCTBOM
Pecnybnuku benapych.

MpousBoacTeo

34 C uenbto cBeeHMs K MUHUMYMY pucKa NepekpecTHOro 3arpsi3HEHVs paaMoakTUBHbLIMW BELLLECTBAMN UMK
nepenyTbiBaHNUs mMaTepuanos He gonyckaetcs O[HOBpPEMEHHOE npon3BoaCTBO pasnU4YHbIX
pagnodapMaLeBTUYECKMX NIEKAPCTBEHHbBIX CPeACcTB B OOHOM paboyven 30He (ropsyen kamepe, namMvHapHOM
30HE unu wkagy).

35 Ocoboe BHMMaHWe crneayeT yAoensTb Banugauuu, BKMKYAs BanuAauuio KOMMbOTEPU3NPOBAHHbLIX
cuctem B cooTtBeTcTBuUM C [MpunoxeHnem 11 Hactodawero TKI1. Hoeble npoueccbl LOMKHbI MNPOWTKH
nepcrnekTUBHY Banuaaumio.

36 KpuTudeckue napameTpbl criedyeT, Kak npasBurno, onpefenats OO0 UnM B npouecce npoBeAeHus
Banugauun. MNpu 3ToM cnegyeT onpefenaTe SONYCTUMbIE MNpefesfibHble 3Ha4YeHUst U3MEHEHUN napameTpos,
HeobxoaMMble Ons CTabunbHOro NPOU3BOACTBA.

37 [0na npoayKToB, HaMoMHAeMbIX B aCeNTUYECKNX YCNOBUAX, criedyeT NPOBOANTbL KOHTPOSb LIEeNOCTHOCTH
MeMOBpaHHbIX pUnbTPOB, C y4ETOM HeobxoaumocTn obecneveHus pagmaLmMoHHON 6e30NacHOCTM U COXPaHEHUS
CTEPUITbHOCTUN (PUNBLTPOB.

38 YuutbiBas paguaunoHHyt0 akTMBHOCTb FOTOBOM NPOAYKUUKW, OOMYyCKaeTCs HaHOCUTb MapKUPOBKY Ha
NepBMYHYI0 YNakKoOBKY [0 Hayana npou3BoacTBa. Ha crepunbHble NycTble 3akpbiTble (riakoHbl MOXeT ObiTb
HaHeceHa MapKkupoBKa C 4aCTUYHOW MHOpMaunein OO onepauun HanonHeHWs, Npu 3TOM CTEePUNbHOCTb He
[OMkHa ObITb HapyLUeHa N He JOIMKHO ObITb MOMEX AMS BU3YaIbHOIO KOHTPOSISA HanofHEHHbIX (hfTakoHOB.

KoHTponb kayecTBa

39 HekoTopble pagnodapmaueBTUYECKME FeKapCTBEHHble CcpeacTBa MOryT ObiTb  BbinyLleHbl U
UCMOMb30BaHbl Ha OCHOBE OLEHKM [OKYMEHTAUUW Ha Cepuio [0 3aBEPLUEHUST BCEX XUMUYECKUX U
MUKPOBMONOrM4eCKNX NCMbITAHWIA.

OdbopmneHune paspelleHus Ha BbIMycK paguodapMaLeBTUYECKUX NEeKapCTBEHHbIX CPeacTB MOXET ObiTb
BbIMOSIHEHO B 2 1 Boree 3TanoB 40 ¥ NOCe 3aBepLUeHNs aHaNMTUYeCKOro KOHTPONS B NOSIHOM OObeME:

a) OLEeHKa Ha3HaYeHHbIM NMLOM 3anucer No NPoM3BOACTBY CEPUU, KOTOPOE AOIMKHO OXBaTbiBaTb YCIOBUS
NPOM3BOACTBA W aHANUTUYECKUA KOHTPOMb, MPOBEAEHHbIE [0 MOMEHTa paspelleHusi TPaHCMOPTUPOBKU
pagmodapMaLeBTUYECKOro NEKAPCTBEHHOMO CPEACTBA B CTATyCe «KapaHTUH» B KIMUHUYECKOE NoapasneneHue;

b) YnonHomouyeHHOE NULO BblgaeT pa3pelleHne Ha BbIMyCK MOCMe NPOBEAEHMS OLIEHKM OKOH4YaTesbHbIX
pe3ynbTaToB aHaNMTUYECKOro KOHTPONS, BCEX OTKIMOHEHWUIA OT HOPManbHOro Npouecca, KoTopble JOJPKHbI BbiTb
odhopMreHbl  JOKYMeHTanbHo, 06OCHOBaHbl W yTBEpXAeHbl. Ecnu HekoTopble pes3ynbTaTbl  KOHTPOMS
HEBO3MOXXHO MONYyYMTb OO WCMOMb30BaHMSA JEKAPCTBEHHOrO CpPeacTBa, TO YMNOMHOMOYEHHOMY nuuy crnegyeT
0hOpMUTbL paspeLleHre Ha BbIMYCK JIEKAPCTBEHHOrO CpeacTBa YCMOBHO OO Havana ero WCMonb3oBaHus u
OKOHYaTenbHO O0GOPMUTL paspeLleHMe Ha BbIMYCK JIEKAPCTBEHHOrO CpeacTBa MOCMe MOMy4YeHust BCEX
pe3ynbTaToB KOHTPONSI.

40 BonblWMHCTBO pagnodapMaLeBTUYECKUX NIEKAPCTBEHHBIX CPEeACTB MCNOJMb3YeTCA B TEYEHNE KOPOTKOro
nepuoga BpemMeHu, 4To obycrioBMeHO KOPOTKMM NepuogoM noniypacnaja paguoHYKNMAOB, MO3TOMY WX CPOK
FO4HOCTM OOMKEH ObITb YETKO yKa3aH.

41 PapgnodhapmaleBTUYECKME NeKkapCTBEHHble CPEeACTBa, coaepXallvme paauoHyknuabl C  Gonblumm
nepuooom nonypacnaga, cnefyeT KOHTPONMMPOBAaTb Ha COOTBETCTBUE BCeEM TpeboBaHMAM A0 OdOopMIIEHUS
paspeLleHnsi Ha BbIMyCK Y NOSIHOMOYEHHbIM NIULIOM.

42 KoHTponb npob6 MoxeT ObiTb MpOBeAEeH He cpady nocre mx oTbopa, 4YToObLI 0GecneunTb Tpebyemoe
CHWXeHNe YPOBHS aKTMBHOCTW. Bce BuAObl KOHTPONS, BKMKOYAs KOHTPOSb Ha CTEPUIIbHOCTb, AOIDKHbI OblTh
npoBeeHbl Kak MOXHO ObICTpee.

43 Tpouenypa, NpuHsaTas B popMe NMUCbMEHHOIro OOKYMEHTa, AOMKHA YCTaHaBNUBaTb MOPSAOK OLIEHKU
NPOAYKUUN U pe3ynbTaToB KOHTPOIS 4O OTNPaBK/ NPOAYKLUMN.
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44 T[pooyKuusi, He COOTBETCTBYKOLLAA YCTaHOBMEHHbIM TpeboBaHUSAM, AOMKHa ObiTb OTKNOHeHa. Ecnun
npegycmotpeHa nepepaboTka MaTtepuana, TO OHa [OMXKHa BbINOMHATLCA MO 3apaHee YTBEPXAEHHON
npouenype. foToBas NpoAyKUMs OOSMKHA COOTBETCTBOBATb YCTAHOBMEHHbIM TPebOoBaHWSAM, YTO OOMKHO ObiTh
noaTBEPXXAEHO A0 ee Bbinycka. He gonyckaeTtcs nepepaboTka BO3BpaLLEHHOW NPOAYKUMKU, C KOTOpOW cnenyet
obpalaTbCs Kak C paanoakTUBHBIMU OTXO4aMM.

45 B cneuuwansHoM npouenype OOMMKEeH ObiTb onpeaeneH nopsgok AeWcTBuMrA YNOMHOMOYEHHOro nvua B
crnyyae OOHapyXeHUs HecOOTBETCTBUS MNpOAyKuum TpeboBaHuAM cneumdukaumn nocrie ee OTrpy3kM Ao
NCTEYEHNS1 CpoKa rogHoCTU. Takue cnyvaum [OMKHbl ObiTb paccnefoBaHbl, AOOMKHbI ObiTb  BbIMNOSHEHBI
HeobOxoaoMMble Mpedynpexaarolime N KOPPEKTMPYIOLLME MEPONPUATMA AN HeaonyweHnsa NoAo0HbIX CUTyaumn B
Oyaoywem. ITOT Npouecc JOMKEH ObITb AOKYMEHTaNbHO 0POPMIIEH.

46 TMNpw HeobxoamMmocTu cnegyet UHPOPMUPOBATL OTBETCTBEHHbIA NMEPCOHaN MEAULUHCKOTO YYpEeXAEHUS.
[na cogencteua aTomy gofmkHa 6bITb 0becneveHa NPoCneXmMBaemMoCTb B OTHOLEHMN pagmodapmaLeBTUYECKNX
neKkapcTBEHHbIX CPEACTB.

47 [ormkeH OblTb YCTAaHOBMEH MOPSAOK KOHTPOMS UCXOAHBIX M YyNakoBOYHbIX MaTepuanos. [1pu Beibope u
YTBEPXOEHUN MOCTaBLUMKa crnefyeT ybeouTbCa B TOM, YTO MNOCTaBNAEMble UM UCXOOHbIE U YNaKOBOYHbIE
MaTepuanbl HEM3MEHHO COOTBETCTBYIOT TpeboBaHMsAM cneuundmkalmi. MIcxogHble 1 ynakoBOYHblE MaTepuansl 1
BCMOMoraTternbHble Matepuarnsl 4N KPUTUYECKMX NMPOLIECCOB AOMMKHbI MPUobpeTaTbCsa TOMbKO Y YTBEPKAEHHbIX
MOCTaBLLMKOB.

KOHTpOHbeIe n apxXuBHbIE 06pa3Ll,bI

48 OT kaXxgomn cepum HepacdacoBaHHbIX pagnodapMaLeBTUYECKUX NEKAPCTBEHHbIX CPEACTB AOIIKHO ObITh
oTobpaHO 4oCTaTovyHOE KONMMYEeCTBO 0OpasLioB, KOTOPbIE AOMKHbI XPaHUTLCA HE MeHee 6 MecsiueB C MOMEHTa
NCTEYEHMS CPOKA rOAHOCTU FOTOBOM NPOAYKLUN, ECMU MHOE HE YCTAaHOBIEHO B NPOLIECCE YNPaBNEHUSA PUCKaMU.

49 O6pasubl MCNONb3yeMOoro B NPOM3BOACTBE MCXOOHbIX MaTepuarnoB, 3a MUCKITIOYEHNEM pacTBoOpUTENeNn,
rasoB M BOAbl, OOJPKHbI XPaHWUTLCH HE MeHee 2 neT Mocrne BbiNycka NPOAyKUMM. JTOT CPOK MOXeT ObiTb
coKpalleH, ecnu B cneyundurkaumm Ha cbipbe ykasaH 6onee KOpoTKMn nepuog ctabunsHoOCTU.

50 lNo cornacoBaHWio C YMNOMHOMOYEHHBIM OpPraHoM MOXeT ObITb ONpedernieH MHOW Mopsgok oTbopa u
XpaHeHusi Npob MCXOOHbBIX U YNAaKOBOYHBLIX MaTtepuanos, NPOAYKUMW, NPOM3BEAEHHbIX MO WMHOUBMAYaNbHOMY
3aKasy Unu B MarbIX KONIMYECTBAaX UMK €Cin UX XpaHeHNe MOXET Bbi3BaTb 0CObble TPYAHOCTU.

Peanun3auun

51 Ons pagrodapMaueBTUYECKUX NEKApCTBEHHbIX CPEACTB AONYyCKaeTCsl peanua3aunsi roToBOM NpoayKumnm
B KOHTPOIIMPYEMbBIX YCIOBUAX OO MOMyYEeHUsi pe3ynbTaToB BCEX HEOOXOAMMbIX MCNbITaHWA. [pyu 3aTOM OOMKHO
ObITb rapaHTUPOBaHO, YTO JIEKAPCTBEHHOE CPEACTBO He OyAeT NMPMMEHEHO B MEOMUMHCKOM YYpexaeHun Oo
nonyyYeHns yaooBMETBOPUTENbHBLIX PE3YNbTAaTOB UCMBITAHWIA U UX OLEHKM YNOSIHOMOYEHHBIM JIMLOM, C YYETOM
NonoXXeHnin 39 HaACTOALLEro NPUOXEHNS.

OnpegeneHus

ropsa4yaa kamepa (hot-cell): OkpaHupoBaHHOoe paboyee MecTo AN Npou3BoacTBa M oGpalleHuss ¢
pagnoakTMBHBIMW MaTepuanamu. Fopsyas kamepa He oba3aTenbHO JOMKHA ObITb N30NATOPOM.

npurotoBneHue (preparation): MNogrotoBka Habopa B MEAULIMHCKOM YYPEXAEHUN NYTEM BHECEHUS B HEro
paavoHyKNunaa, aMMpoBaHHOIO U3 reHepaTopa, UIu C MOMOLLBIO PaaMOaKkTUMBHBIX NpeaLecTBeHHMKOB. Habopebl,
reHepatopbl M pagvoakTUBHbIE MPEeAWEeCTBEHHNKN OOIPKHbl OblTb 3aperMcTpupoBaHbl B YCTAHOBIIEHHOM
nopsigke.

papnodapmaueBTMYECKNE NeKapCcTBEHHbIe cpeacTBa: JlekapcTBeHHble cpeacTBa, KOTOpble codepXKarT B
roTOBOM ANS UCMOMb30BaHWs hOpMe OAUH PadMOHYKMWUA WM HECKOMbKO PagvoHYKNuAoB (pagMoakTUBHbIX
N30TOMoB).

pagnoakTUBHbLIA npeplwecTBeHHUK (radiopharmaceutical precursor): PagnoaktuBHoe BeLLecTBO,
npegHa3HavYeHHoe Ans BBeAEHWS paanoHYKITMOHON MEeTK/ B ApYroe BellecTBO nepes ero npuMeHeHneMm.

YnonHomouyeHHoe nuuo (Qualified Person): Jluyo, Ha3HayeHHOE MPOU3BOOAUTENEM J1eKapCTBEHHbIX
CpeAcTB, KOTOpPOEe OCYLLeCTBRSET NOATBEPXOEHUWE COOTBETCTBUS NEKapCTBEHHbIX CpeacTB TpeboBaHWAM,
YCTaHOBIMEHHbIM NPU WX FOCYAapCTBEHHOW perncTpaumu, W rapaHTMpyeT, 4TO feKkapCTBeHHble cpeacTsa
npouseBedeHbl B COOTBETCTBMM C TpeboBaHMAMUW Hagnexawen npou3BOACTBEHHOW npakTukn Pecnybnuvku
Benapycb. O653aHHOCTM YNOMHOMOYEHHOMO Nuua AeTanbHO onuncaHbl B pasgene 2 Yactu | n MNpunoxeHun 16
HacTtoswero TKI1.
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MpunoxeHwue 4
(pekomeHngyemoe)

TpeboBaHusA K NPOU3BOACTBY BETEPUHAPHbLIX NpenapaToB (KpOMe MMMYHOOGUONOrMYeCcKux
BeTEepPUHapPHbIX NpenapaToB)

1 MNpun npon3BOACTBE BETEPUHAPHbBIX NpenapaToB creayeT cobnogaTte TpeboaHusa HacTosLwero TKI.

2 HacTtoswum npunoxeHneMm ycTaHaBnNmMBaloTCs crneuunanbHble TpeboBaHus K MPOM3BOACTBY OTAENbHbIX
rpynn BeTepuHapHbIX nNpenapaTtoB (BeTepuHapHbIX MpenapaToB MPOTMB SKTONApasvWToOB, BeTEPUHaPHbIX
npenapaToB, coAepXawux MNeHUUMNNMHbI W BeTEepUHapHbIX npenapaTtos, noanexawmnx QUHULIHON
cTepunmsauun).

3 [lNpon3BOACTBO oOCTarnbHbIX FPYMN BeTEPUHapHbIX MNpenapaTtoB OCYLIECTBNAETCA B COOTBETCTBMU C
TpeboBaHVAMM, YCTAHOBMEHHLIMW APYTVMUW NPUNOXeHUaMN HacTosLwero TKI.

4 Tlpn npov3BOACTBE BEeTEPUHAPHbLIX MpenapaTtoB MOrYT UCMOMb30BaTbCA B KavyecTBE WCXOAHbIX
mMaTepuanoB dapmMaueBTMyeckue cybctaHumm, KOTopble BHECEHbI B [[OCYAapCTBEHHbIN peecTp feKapCTBEHHbIX
cpeacts Pecny6nuvkn Benapyce.

MpousBoacTBO NpenapaToB NPOTUB 3KTONApa3uToB

5 HecmoTpsa Ha orpaHudeHue, ykasaHHoe B 3.6 Yactm | Hactoswero TKI1, npenapaTbl NpoTuB
3KTOMapasnToB, NpeAHa3HayYeHHble ONs HAPYKHOIO NPUMEHEHMS!, OTHOCALLMECS K BETEPUHAPHBIM npenapaTtam 1
BKIMIOYEHHbIE B NIMLEH3NI0 HA NMPOU3BOACTBO, MOMYT MPOU3BOANUTLCS M HAMOMHATLCA B 30HAX, NpeaHa3HaYeHHbIX
ONs NpomM3BoACTBa NeCTULMAO0B, NO MPUHLMMY pa3deneHHbIX BO BPEMEHN LMKIOB nponssoacTtea. OgHako B 3TUX
NMOMELLEHMAX HE JOMMKHbI MPON3BOANTLCA APYrMe Buabl BETEPUHAPHbIX NpenapaTos.

6 [ns npepoTBpalleHVUss NepekpecTHOW KOHTaMuMHauuMuM crieqyeT WCNonb30BaTb COOTBETCTBYHOLLME
BanvMaMpoOBaHHblE MeToAbl o4ncTkM. CnegyeT npuHATE Mepbl No obecneveHnto ©6e30macHOro XpaHeHus
BETEPVHAPHbIX NpenapaToB B COOTBETCTBUM C TpeboBaHnsiMu HacToswero TKIT.

npOI/I3BOACTBO BéTepuHapHbIX NpenapaTtoB, coaepxawnx neHNUUINInHbI

7 Wcnonb3oBaHue MNEHUUUNNMHOB B BETEpUHapuMu He MpeacTaBnseT Takoro pucka C TOYKM 3peHus
rMnepceHcnbnnm3aaunm XMBOTHbIX, Kak B Cllydae MX MCMNOMb30BaHMS YenoBeKoM. 3aperncTpmpoBaHHbIe criydam
rmnepceHcnbunusaumm y nowagen n cobak obinm obycrnoBneHbl ApyrMMy TOKCUYHBIMUX BELLecTBaMu (Hanpumep,
NMOHOOPHBIMY aHTMBUOTMKaMu Ansa nowagen). Takve npenapaTtbl peKoMeHO4yeTCs NPOM3BOAMTL B CrieumansHO
npeaHasHa4YeHHbIX N30NMPOoBaHHbIX NomelleHusx (3.6 Yactu | HacToswero TKI), HO 3aTa pekomeHaauunsa MoxeT
He pacnpoCTpaHATLCH Ha Criydau, Koraa nomeLleHns npegHasHadeHbl TOMbKO ANS NPpOM3BOACTBA BETEPUHAPHbIX
npenapaTtoB. OgHako HeobxoaMMO MpPUHATL BCe HeobxoduMble Mepbl NO MPeAoTBPaLLEHUD MepeKkpecTHOM
KOHTaMuHauum n obecneveHuto 6e3onacHOCTV NepcoHana B cooTBeTCTBUM C TpeboBaHusiMu Hactoswero TKIT.
Mpwu ncnonb3oBaHUM 06LUMX MOMELLEHMI MPON3BOACTBO NPOAYKLUMM, coaepKallen NeHNUUNMWHBI, JOMMKHO ObiTb
OpraHvM3oBaHO MO MPUHUMNAM pasfefneHHbIX BO BPEMEHU LMKIIOB MPOM3BOACTBA M AOSMKHO COMPOBOXAATbCA
COOTBETCTBYIOLLMMUN BaNMAMPOBAHHBIMU METOAMKaMMN AEKOHTaMUHALMN U OYUCTKM.

XpaHeHue obpa3suoB

TpeboBaHMsA HacTosLWEro pasaena NpUMEHSIOTCA B OMOSMIHEHME K TpeboBaHUsIM, YCTaHOBEHHbIM 1.9 viii)
1 6.14 Yactn | HacTosiwero TKI1.

8 B cBa3n ¢ 6onblwnMn o6 bemMamMmn OKOHYATENbHBLIX YNAKOBOK HEKOTOPbLIX BETEPUHAPHbLIX NpenapaToB A4S
npon3BOOUTENS MOXET OKa3aTbCA HeyaoOHbIM XpaHuTb obpasubl Kaxgonm cepuuM NPOAyKUMM B UX
OKOHYaTenbHOM ynakoBke. OAHaKo MPou3BOAUTENb OOIMKEH 0b6ecneynTb XpaHeHue OOCTAaTOYHOro KormdecTBa
apXuBHbIX 0OPa3LOB KaXX4on cepyn NPOAYKLUN B COOTBETCTBUM C TpeboBaHusimm Hactoswero TKIT.

9 B nobom crniyyae, ynakoBka Anst XpaHEHUs apXMBHbIX 0Opa3uoB AoMmkHa ObiTb NPOM3BEAEHA U3 TOTO Xe
MaTepuana, Yto 1 nepBuYHasi yrnakoBka, B KOTOPOW 3TOT MPOAYKT peanuayeTcs Ha pbiHKe.

CtepunbHble BeTepuHapHbIe npenaparbl

10 BeTepuHapHble npenapaTbl, nognexawue UHULLHON CTepunmMsaunmn, MOryT npoM3BOAUTBECHA B YNUCTbIX
30Hax 6onee HM3KOro Kracca, Yem ato Tpebyetca B NMpunoxeHun 1 HacTosiwero TKIT (ecnu pelwueHne 06 atom
NPUHATO YNONTHOMOYEHHbIM OPraHoOM), OAHAKO KNacc YNCTOTbl NOMELLEHUA AomKeH bbITb He Huke D.
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MpunoxeHwue 5
(pekomengyemoe)

TpeboBaHuA K NPOM3BOACTBY MMMYHOOMONOrM4eCcKMX BeTepMHaApPHbIX NpenapaToB
MpuvHUMN

Mpon3BoaCTBO MMMYHOBUONOIMYECKUX BETEPUHAPHBIX MpenapaTtoB MMeeT psan O0COBeHHOCTEN, KOTopble
crnegyeT NpMHUMaTb BO BHMMaHWE Npy BHEAPEHUN U oueHKe 3pdEKTUBHOCTU cnucTeMbl obecrnedeHuns kavyecTsa.

M3-3a 60MnbLIOro KONMMYECTBa BMAOB XXMBOTHBIX U COMYTCTBYIOLMX NATOr€HHbIX MUKPOOPraHM3MOB CMEKTP
nNpoayKuuW, MPOU3BOOUMON Ha MPeanpusaTMM, MOXET ObiTb OYeHb LWMPOKMM npu Hebonbwom obbeme
npoussoacTea. B cBA3M ¢ aTuM Npon3BoacTBO 0OBIMHO OpraHn3yeTcs Mo NPUHUMMY OTAenNbHbIX LMKoB. bonee
TOro, BBMAY OCOBEHHOCTENW 3TOro MPOM3BOACTBA (CTaguW KynbTMBUPOBAHWS, OTCYTCTBME  (PUHULLIHOW
cTepynu3aumm wn gp.) HeobxoguMma TwaTenbHas 3awuTa NpoayKUMW OT KOHTaMuMHaUMM U MEepekpecTHON
KOHTamuHauun. [lpom3BOACTBEHHAsA cpeda pJdormkHa ObiTb  3awmuieHa, OCOBEeHHO npu  UCMOMb30BaHUM
MaToOreHHbIX UMM 3K30TUYECKUX MWUKPOOPraHnsMoB. [pu 1Mcnonb3oBaHWM MUKPOOPraHM3MOB, NATOreHHbIX Ans
YyernoBeka, criegyeT 0CODEHHO TLaTenbHO 3awmwaTs paboTatowmii nepcoHan.

C yuyetom aTMX (aKTOpOB, a Takke BapuMabenbHOCTU CBOWMCTB MMMYHOOMOMOrMYeckux npenapaTtoB W
OTHOCUTENBHO HMU3KOW 3(PEKTUBHOCTU NPOBOAUMBIX UCMbITAHUIA ANt NOMyYeHUst JOCTaTOYHOW MHAOPMaLmn o
npoaykuum (B 4aCTHOCTWU, MPWU KOHTPOSiE KayecTBa rOTOBOWM NPOAYKLMM) cucTema obecneveHus KadvecTsa
npuobpetaer ocobeHHO BaxHOe 3HadveHue. [lpu npomsBoACTBE MMMYHOOMOMOTMYECKMX BETEPUHAPHBIX
npenapaToB 0COOYI pofib UrpaeT MOCTOSIHHBLIN KOHTPOMb 3a cobniogeHnem Bcex TpeboBaHUNM, yKa3aHHbIX B
Yactn | HacTosiwero TKIM u HacTosiwem npunoxenun. CriegyeT NpoBOAUTb HEMNPEPLIBHYIO OLEHKY AaHHbIX,
nony4YyaembiX B XOA4€ KOHTPOSS pasnunyHbiX acrnekToB npoussoacTea (obopygoBaHue, NOMeLLeHWs, NPoayKums u
ap.) Ha cooTBeTcTBUE TpeboBaHusam HacToswero TKI. PeweHna n gencreusa, NnpeanpuHATBIE HA OCHOBaHMM
3TOMN OLEHKN, AOIMKHbI ObiTb 0POPMIIEHbI AOKYMEHTANbHO.

MepcoHan

1 Bce coTpyaHukM (BKMoYasi nepcoHarn, 3aHMMaroLWwuniicss oYMCTKON 1 obcnyxmBaHuem), paboTatowne B
30Hax MpouM3BoACTBA MMMYHOBMOMOrMYECKOW NPOAYKUMW, OOMMKHbI MPONTM OBydeHue Mo NUYHOW rmrneHe wm
MuKpobuonornm, a Takke [OMNonHUTENbHoe O0Oy4yeHMe B COOTBETCTBMM CO CMeLMdUKOA NpoM3BOAUMON
NPOAYKLMN.

2 ﬂVILLa, OTBETCTBEHHbIE 3a NpPpoOn3BOACTBO U KOHTPOJIb KavyecCcTBa, OOJKHbl UMETb 6asoBy+o noaroToBKy no
crneaylowum npeameTam (BCEM UM HEKOTOPLIM): BakTepuonorusi, Guonorns, GUOMETPUs, XMMUSI, UMMYHOROT S,
MeauuuHa, napasutonorusi, papmMaums, dapmakonorus, BUPYConorns 1 BeTepUHapUs, a Takke Heobxoanmble
3HaHWSI MO 3aLUUTE OKPYXKaloLEN cpeabl.

3 MNMepcoHan aomkeH 6bITh 3aLMLLEeH OT BO3MOXHOIO 3apaXkeHNsi MMKPOOPraHM3mMamm, UCMonb3yeMbIMU Mpu
npoussoacTtee. [pyM MCNoNb3oBaHUM MUKPOOPraHW3MOB, SBMSIOWMXCHA BO30OyauTensamu 6GonesHen 4yenoBeka,
Heo6Xx0o4MMO NpYHMMaTbL 0cobble Mepbl Mo 3aluMTe NepcoHana, paboTaroLero ¢ 3TMMM MUKPOOPraH3Mamm Unm
KCnepnmMmeHTallbHbIMU XXUBOTHbIMU.

B cnyyae HeoGXoAMMOCTM MepcoHan [OOIMKEH MPOWTM BaKuMHAUMIO, a Takke [OMMKEH MpoxoauTb
MeauunHCKoe obcneaoBaHue.

4 Heobxoaoymo MpuHMMAaTbL COOTBETCTBYIOLIME Mepbl, HanpaBfieHHble Ha MNpegoTBpalleHne nepeHoca
MWKPOOPraHN3MOB ftoabMU 3a Npeaenbl NPOM3BOACTBEHHONM 30HbI. B 3aBMCMMOCTM OT BUAa MUKPOOPraHM3MOoB K
TakUM MepaM OTHOCSATCS MNOSHOe nepeofeBaHMe U obsizaTenbHoe MNpPUHATWE Aylla nepep BbIXOAOM K3
NPOV3BOACTBEHHOW 30HbI.

5 Tllpu npousBoAcTBE MMMYHOOMOMOIMYECKONW NPOAYKLMM OCOOYH OMacHOCTb MpeacTaBnsieT puck
KOHTaMUHaUMM U NepeKpecTHON KOHTaMMHaLMK, BbI3biBaeMOW NepcoHanom.

[na npenoTBpalleHnsi KOHTaMUHAUMK, Bbi3bIBAEMOW NEPCOHANOM, NpeaycMaTpuBaeTcs BbINONHEHWE psaa
Mep M npoueayp, BkMuyawwmx B cebs ucrnonb3oBaHWe 3alMTHOM oOfeXAbl Ha pasfuyHbIX CTagusix
TEXHOMNOrMYeCcKoro npotecca.

[ns npepoTBpalleHnss NepekpecTHON KOHTaMuUHauMM nepcoHan AoSMKeH nepemeLaTbCs U3 O4HOWM 30HbI B
OpYryto ¢ cobniogeHnem npaBus, UCKMYaKLWNX PUCK KOHTaMUHaUUK. DT npaBuia SOMKHbI ObiTb U3NOXEHDbI B
WHCTPYKUMN. B TeuyeHne paboyvero BpemMeHW MepcoHan He [OOSKeH nepexoauTb W3 30H, FOe BO3MOXHa
KOHTaMMHaUUS XMUBbIMW MUKPOOPraHM3Mamu WNu rae COAEpPXaTCsl XMBOTHblE, B MOMELLEHUSl, TAe BedeTcs
paboTa ¢ ApyruMu npoayKTamu WM MUKpoopraHuamamu. Ecnm aToro msbexaTb HEBO3MOXHO, MepcoHarn,
3aHATbLIN B TAKOM MPOU3BOACTBE, OOIMKEH CriefoBaTh YETKO YCTAHOBMEHHbIM METOAMKaM OEeKOHTaMuHauuw, B
TOM YMCHEe BbINOMHATL CMEHY oaexabl, 06yBu, 1, N0 Mepe HeoBXOANMOCTU, NPUHUMATL OYLU.

CuutaeTcs, 4TO NepcoHarn He CTankuMBaeTCs C PUCKOM KOHTaMUHaUWMM MpU BXOAE B M3ONMPOBAHHYHO 30HY,
roe KynbTypbl MUKPOOPraHU3MOB HaxOAAaTCS B repMeTMYECKU 3aKpblTbIX KOHTEMHepax, NMOBEPXHOCTb KOTOPbIX
npoLuna AeKkoHTaMMHaLMI, eCNY B 3TOW 30HE B TeYeHMe nocneaHmx 12 yacoB He Benucb paboTbl C OTKPbITbIMU
MMWKPOOpraHmamMamm (3a UCKNoveHneM paboTbl C IK3OTUYECKUMM MUKPOOPraHU3Mami).
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MomeLwieHus

6 lNpun npoekTMpoBaHUM nNOMeELLEHUA AorkHa OblTb NpegycMOTpeHa 3awmta Kak Mnpoaykuuu, Tak u
NPON3BOACTBEHHOW cpedbl. OTO MOXET ObITb AOCTUTHYTO 3a CYET MCMOMb30BaHUSA W30NMPOBAHHBIX, YAUCTHIX,
YNCTbIX U30NMPOBAHHBLIX UM KOHTPOMNMPYEMbIX 30H.

7 Onepaumun C XMBbIMWU MUKPOOPraHM3Mamu AOSIKHbI NMPOBOAUTLCS B M30MMPOBAHHbLIX 30HAX. YpPOBEHb
N30NALUN OOIMKEH 3aBUCETb OT NATOreHHOCTU MUKPOOPraHW3MOB M OTTOro, BbINK NN OHU KnaccuuumpoBaHbl
KaK aK3oTu4eckue.

8 Onepaumn € MHaAKTMBMPOBaHHbIMWU MWKPOOPraHu3Mamu criegyet npoBOAUTb B YUCTbIX 30HaXx. YucTble
30HbI criegyeT Takke ucnonb3oBaTb Mpu paboTe C HeMHMUUMPOBAHHBLIMW KreTkamu, BblAENEeHHbIMU W13
MHOFOKMETOYHbIX OPraHu3MoB, W B HEKOTOpbIX Clyyasx — npu paboTe coO cpegamu, NPOLUEALLIMMU
CTEPUNU3YIOLLYIO OUNbTpaLmio.

9 Onepauuun ¢ OTKPbITbIMU NPOAYKTAMW UMW KOMINOHEHTaMW NEPBUYHOWN YNaKoBKW, KOTOpblE HE nognexar
JanbHeviwen cTtepunu3aumu, cnegyet npoBoanTb B Bokce (YCTaHOBKE) C OAHOHAaMNpaBreHHbIM (NaMyHapHbIM)
MOTOKOM BO3Ayxa krnacca A, HaxogsLemcsi B 30He kracca B.

10 Ecnn npou3BoACTBO MMMYHOOMOMOMMYECKUX BETEPUMHAPHbIX NpenapaTtoB OCYLLECTBASAETCS B OQHOM
30aHuM, TO Jpyrve onepauum C XMBbIMA MWUKPOOPraHMaMamMu (KOHTPOMb KavecTBa, WCCregoBaHus U
AMarHocTvka u Ap.) AOMKHbl BbINOMHATECA B OTAEMbHbLIX U30NUPOBAHHLIX NomMeleHuax. CTteneHb m3onsaumu
3aBUCUT OT MaTOreHHOCTM AAHHOrO BMAA MMWKPOOPraHM3MOB WM OTTOro, Obin N OH KnaccuduuMpOBaH Kak
3K30TMYECKMI. [pu BLIMNOMHEHUM AMArHOCTUYECKMX Oornepauuin CyLeCcTBYeT PUCK BHECEHUS BbICOKOMATOrEHHbIX
MUKPOOPraHnM3moB. YpOBEHb W30MALUMW [OMMKEH COOTBETCTBOBaTb BCEM BbllIENEepPeYUCsIEHHbIM  PUCKaM.
N3onauna moxeT noTpeboBaTbCs Takke B Cry4vasx, €Crv KOHTPOSb KavyecTBa 1 Apyrue onepaumu npoBoasTcs B
30aHUsX, PacnofioKeHHbIX B6NM3N NPOM3BOACTBEHHbIX 30aHUN.

11 WsonupoBaHHble MOMELLEHUs OOMKHbl ObiTb Nerko Ae3nHOUUMPYEMbIMU W OOIDPKHbI BbIMOMHATHCS
cnepyowue TpebosaHus:

a) OTCYTCTBME NPSIMOro BbIXO4a BEHTUIIMPYEMOrO BO3AyXa Hapyxy;

b) Hannuue BeHTMRAUMKM C obecneveHnem OTpMUATENBHOIO nepenaga AasrneHuns (paspexeHus). Bosgyx
JomnxkeH yaanatecs Yyeped HEPA-punbTpbl. Peunpkynaumsa Bo3gyxa He ONyCcKaeTcs, 3a UCKITIOYEHMEM CryYaeB
peumpKkynsaumMm B TON K€ CaMOW 30HEe MpWU YCroBWM AOMNOMHUTENbHOW Oo4ncTkn Bosgyxa HEPA-dwunbtpamm
(0BbI4HO 3TO yCrOBME BBINOMHAETCH NPU NMPOXOXAEHUM PeLMpKynupyloLero Bo3ayxa vyepes nputodHsie HEPA-
PUNbLTPLI, KOTOpble UCMOMb3YKTCA ANs 3TOWM 30HbI). [locTynneHwe Bo3gyxa M3 OOHOW 30HbI B APYryto
JonyckaeTcs B criyqae, ecnv BbITSXKHOW BO34yX NPOXOAUT Yepes ABa nocrnefoBaTenbHO ycTaHoBNeHHbIX HEPA-
dunbTpa. MNpy 3TOM A0MKHbI BbITb MPEAYCMOTPEHbI HENPEPbIBHBIA KOHTPOSb LIeNTIOCTHOCTM nepBoro dunbTpa u
cpeacTBa 6e30MacHOro yaaneHuns BbITSXKHOMO BO3Ayxa B Criydae NoBpexXaeHns aToro dunbTpa;

C) BO3AYX, BbIXOOALIMIA U3 NPOM3BOACTBEHHbIX 30H, B KOTOPbIX MPOBOAWTCA paboTa C 3K30TUHECKMMM
MUKpOOpraHmMaMamu, AoMmKeH NPoXoanTb Yepes 2 nocrefoBaTtensHo yctaHoBneHHblx HEPA-cunbTpa. MNpu atom
peumpKynaums Bo3gyxa Mexay Npou3BOACTBEHHLIMU 30HaMK He JoMNyCcKaeTcs;

d) Hann4dne cnuctemMbl cbopa 1 Ae3MHPEKUNN KNOKMX OTXOO0B, BKMOYAs KOHTaMUHUPOBAHHbLIW KOHAEHCaT
u3 cTepunusaTopoB, GuopeakTopoB W Ap. TBepable OTXOAbl, B TOM YMCMe TpyMbl XMBOTHbIX, cregyeT
AesvHduumposaTb, CTepunn3oBatb uNM oxuratb. KoHTaMuHMpOBaHHble UNbTPbl HeobxoaMmo yaandaTb
6e3onacHbIM cnocobowm;

€) KoMHaTbl Ana nepeofeBaHus cnefyeT MPOEKTUpoBaTb U UCMOMb30BaTb Kak BO3AYLUHbIE LUMIO3bI U
obopygoBaTb, NpyM HEOOGXOAMMOCTM, yMblBanbHUKaMU M AyweBbiMuM kabuvHamu. Cxema nepenaga AaBneHus
BO3Jyxa AOSKHA NpedoTBpallaTh ABWXEHWE BO3a4yxa Mexay paboyvei 30HOWM M OKpyXatollen cpedon, a Takke
PYCK KOHTaMWHaLWKW oaexabl, UCMoNb3yeMoln BHe paboyen 30HbI;

f) ana nepemelleHns obopygoBaHWs AofkHa ObiTb MpedycMoOTpeHa CUcTeMa BO3AYLUHbIX LUMIO30B,
KOHCTPYKUMSA KOTOPOW [OMKHa npedoTBpallaTbh ABWKEHWE KOHTaMMHMPOBAHHOrO BO3dyxa pabouert 30HbI BO
BHELLHIOK Cpedy M PUCK KOHTaMuHauuy obopyaoBaHMsA BHYTpW wiro3a. Pasmep wno3a JormkeH Mo3BonsTb
NpoBOANTb 3(PMEKTUBHYIO OEKOHTaMMHALUMIO MOBEPXHOCTM MepemellaeMbix matepuanos. PekomeHgyeTcs
yCTaHaBnvBaTb Ha [ABepW L3a Tanmep, MNO3BONSAIOWNA KOHTPONMPOBATb BpeMsl, OOCTaTtovHoe AN
nposefeHnsa aPEKTUBHON AeKOHTaMUHaLUNW;

g) BO MHOrux cnydasx ans 6esonacHoOro yganeHwss OTXOAOB W MNodayn CTepuibHbIX MpegMeToB
HeobX0AMMO UCMNoMb30BaTh NPOXOAHOW aBTOKNAaB C ABYMS OBEPSMU.

12 lNepepaToyHble WO3bl M KOMHATLI ANS nepeofeBaHus criegyet obopyaoBatb OMOKMpYHOLWMMW UNnn
ApYrumMn nogxoAsiliMMm yCTPOWCTBaMU, MpensTCTBYIOWMMWN OOHOBPEMEHHOMY OTKpbIBaHWIO Gornee YeM OfHOM
asepu. B komHaThl AN nepeogesaHua cnegyet nogasaTb OTOUNLTPOBaHHBLIN BO3AYX TOW Xe CTEMEHN OYUCTKM,
4YTO W ANA NPoM3BOACTBEHHbIX 30H. KOoMHaTbl Ans nepeoaeBaHust AOMKHbI ObiTb 060pyAoBaHbl cUCTEMaMM
yoaneHuss Bosgyxa, obecneumBaloWMMy  BO3AYXOOOMEH, He3aBUCHMMbI OT  NPOU3BOACTBEHHbLIX  30H.
MepenatoyHble WIO3bl AOMKHLI, Kak NpaBuro, BEHTUNMPOBATLCH Takmm ke obpasom, ogHAKo AonyckaeTcs
NPUMEHATb HEBEHTUNNPYEMbIE LLUMIO3bI UK LWI03bl, 060pYyA0BaHHbIE TOMLKO NPUTOYHBIMU CUCTEMAMMU.

13 Crtagmmn TEXHONOrM4YecKoro npouecca, Npu KOTOPbIX MOXET MNPOU3OWTU KOHTaMWHaUMS NPOAYKLMK
(XpaHeHVe KneToK, MNpUroTOBNEHMEe cpend, KynbTVBMPOBaHWE BMPYCOB W Ap.), AOMKHbl BbIMNOMHATECA B
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oTAenbHbIX 30Hax. Ocobast NpegoCTOPOXHOCTL TpebyeTcsa Npu paboTe € XMBOTHLIMU U NPOAYKTaMU XMUBOTHOTO
NPOUCXOXAEHNS.

14 Onepauun ¢ MUKPOOPraHM3mMamu, NPOABASIOLLMMY BbICOKYIO YCTOMYMBOCTb K Ae3MHMEKUNM (Hanpumep,
cnopoobpasytomne baktepun), 40 UX MHaAKTMBALMK criefyeT BbINOMHATL B U30MNMPOBAaHHbIX 30HaX, cneumanbHO
npegHasHa4YeHHbIX Ans NPpoBeAEeHUs Takux onepawmin.

15 B npou3BOACTBEHHOW 30HE crieAyeT OQHOBPEMEHHO NPOBOAUTbL PaboTbl C MUKPOOPraHM3Mammn TOSbKO
O[HOro B1Aa, 3a UCKIIYEeHEM MPOLIECCOB CMELLMBAHWA 1 NOCMNeAYoLWEero HanomnHeHus.

16 CnegyeT npoekTUpoBaTb MNPOM3BOACTBEHHbIE 30HbI Takum 06pasom, 4Tobbl nNpeaycMoTpeTb
BO3MOXHOCTb NpOBeAeHWs Ae3nH(eKLMn NPOM3BOACTBEHHbIX 30H B MPOMEXYTKaxX MeXAy Npon3BOACTBEHHbLIMU
LMKNaMm ¢ UCMoNb30BaHMEM BanMANPOBaHHbLIX METOAO0B.

17 [onyckaeTcss MpOW3BOACTBO MMKPOOPraHW3MOB B KOHTPOMMPYEMbIX 30HaxX MpW YCMOBMM, YTO OHO
OCYLLECTBMNAETCHA B MOSIHOCTBIO 3aKPbITOM M TEPMUYECKU CTepunnudyemMoMm obopynoBaHuW, a BCe COeaMHEHUS
nocne 3asepweHus paboTbl U nepen pa3bopkon Takke MOABEPraloTCAd TEPMUYECKON CTepunusaunu.
[onyckaeTcsi BbINONIHEHUE COEAMHEHUI NO4 NOKamNbHbIM NAMWUHaPHBLIM NOTOKOM BO3A4yXa Mpu YCNOBUK, YTO KX
KONMMYEeCTBO OrpaHMYEeHo, UCMONb3YITCA COOTBETCTBYIOLIME acenTU4eckne MeTodbl U OTCYTCTBYET OMacHOCTb
yTedku. MapameTpbl npouecca cTepunmMsaunm, NCNonb3yemMoro nepea pasbopkon CoegMHEeHUN, OMKHbI MPONTH
Banuaaumo Ans BCeX MCNOofb3yeMbiX MWKPOOPraHusmMoB. B npegenax ogHOW 30HbI pasHble MpoAyKTbl MOTYT
OblTb 3arpyxeHbl B pasHble OuopeakTopbl TOMbKO MPW OTCYTCTBUM puUCKa CryyYanlHOW NepeKpecTHOW
koHTamuHauum. OpgHako paboTa C MMKpOOpraHuaMaMu, K KOTOpbIM NpeabsBnsiloTcs ocobble TpeboBaHus
N30NAUMN, OIMKHA BbINOMHATLCA TOMBKO B 30HAX, CneumanbHO BblAeNeHHbIX A1 Takov NpoayKumu.

18 B nomeweHunax pAnd coaepXaHus >KMBOTHbIX, NpPedHa3Ha4YeHHbIX Afs  MCNOoNb3oBaHusa  (Mnu
ncrnonb3yemMblx) B NPON3BOACTBE, CrieAyeT NOAAEPKMBATb PEXUM N30NIMPOBAHHON U (UNN) YNCTOW 30HbI, TaKke
nomMmeLleHus crnegyet OTAENATb OT MNOMELLEHWA ANs COAepXaHus OpYrvx XMBOTHbIX. [lomelleHus, rge
COAepXaTcs XMBOTHbIE, UCMOMb3yeMble AMs KOHTPOMS kavecTBa Mpogykuuu (B TOM 4YMChe C MPUMEHEHUEM
MaToreHHbIX MUKPOOPraHU3MOB), JO/KHbI BbITb COOTBETCTBYIOLLUM 06pa3om N30nmMpoBaHbl.

19 JocTtyn B NPOU3BOACTBEHHbIE 30HbI MOXET UMETb TOMbKO MepcoHari, MMEeKLMIA Ha 3TO paspeLleHmne.
Heobxooumo uMeTb OAHO3HAYHYK W FAaKOHUYHYK MUCbMEHHYK WHCTPYKUMIO MO pexuMmy Joctyna B
NPOVM3BOACTBEHHbIE 30HbI, KOTOPYIO PeKOMeHAYeTCH pa3MeCcTUTb Ha CTeHe.

20 TexHuyeckass AokymeHTauus (OCHOBHOMW pann) npeanpusTua OOIbkHA copepXatTb Heobxoaumbie
AaHHble O MPOM3BOACTBEHHbIX NomelleHusax. JomkHa ObiTb obecneyeHa COOTBETCTBYIOLLAA AeTanusauus npu
OMnMcaHnM NPOM3BOACTBEHHbIX YYaCTKOB M 34aHUI (MyTeM BKIIIOYEHMS MNaHoB NMOMELLEHUA U UX IKCmKauum),
Ha3Ha4eHus 1 YCroBMIN NCMONb30BaHUSA BCEX NMOMELLEeHWI, a Takke BUA0B BMONOrM4eckmx areHToB, C KOTOpbIMU
npoBoanTca paboTa. [domkHbl OblTb YETKO 0003HAYeHbl TakkKe MOTOKU ABWKEHUS MnepcoHana v nNpoayKuuu.
Heobxogumo ykasaTb BMAbI XXUBOTHbIX, COAEPXKALLUXCA B BUBAPUAX MU OPYINX MOMELLEHUAX npegnpuaTus, a
Takke B1Abl paboT, BbINOMHAEMbIX B6N13M NpOM3BOACTBEHHOMO yYacTKa.

MnaHbl N30MMPOBaHHBLIX U (UMW) YACTBIX MOMELLEHUA U 30H AOMKHbI COAEpPXaTb NMPUHUUMNMANbHYIO CXemy
BEHTUMNALMKN C yKa3aHMeM MECT NMpuUToKa WM BbITSHKKM BO34yXa, MCNonb3yemMbiX unbTPpoB U uX cneuudmkaumn,
KpaTHOCTen BoO3gyxoobmeHa u nepenagoB AasneHus. CrnegyeT ykasaTb, MexXdy KakMMuM MNOMeLLeHUs MM
npegycMoTpeH MOHMTOPUWHT Nepenaga AaBreHns ¢ NOMOLLbI0 MaHOMETPOB.

O6opyaoBaHue

21 MWcnonb3yemoe 006OpyOOBaHME [OMKHO ObiTb CKOHCTPYMPOBAHO WM CMOHTMPOBAHO Tak, YTOObI
COOTBETCTBOBATL creuundryeckum TpeboBaHMAM NS KaXaoro Buaa NpoayKLmn.

Mepen BBOOOM 00OPYOOBaHUSA B 3KCMyaTauMi OHO LOIDKHO MPOWTU KBanudukauulo v Banugauuio, a
3aTeM MPOXOANUTb PEryNsApHOe TEXHUYECKOE 0BCNyKMBaHWE M NOBTOPHYHO BanvaaLuuio.

22 Ob6opypoBaHve OOIMKHO obecneumBaTh YAOBMETBOPUTESBHYK MEPBUYHYIO U3ONALMI0O BMONOrM4ecKmx
areHToB. KOHCTpyKUUs U MOHTax 06opyaoBaHWUst OOSMKHbLI, Mpu HeobxoaumocTu, obecneynBaTb €ro Nerkyw u
AP PEKTUBHYIO EKOHTAMUHALUMIO 1 (M) CTepUnM3aumio.

23 KOHCTpYKUMSI M MOHTaX 3aKpbITOro 00OpyAOBaHWs, WCMONb3YEMOro ANs MEPBUYHON M30NSALMM
GuonorMyeckux areHToB, OOIDKHbI MpegycMaTpuBaTb MpefoTBpalleHne yTedyek, obpas3oBaHus Kanefb W
aspo3onen.

BBoabl 1 BbIBOAbI ra30B JOMKHbI ObiTh 3allMLLEHbl TakK, YTOObI 0b6ecneunBaTb HYXXHYIO CTENEHb M30NSALMU,
Hanpumep, NyTeM UCMONb30BaHNSA CTEPUNU3YIOLWNX MAPOdOOHbIX (MnbTPOB.

Ons nogayv nnu yganeHus MaTepuyarnoB criefyeT UCMofb3oBaTh CTEPUNN3YEMYIO 3aKPbITYHO cuctemy nnbo
COOTBETCTBYHOLLUNE YCINOBUS NTaMUHAPHOIo NOTOKa BO34yXa.

24 Tlpn HeobxogMmocTM nepen  UCMNofb3oBaHWEM  obopydoBaHWe  cregyeT  CTepunm3oBaTbh
nNpeanoyTUTENBLHO CyXuUM napoM nof AasneHuem. [pyrne metogbl NPUMEHMMblI B Crnyyae, ecriv CBOWCTBA
obopynoBaHusi He OOMycKalT ero ctepunuaaumio napom. BaxxHo He nponycTuTb npu obpaboTke Takue BUAbI
obopynoBaHus, Kak LeHTpudyrm u soasiHble 6aHu.

O6opygoBaHue, ucnonb3yemoe Anst OYUCTKW, pasaeneHnss Unu KOHUEHTPUPOBaHUSA, OIPKHO KaK MUHUMYM
CTEepUNM3oBaTbCH UNKU Ae3nHpMUMpOoBaTbCa NpU Nepexode OT OAHOro Buaa npoaykta kK gpyromy. Heobxogmnmo
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uccregoBaTb BUSHWE METOAOB CTepunm3auny Ha adpeKTMBHOCTb U BanvaaLMOHHbIN cTaTyc 06opyaoBaHns
Lenblo onpeaeneHns cpoka ero akcnnyataumm.

Bce meTtoabl ctepunusanmmn AomkHbl 6biTb BANMANPOBaHs.I.

25 KoHCTpyKumMsa 060pyaoBaHns SOMKHA UCKNI0YaTb BO3MOXHOCTb NepenyTbiBaHNS pasnnyHbiX OpraHM3MoB
unn npoaykTtoB. TpybonpoBoabl, Knanawbl W UALTPbI AOMKHbI MapKUMpoBaTbCA B COOTBETCTBMM C  UX
Ha3Ha4yeHuneMm.

[ns KoHTeWHepoB C MHPULMPOBAHHBIMA N HEVMHULUMPOBaHHLIMW MaTepuanamu, a Takke, Kak npasBuno,
Ons pasnuyHbiX OpPraHW3MOB WMW KIETOK credyeT UChnonb3oBaTb OTAenbHble WMHKyGaTopbl. CodepxaHve B
oOHOM WHKybaTope Gonee 1 Tuna opraHM3mMOB MMM TUMA KNETOK OOMYCKaeTCA TOMbKO B CryyYae MPUHATMA
HeobXxoaMMbIX Mep MO repmeTusauun, NOBEPXHOCTHOM AEKOHTaMMHAaLMKN U pasaeneHunio KoHTenHepos. Cocyabl ¢
KynbTypamu v Ap. AOMKHbI 6bITb NPOMapKMpoBaHbl MHAMBMAYanbHO. O4ncTka 1 Ae3nHMEKLMA 3TUX COCYa0B U
WMHKY6aTopOB MOryT ObITb 3aTPYAHEHbI N TpeboBaTb 0COO0ro BHUMAaHUS.

KoHCTpyKuMst M nNopagok akcnnyaTauum obopyaoBaHWsi, UCMOMNb3yeMoro Ans XpaHeHus Buonornyeckmx
areHToB WM NPOAYKTOB, OOIMKHbI UCKMOYaTb Ntoboe BO3MOXHOE NnepenyTbiBaHue.

Bce xpaHswmeca obpasubl OOMKHbI UMETb YETKYI0 WU OOHO3HAYHYI0 MapKMPOBKY WM HaxoduUTbCH B
KOHTeWHepax, 3allMLLEeHHbIX OT yTeukun. 3anacbl MOCEBHbIX KyNbTyp KNETOK N OPraHM3MOB OOSKHbI XPaHUTLCS B
cneumanbHO nNpegHasHadyeHHoM obopygoBaHuu.

26 HekoTopble Buabl obopygosaHus (Hanpumep, obopygoBaHue, Tpebytolee KOHTpPONsA TemnepaTypbl)
OOMKHbl ObITb OCHALLLEHb! PETUCTPUPYIOWUMW YCTPONCTBaMK U (MnK) cucTemamm curHanmaauun. Bo nsbexanve
OTKa30B COBMECTHO C aHanvM3oM TEeHOEHUWA B perucTpuMpyemblX AaHHbIX criedyeT OpraHusoBaTb CUCTEMY
npocnnakTnyeckoro o6CnyxmBaHums.

27 3arpyska nmounbHbIX CYLUWMbHBIX YCTAHOBOK AOJPKHA NPOVMCXOAUTb B YMCTOW (M30NMPOBAHHON) 30HE.
Onepaumnun no pasrpyske NMoUIbHON CYLLIUINBHOW YCTaHOBKM NMPUBOAAT K 3arpA3HEHnIo OKpyatowwen cpepl. B
CBSA3M C 3TUM NPU MCNOMNb30BaAHUM NNOMUIIbHBIX CYLUMIbHBLIX YCTAHOBOK, OTKPbLIBAKOLUMXCH C OOHOWN CTOPOHHI,
4YNCTOE MOMELLEHNE JOIMKHO NPOWTU AEKOHTaMUHALMIO A0 NepeMeLLeHns B 3Ty 30HYy OPYrov cepum npoayKuuu,
3a WCKMYEHNEeM cepuii C OAMHAKOBbIMWM OpraHuamamu. [IByCTOPOHHUE NMOMUINbHBIE CYLUUMbHBIE YCTaHOBKM
OOMKHbI CTEPMM30BaTbCA MOCME Kax4oro LuKna Nnpon3BOACTBa, €CNM TOMbKO OHW HE OTKPbIBAKOTCS B YMCTYHO
30HY.

Crepunusaums nMoUnbHbIX CYLIUMBbHBIX YCTAaHOBOK [AOSPKHA MpOBOAWTLCA B COOTBETCTBUMM C 24
HacTosLlero npunoxenuns. B crnyyae opraHusaumm paboT Mo NpuHUMNY OTAEMbHbIX LIMKIOB NPOU3BOACTBA WX
cnepgyeT CTepunn3oBaThb, MO KparHen Mepe, Nocne Kaxaoro uukna.

XnBoTtHble n BUBapumn

28 O6wue TpeboBaHWA K COAEPXAHWIO XMBOTHbIX, MOMELUEHUAM AONA HUX, YXOA4Y W KapaHTUHY
yCTaHaBNMBalTCst HOPMaTUBHbLIMW NPaBoBLIMK akTamu Pecnybnuku Benapycb.

29 BvBapuu JOmkHbl OblTb M30NMPOBaHbI OT APYrMX NPOM3BOACTBEHHLIX nomeleHnin. OHU JOMKHbI ObIThb
CKOHCTPYMpOBaHbI ¢ cobniogeHnem Heobxoammbix TpeboBaHWN.

30 CaHuTapHOe COCTOSIHME >XMBOTHbIX, WCMOMb3yeMbIX B MNPOU3BOACTBE, HEOOXOOMMO OLlEeHUBaTb,
KOHTpOMNMpoBaTb U perncrTpmpoBaTb. [TpaBunna obpalleHnss C HeKOTOPbIMU BUAAMMW XKMBOTHLIX (HAanpuMep, NMHUK
XMBOTHbIX, CBOBOAHBLIX OT MaTOreHoB) YCTaHaBMMBAKOTCA B CreumanbHblX PYKOBOACTBaX MU HOPMAaTWBHbIX
npaBoBbIX akTax Pecnybnukn Benapych.

31 KuBoTHble, OuonorMyeckme areHTbl W MPOBOAUMbBIE  UCMbITAHMSA  OOIMDKHbI  ObITb  4eTKO
NMOEHTUULMPOBAHbLI B COOTBETCTBUM C YCTAHOBIIEHHOW CUCTEMOW BO M3bexaHue pucka nepenyTbiBaHUsA U C
Lierbio KOHTPONSA BCEX BO3MOXHbIX BUAOB OMNacHOCTEMN.

He3unHcekumsn. YaaneHme otxonos

32 [e3vHdekunst n (unn) yoaneHne TBEpPAbIX N XKUOKUX OTXOO0B MOTYT MMEeTb 0COBEHHO BaXXHOE 3HAYeHWe
npv Mpou3BoACTBE MMMYHOOMOMOrMYecKkor npoaykumMm. B cBs3M C¢ 3TMM Heobxoaumm TwaTernbHbIA Noaxon K
MeToAaM 1 060pyaoBaHMIO, MCNOb3YyEMbIM AN NPeoTBPaLLEHNS 3arpsa3HEHUsT OKpyXKatoLen cpeabl, a Takke K
nX Banugauum.

MpousBoacTBO

33 Ws3-3a wmpokoro pasHoobpasusi npoaykuuu, GombLIOro KonuyecTsa cTagui npu Npou3BoACTBe
MMMYHOGUOOrMYECKNX BETEPUHaPHbLIX NMPenapaToB U xapakTepa GUoNorMyeckmx npoLeccoB ocoboe BHUMaHUe
crieqyeT yAensiTb CTPOromy COGSOAEHUIO BanUAMPOBAHHBIX TEXHONOrMYECKUX MPOLIECCOB, MOCTOSIHHOMY
KOHTPOIO BCEX TEXHOMMOrMYECKNX CTaauii MPOM3BOACTBA U NMPOBEAEHMIO KOHTPOSS B NpoLiecce Npou3BoacTBa.

Ocob6oe BHUMaHWe crieqyeT o6paTTb Ha UCXOAHbIE U YNAKOBOYHbIE MaTepuarbl, Cpeabl KyibTMBMPOBaHMWS
1 UCMOJIb30BaHME CUCTEM MOCEBHbIX KYNbTYP.

UcxoaHble n ynakoBO4YHbIe MaTepuanbl
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34 TpeboBaHUA K WCXOOHBIM W YMNAKOBOYHbIM MaTtepuanaM [OfKHbl ObiTb 4YeTKo onpegeneHbl B
OOKYMeHTarnbHo odopMeHHbIX cneundukauusax. Cneundukalmm SOMKHbI COAepXaTb AaHHbIE O MOCTaBLUUKE,
MeToAe MNPOM3BOACTBA, MECTE pachoSiOKEHMsT MOCTaBLUMKA W BuAax XMBOTHbIX, M3 KOTOPbLIX MOSyYeHbI
UCxodHble Martepuanbl, a Takke o crnocobax ero koHTpons. OcobeHHyo ponb UrpalT MUKpOBMonoruyeckme
MeTOAbl KOHTPONS.

35 PesynbTaTbl UCMbITAHWIA UCXOL4HbIX MaTepuarnoB [AOMXHbl COOTBETCTBOBATb chneuudukaumsam. Ecnu
NpoBeAEHNE WCMbITAHUIM 3aHUMAET ANUTENbHbIV Nepuod BpeMeHu (Hanpumep, cBoboaHble OT cneunduiecknx
natoreHoB (SPF) anua (3MOPWOHBI) NTUL), MOXET BO3HUKHYTb HEOoDXOAUMOCTb 0OpaboTKM UCXOLHbIX
mMaTepuarnoB [0 MOMyYeHNsi pe3ynbTaToB aHanMTUYEeCKNX UCTbITaHUA. B aTux crnyyasix nonyyeHne paspelueHns
Ha BbINYCK rOTOBOM NPOAYKLUN 3aBUCUT OT MOJIOXUTENbHBIX PE3YNbTaTOB UCMbITaHUSA UCXOAHbBIX MaTepuaroB.

36 Ocoboe BHMMaHue crnegyeT yoendtb AaHHbIM O cucTeme obecrneyeHus kadyecTBa MOCTaBLUMKa Mpu
OLeHKE COOTBETCTBUSI UCTOYHWKOB MCXOLHbIX MatepuanoB u obbeme ncnbiTaHuin, Tpedyembix Npy NpoBeAeHUN
BXOZHOMO KOHTPOIS KavyecTsa.

37 o BO3MOXHOCTM criegyeT CTepUnM3oBaTh UCXOOHbIE MaTepuanbsl TepMUYecknm metogom. [lonyckaeTcs
ncrnonb3oBaTh U Apyrve BanMaupoBaHHble METOAbI, HAaNpUMep, MOHU3NPYIOLLLEE U3MyYeHME.

Cpeabl

38 PocToBble CBOWCTBA cpef AOIMKHbI 3apaHee NoaTBepXaaTbCs COOTBETCTBYOLLIMM 06pa3oMm.

39 lMpepnoyTuTenbHO, YTOOLI Ccpeabl CTEPUNIM3OBANUCb Ha MeCTe WM Ha MNPOM3BOACTBEHHOM ITUHUW.
MpeonoyTuTenbHbIM  ABMNSIETCA MeTod TepMuyeckol cTepunusaumu. [asbl, cpeabl, KWACMOTbI, LLEMNoYN,
reHoracuTenu u apyrve BellecTBa, BBOAMMbIE B CTEPUIbHbIN BUopeakTop, A0MKHbI OblTb CTEPUNBHBIMMU.

Cucrema noceBHbIX KynbTyp u 6aHKOB KJIeTOK

40 Ona npegoTBpalleHns HexenaTenbHOro M3MEHEHUSI CBOWCTB, KOTOPOEe MOXET MPOW3ONTWU BCNeACTBUe
MHOrOKpaTHbIX NepeceBoB WM OONbLIOTO uucna reHepauui, NPOU3BOACTBO  MMMYHOBMOMOrM4eCcKmX
BETEpPUHaPHbIX MpenapaToB, MofyyYaemblX W3 KyrnbTyp MWKPOOPraHW3MOB, KynbTyp KIEeTOK, TKaHen unu
pasMHOXeHMEM B AMOPMOHAX N XMBOTHbIX, AOIPKHO ObITb OCHOBAHO Ha CUCTEME MOCEBHbIX KynbTyp unun 6aHKoB
KMeTOoK.

41 KonwnyecTBo reHepauuin (YOBOEHMI, Maccaxen) mexay MOCEBHOW KyrnbTypow unmu OaHKOM KNeToK U
roToBOM NPOAYKUUEW AOIMKHO COOTBETCTBOBaTb TpeboBaHMAM perncTpaumoHHOro OChe.

42 TloceBHble KynbTypbl W 6aHKM KNeToK criegyeT cooTBeTCTBylOWMM obpa3oM pasnuyate WU
KOHTpOMMpoOBaTb Ha OTCYTCTBME KOHTaMMHAHTOB. [ns HOBbIX MOCEBHbLIX KYNbTyp AOSMKHbI ObiTb YCTAHOBMEHbI
Kputepun npuemnemoctu. [loceBHble KynbTypbl M 6GaHKM KNETOK AOIMKHbI CO34aBaTbCs, codepXaTbCa U
MCMonb3oBaTbCs TaknuMm obpa3om, 4ToObl CBECTUM K MUHUMYMY PUCK X KOHTaMMHauuu unu moboro nuameHeHus.
Mpn co3pgaHny NOCEBHbIX KyNbTyp MM 6aHKOB KMNeTOK He AoMycKkaeTcs OAHOBpeMeHHasi paboTa B TOW e 30He
WM TOro Xe nepcoHana ¢ APYrMMMW XWBbIMU UM MHOUUMPYIOWUMKU MaTepuanamMmu (HanpuMmep, BUpycamu unu
KMeTOYHbIMU JIMHUAMW).

43 Co3pgaHue MnoCeBHOM KynbTypbl unM ©OaHka KNeTtok HeobxoaMMo MpoBOAMTL C  COBNOaEeHUEM
YCTaHOBMEHHbIX TpeboBaHMIM K NPOM3BOACTBEHHON Cpede ANns 3awuTbl MOCEBHbLIX KynbTyp W BaHKka KneTok, a
Takke paboTaloLLero ¢ HAMK NepcoHarna 1 BHELWHeN OKpyXatoLen cpeapl.

44 MpoucxoxaeHne, opMa 1 YyCroBUS XpaHEHNst NOCEBHbIX KYNbTYp AOMMKHbI OblTb MOMHOCTBIO ONMCaHbI B
COOTBETCTBYOLIEN AOKYyMeHTauun. Heobxognmo nveTb gokasatenbCTBa CTabunbHOCTM U BOCNPOM3BOAMMOCTM
MOCEBHbIX KyNbTyp U KNeTok. EMKOCTM anst xpaHeHusi AOMKHbI ObITb rEPMETUYHO 3aKPbIThbl, YETKO MapPKUPOBaHbI
M xpaHuTecsa npu Tpebyemon TemnepaType. YCNOBWS XpaHeHMS HeobXooumo AOMKHbIM  0Bpasom
KOHTponupoBaTb. Heob6xoanMo BeCTY TLLaTENMbHbINA YHET KaXA0ro XpaHsLLerocs KoHTenHepa.

45 K paboTe ¢ maTepuanom onycKatTCa TONbKO CrneumnanbHO Ha3Ha4YeHHble COTpyAHMKU. PaboTta gomkHa
NPOBOANTBLCSA NOA KOHTPONEM OTBETCTBEHHOrO Nuua. PasnnyHble NoceBHbIe KynbTypbl U GaHKW KeTok criegyet
XpaHuTb TakuMm obpa3om, 4TOObl He pJdonyckaTb MepenyTbiBaHWS WM NEePEeKPecTHON KOHTamMuHauum.
PekomeHayeTca pas3gensTtb NOCEBHblE KyNbTypbl M OaHKU KNETOK M UX pasHble 4acTu XPaHWUTb OTAENbHO BO
n3bexaHne ux NONHONM yTpaThbl.

MpuHUMNBbI paboTbl

46 B xofe TeXHOMNOrM4ecknx NpoLeccoB crnegyeT usberaTe UM cBOAUTbL K MUHUMYMY obpa3oBaHue Kanenb
unu nexHbl. lMpoueccbl LEeHTPUdYrMpoBaHUS WM CMELUMBAHUSA, KOTOpble MOTYT MPUBECTU K 0Opa3oBaHUio
Kanenb, AO/MKHbI MPOBOAMTLCA B M3OJNIMPOBAHHbLIX EMKOCTAX WM B YUCTbIX (M3ONIMPOBAHHBIX) 30Hax BO
n3bexaHne nepeHoca XX1BbIX OPraHN3MOB.

47 Cny4yalnHble NpOMMBbI XUAKOCTEN, OCOBEHHO coaepXallnX XMBble OpraHM3Mbl, HEOBXOAMMO BbICTPO U
©e3onacHbiM crnocobom nukBMAMpOBaTb. [Ns KaXgoro Tuna MMKPOOPraHM3MOB CcriefyeT MCMosib30BaTb
BannaMpoBaHHble npoueaypbl AeKOHTaMuHaumu. [pu MCcnonb3oBaHMU pasnuyHbIX WTaMMoB 6akTepun O4HOro
B/Aa UNKN O4YeHb NOXOXMX BUPYCOB aTa npoueaypa MoxeT ObiTb BanuaMpoBaHa B OTHOLUEHUU TOMbKO OLHOMO U3
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HUX, €CNN Y HUX HEeT CYLIECTBEHHbIX C WUCMbITAHHbIM areHTOM pPasfuyuii B YCTOWYMBOCTU K BO3AEWCTBUIO
OeKOHTaMmHaLumK.

48 Onepauwnu, BKkoyawLwue B cebs nepeMelleHme Takmx maTepuarnos, Kak CTepuribHble cpefpl, KynbTypbl
UnNn NPoaykTbl, AOIMKHbI MPOBOAUTLCH B NpeaBapuUTEnbHO CTEPUNU3OBaHHLIX 3aKpbiTbiX cucTtemax. Ecnu aTo
HEBO3MOXHO, onepauum No NepemMeLLeHM0 MaTepManos JOMKHbI MPOBOAUTLCS B TaMUHAPHOM NOTOKE BO3AyXa.

49 [lobaBneHune cpefd vnu KynbTyp B GUopeakTopbl 1 Apyrue cocyabl AOMKHO NMPOBOAMTLCH B TLATENBHO
KOHTPONMpPYEMbIX YCMOBUSX, 0OecrneynBaoLLmMX HEBO3MOXHOCTb BHECEHWUS KOHTaMuHaHToB. [Mpu gobasneHunn
KynbTyp HEOOXO0AMMO TLAaTeNbHO NPOBEPSATL NPABUITBHOCTb COEAUHEHNS COCYO0B.

50 lMpwn HeobxoamMmocTn (HanpuMmep, koraa 2 u 6onee pepmeHTaTopa pacnonoxeHbl B 1 30He) OTBEPCTUSA
ans otbopa npob n BHeceHns [o6aBOK M COEAMHUTENbHbBIE 3NIEMEHTLI AOPKHBI CTEPUNN30BATLCHA Napom (nocre
NoACOEeAVHEHUS, neped Nodaven npoaykrta M neped oTcoeavHeHvem). B apyrux cnydasx gonyckaroTes
XuMu4eckas gesnHgekLmsa BXOOHbIX OTBEPCTUIN U 3alLMTa COeAMHEeHU NoA NamMuHapHbIM MOTOKOM BO34yXxa.

51 O6opynoBaHue, nabopaTtopHas Nocyaa, BHELUHWE NMOBEPXHOCTUM KOHTEMHEPOB C NMPOAYKUMEN U Opyrue
nogobHble Matepuansl nepen nepemelleHneM M3 U30NUPOBAHHOW 30HbI AOIMKHbI ObITh AE3MHPUUMPOBaHbI C
MCnonb30BaHNEM BanvaMpoOBaHHOrO MeToda (B COOTBETCTBUM C TpeboBaHMUSAMY, yKa3aHHbIMU B 47 HACTOALLEro
npunoxexns). Ocobyo npobnemy MOXeT Bbi3BaTb BeAeHWEe OOKYMEHTauuuM Ha cepuio npoayKumu. TOmnbko
abConTHLIN MUHUMYM OOKYMEHTaumMm, Heobxoanmon ans cobniogeHus TpeboBaHmin HacToswero TKI, gomkeH
noctynaTe B pabouyyto 30Hy u nokuaatb ee. [pn ABHOM KOHTaMUHaUWMM (HanpuMep, KannsamMu uinmM aspo3onsiMun)
WNN  MPU  WCMONb30BAHUN  3K3OTUYECKMX  MUKPOOPraHMamMoB  OymaxHas  [OOKyMeHTauus  OOSKHa
Oe3vHurumpoBaTbCa B LUMO3e AN NepeMelleHrs 0bopyaoBaHUs Unuv nepefaBaTbCs C MCMONb30BaHMEM
doTokonuun nnn cakca.

52 Xugkue vnu TBepable OTXOAbl, TaKMe Kak ckopnyna nocrne otbopa maTepmana u3 suy, OgHOPa30Bble
OyTbiNM ANga KynbTyp, HeXenaTtenbHble KynbTypbl UNu Guonornyeckme areHTtbl LienecoobpasHo CTepunmnsoBaTb
Unu gesvHuUuMpoBaThb nepen ux yganeHnem m3 n3onMpoBaHHOW 30HbI. B HEKOTOpBIX crydasx npuemnembiMu
cunTaroTcs U gpyrme Metoabl (Hanpumep, MCNofb3oBaHNe repMeTUYHbIX KOHTENHEPOB unmn TpybonpoBoaos).

53 HeobxoaMmo oOcCylecTBNATb TLWATENbHbIA KOHTPOMb 3a TeM, 4YTOObl B MNPOM3BOACTBEHHYK 30HY
nonaganu TOMbKO Te MpeaMeTbl, UCXOAHbIE MaTepuarnbl, B TOM 4YMCre OOKYMEHTaUWsi, KOTOpble OTHOCATCS K
NpOn3BOAMMON NPOAYKLMU. NS KOHTPONS 3a COOTBETCTBMEM KONMYECTBA BHOCUMMbIX U BIHOCMMbIX MpeaMeToB
1 MaTepuanoB BO u3bexaHne Nx HaKoMnmeHns B NPON3BOACTBEHHOM MOMELLIEHUN JOIMKHA AENCTBOBATbL CMCTEMA
yyeTa.

54 TepmocTonkmne npegMeTbl U Matepuanbl OOIDKHbI MOCTyNaTb B YUCTYH UMW YUCTYIO U3ONMPOBAHHYHO
30HY 4epe3 MNpPOXOAHble aBTOKMNaBbl WM CyXOXapoBble Mneyn. YyBCTBUTENbHbIE K HarpeBy npegmeTbl U
MaTepuanbl OOMMKHbI MOCTynaTh Yepe3 BO3OYLUHbLIA LWM03 C GrOKMpYEMbIMU OBEPAMU, rae 3TW npegmeThbl U
MaTepuansl noasepraroTca AesuHdekumu. [lonyckaetca ctepunu3auusa npegmeToB M maTepuanoB B OpYrom
MecTe, eCcnM OHM MOCTYNakT 4Yepe3 W3 B [ABOMHOM 000MoYke € cobnogeHMeM HeobXoaumbiX Mep
NpeaoCTOPOXHOCTH.

55 Bo wusbexaHue KOHTaMUHALMU WM MNepenyTbiBaHUS KynbTyp KNETOK WM MUKPOOPraHM3MOB Ha
NPOTSHKEHUU Mepuoga MHKYGauMM HeoOXoaUMO MPUHUMATL Mepbl NPESOCTOPOXKHOCTU. [lormkHa CyLLlecTBOBaTh
MeToAMKa OYUCTKM U Ae3nHdekuun nHkybaTtopoB. KoHTenHepbl, Haxoasawmecss B UHKyb6aTopax, A0mkHbl 6bITh
YeTKO M TLaTeNbHO MapKUPOBaHbI.

56 B ogHOM nomelleHuM [onyckaeTcs OAHOBPEMEHHOe MpoBedeHue onepauui Tonbko C 1 XuBbIM
OuronornyeckMum areHToOM, 3a WCKIMHYEHUEM OMepauuii MO CMELLUMBaAHUIO U MocneayoLwen dacoBke unu npu
MCMNOMb30BaHMM MOMHOCTBIO 3aKPbITbIX CUCTEM. B npomexyTkax mexay onepauusimm ¢ pasfnyHbIMU KUBLIMU
BuronornyeckMmMmm areHTamm NPOn3BoACTBEHHbLIE NMOMELLEHUS AOIMKHbLI MPOXOAUTE 3(EKTUBHYIO Ae3MHpEKLIO.

57 TlpoaykTbl OOMKHbI MHAKTMBUPOBATbCA MNyTem [OGaBnNeHWss WHakTMBaTopa C MNOCMeayoLWwmm
TWwaTenbHbIM NepemMelnBaHmeM. ocne 3Toro CMecb [OIMKHA MEePeHOCUTBCHA BO 2-M CTEPUIbHBLIN cocyh, 3a
UCKIMIOYEHMEM crydaes, Korga opma v pasMep cocyaa No3BossAT ero nerko nepesopadvBaTtb M BCTPAXUBaTb
Takum o06pa3om, 4TOObl BCe BHYTPEHHME MOBEPXHOCTM CMaYMBaNMCb KOHEYHOW CMEChbIO KynbTyp W
WHaKTMBaTopa.

58 Cocyabl, cogepxalline WHaKTUBUPOBAHHLIA NPOAYKT, HE [OMycKaeTcs OTKpbiBaTb, U3 3TUX COCYOOB
Takke He ponyckaeTcs oTbupaTb nNpobbl B 30HaX, rAe cogepxartcs XuBble Ouonornmyeckue areHTtobl. Bcto
nocneayowyto o6paboTKy MHAKTMBMPOBAHHBLIX NPOAYKTOB CreAyeT NpoBOAWUTbL B YMCTLIX 30Hax knaccos A u B
Unu B 3aKpbiToM 060pyAOBaHMM, crieumanbHO NpegHa3HauYeHHOM AN MHAKTUBMPOBAHHbLIX NMPOAYKTOB.

59 Heobxogumo ygoensatb ocoboe BHMMaHWe BanugaumMm MeTodoB cTepunm3aunn, ge3nHdekumm, yganeHums
N NHaKTMBaLMM BUPYCOB.

60 HanonHeHue crnepgyeT nNpPoBOAUTL B Kak MOXHO 6onee KOPOTKMA NPOMEXYTOK BPEMEHM Mnocre
3aBepLleHns NpPou3BOACTBEHHbIX onepauui. [Jo Havyana onepaumm HamnosIHEHUS eMKOCTU C HepacdacoBaHHOMN
NpoayKunen JOSMKHbl ObiTb FrEPMETUYHO 3aKPbIThl, COOTBETCTBYIOLLMM 0Opa3oM MapKMpoBaHbl U XPaHUTBLCSA Mpu
YCTaHOBMEHHbIX TEMMNepPaTypPHbIX YCIOBUSIX.

61 JomkHa cylectBoBaTb cucTema, obecneyumatoLLiasi KOHTPOMb LLENOCTHOCTU Y FepPMETUYHOCTU YrNakoBOK
nocne vx HanofHeHus.
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62 ®dnakoHbl, cogepxalime XuBble OGMONOrMYECcKNe areHTbl, AOMKHbl OblTb 3AKPbITbl KPbILKaAMW TakuUM
obpasom, 4TOGbLI OGecneuvrBanacb HEBO3MOXHOCTb KOHTaMUHAUUKW APYrod NpPOAYKUMW UMW NPOHWKHOBEHWE
XWUBbIX areHToB B ApYrue 30Hbl UMY BO BHELLHIOW cpeay.

63 Mexgy HamonmHeHWeM MepPBUYHbBIX YMAKOBOK, WX MAapKUPOBKOW W YMakOBKOW MOXET MPOWTK
onpegerneHHbI NPOMEXYTOK BpeMeHW. [lomkHbl ObiTb paspaboTaHbl U JOKYMEHTanbHO 0OpMIIEHbI NpoLeaypsl,
onucbiBaloLWmne MOpPSOOK XpaHEHWS HeMapKUMPOBaHHbLIX KOHTEMHepoB, obecnedvBallme HEBO3MOXHOCTb WX
nepenyTbiBaHUs W Hagnexawme ycnosusa xpaHeHnus. Ocoboe BHMMaHue crnegyet yAenAaTb XpPaHEHWUHo
TepmonabunbHOM U CBETOYYBCTBUTENBHON NpoayKumn. TemnepaTtypa XpaHeHnst 4OIMKHA OblTb YCTaHOBIEHa.

64 Ha kaxxgow TexHonornyeckom ctaguu cnegyet NpoBOAUTbL CONOCTaBNeHne hakTM4eckoro n 0XnaaemMoro
BbIXO4a Npoaykumun. Bece cyllecTBeHHbIEe OTKIOHEHUS] OOIMKHbI ObITh paccnenoBaHbl.

KoHTponb kavyecTBa

65 B obecneveHumn ctabunbHOCTN KayecTBa MMMYHOBMONOrM4eCckMx npenapaToB ocoboe 3HadeHne umeet
KOHTPOMb B Mpouecce Npov3BOACTBa. Buabl KOHTpoONs, KOTOpble MMEIT pelualrllee 3HavYeHWe AN OLEHKK
KayecTBa (Hanpumep, KOHTPOSb Ha OTCYTCTBME BUPYCOB), HO HE MOTYT BbITb MPOBEAEHbI HA FOTOBOW NPOAYKLMM,
OOMKHbI BbIMONHATLCHA HA OAHOM U3 NpeaLwecTBYOWUX CTagni NPOM3BOACTBA.

66 [na noBTOpeHUs unu NOATBEPXKOEHMSA pe3ynbTaToB KOHTPONSA KayecTBa Cepuv NPOAYKUMUM MOXET
BO3HWKHYTb HEOBXOOMMOCTb XpaHeHUs [AOCTaTOYHOro o6bema 06pasuoB MPOMEXYTOYHbLIX MPOAYKTOB MpK
COOTBETCTBYIOLLMX YCITOBUSAX.

67 MoxeT BO3HWKHYTb HeOoBXOOUMOCTb HEMpPEepbIBHOrO KOHTPOMs napaMeTpoB B Xo4e npouecca
NPOM3BOACTBA (HanpuMep, HEMPEPbLIBHOrO KOHTPOMS U3NYECKNX NapameTpoB B xode hepmMeHTaumm).

68 PacnpocTtpaHeHHOW NPakTUKON ABMSETCS HEeNpPepbIBHOE KyNbTMBMPOBAHME BUOMOrM4eckon npogyKumm.
Mpn Takom meTode Mpou3BOACTBA HeOOXOAMMO MPUHATL BO BHMMaHWe ocobble TpeboBaHMA K opraHu3auun
KOHTPOSs KayecTBa NpoayKLMUN.

145



TKM030-2017

MpunoxeHune 6
(obsi3aTenbHOE)

Tpe6oBaHus K NPOU3BOACTBY MEeAULIMHCKUX ra3oB

MpuvHUMN

Mpon3BoACcTBO MEAMLMHCKMX ra30B, OTHOCALLMXCH K NIeKapCTBEHHbIM CPeacTBaMm, crneayeT OCyLLEeCTBATb B
COOTBETCTBMM C 3akoHogatenbcTtBoM Pecnybnukn bBenapycb. HacTtoswmin  OOKyMeHT ycTaHaBnusaet
TpeboBaHMA K MPOU3BOACTBY ra30B KakK akTMBHbIX hapmaueBTuyeckux cybctaHuun (panee — A®PC) wu
NPOVN3BOACTBY ra3oB AN MEANLIMHCKOrO NPUMEHEHUS.

PasrpaHnyenne mexagy npoussoacteoM APC n nekapCTBEHHbIX CPeACTB (MeAMUMHCKMX ra3oB) AOSHKHO
ObITb YeTKO onpefeneHo B KaX4OM perncTpaunoHHOM gocbe. OBbIMHO CTaguMm NPOM3BOACTBA M OYMCTKM ra3os
oTHOCAT K npownssoacTBy A®C. K npousBOACTBY NEKapCTBEHHbIX CPEACTB OTHOCHAT rasbl, MocTynawoowme Ha
nocnegyoLine atanbl NPOM3BOACTBA U3 KOHTENHEPOB NEPBUYHOIO XPaHEHWS.

MpomnasoacTBo rasoB kak A®C crniegyeT OCyWeCcTBNATbL B COOTBETCTBMM C TPeOOBaHWAMMU, yKa3aHHbIMU B
Yactn Il Hactoswero TKI1, HacToswmMM nNpUAoXeHneM W OPYrMMW COOTBETCTBYIOLLUMMU MPUIOXKEHUSMU
HacTosiwero TKI.

Mpon3BoACTBO MNeKapCTBEHHbIX CPEACTB (MeAMUMHCKMX ra3oB) criegyeT OCYLEeCTBMATb B COOTBETCTBUM C
TpeboBaHuAMKM, ykadaHHbiMM B Yactm | Hactodwero TKI1, HacTodAwuMM MpUNOXEeHWeM W ApYyrumu
COOTBETCTBYIOLLMMU NPUNoXeHUsaMu HacToswero TKI.

B ucknoumTenbHbIX crnyyasx HenpepbiBHblE NPOLECChl, HA4YMHAas C UCXOOHOrO Cbipbsi Afs MPOM3BOACTBA
A®C po nponsBoAcCTBa NIekapCTBEHHOrO CPEeACTBa, MPU KOTOPbIX HEBO3MOXHO MPOMEXYTOYHOE XpaHeHue rasa,
crnegyeT paccMaTpvBaTb Kak NPOM3BOACTBO feKapCTBEHHbIX CpeAcTB. JTO AOMMKHO ObiTb YETKO yKasaHo B
perucTpaurMoHHOM AOCbe.

MonoxeHusa HacToswero TKI He pacnpocTpaHATCa Ha NpoM3BOACTBO M obpalleHne MeauLMHCKMX ra3os
B MEOMLMHCKMX YYpexAeHWsX, ecrnv Takoh MpoLecC He SIBNSEeTCS MPOMbILMEHHbIM NPOU3BOACTBOM. TeM He
MeHee, cooTBeTcTBylOLWMe pasgenbl Hactoswero TKI moryT ObiTb MCMONb30BaHbl B KayecTBE OCHOBbI AN
opraHu3aumm aTon paboTbl.

Mpou3BoACTBO ra3oB Kak akTUBHbIX (hapmaueBTUYECKUX CyGCcTaHL M

[a3bl kKaKk akTMBHble hapmMaueBTU4eckne cybctaHumMm MOryT BbiTb MOMydYeHbl MyTEM XMMUYECKOrOo CUHTE3a
NN X3 HaTyparbHbIX UCTOYHWKOB NyTEM WX OYUCTKM (Npu HeobxogumocTw) (Hanpumep, Ha 3aBogax no
pasgeneHuto Bosayxa).

1 TexHornoruyeckue npouecchl MOMyYeHUs rasoB 3IATUMU OBYMS MeTodamu criefdyeT OCYLWeCTBNATb B
COOTBETCTBMM C TpeboBaHMAMM, yka3aHHbIMK B YacTu || HacToswero TKI1, ¢ yueTom cnefytoLlero:

a) TpeboBaHMs K MCXOAHOMY CbIpbl0 AFS aKTUBHbIX dpapMaleBTMYeckux cybcTaHumi (pasgen 7 Yactu |l
HacTtoswero TKI) He npyMeHMMbI K MPON3BOACTBY akTUBHbIX (bapmaLeBTuyYecknx cybctaHumi (ganee — A®C) —
rasoB MeToOOM pasferneHusa Bosgyxa (ogHako npoussBoauTenb [AOMMKEH rapaHTupoBaTb, 4YTO Ka4yecTBO
NUCNonb3yemMoro Bo3gyxa COOTBETCTBYET YCTaHOBIEHHOMY U U3MEHEeHUs1 KavyecTBa BO3Jyxa U3 BHeLUHen cpeabl
He OyayT okasblBaTb BNIUSIHME HA Ka4eCTBO ra3oB, Npon3BoanMbIx kak ADC);

b) TpeboBaHMsI K HENPEPLIBHOMY U3Y4YEHUIO CTabWMBbHOCTM aKTUBHbBIX hapmaueBTnyeckux cybctaHuum (11.5
Yactu Il HacToswero TKI1), ocywecTBNSsieMOMY C Lienbio NOATBEPXKAEHUS YCMOBUA XPaAHEHNSI N CPOKa rogHOCTH
(vnm gaTel noBTOPHOrO KOHTPONA) (11.2 YacTwm Il HacTodAwero TKIT) He npuMeHsIOTCS B criyyae, ecrnv B kayectse
OaHHbIX MEPBUYHOIO N3yYeHUs CTabunbHOCTM BbINM MCNONb30BaHbl NMTEPaTypPHbIE AaHHbIE;

C) TpeboBaHUA K KOHTPOIbHBLIM U apxMBHbIM obpasuam (11.7 Yactu Il HacToswero TKI1) He npuMeHsATCS K
rasam Kak akTuBHbIM (bapmaLeBTUYECKMM CybCTaHLMAM, eCnn MHOE He YCTaHOBIEHO.

2 CnegyeT npoBOAUTb MOCTOSIHHbIA MOHUTOPUHI KayecTBa ras3oB KaK aKTUBHbIX hapMaueBTUYeCKMX
cybCcTaHuun, NpOM3BOAMMbBIX HENPEpPbIBHBIM MEeToAOM (Hanpumep, pasgeneHneM Bo3gyxa). Pesynbrtathbl
MOHUTOPWHra cnefyeT XpaHUTb B BUAeE, NO3BONSAOLLEM OCYLLECTBMAATb OLLEHKY TEHAEHUUN.

3 Kpowme Toro:

a) ycnoBusi TpaHCNOPTUPOBAHUSA M OOCTaBKM HepacdacoBaHHbIX ra3oB KakK akTUBHbIX dapMaueBTUYeCKUX
cybCTaHuun [OIMKHBbI COOTBETCTBOBaTb TpeboBaHWAM, YCTAHOBMEHHbIM AN MeAMUUMHCKMX rasoB (19 — 21
HaCTOSLLEro NPUNOXEHNS);

b) onepauun HanonHeHus 6annoOHOB MMM MEPEHOCHBIX KPUOTEHHbIX €MKOCTEW ra3aMu Kak akTMBHbIMU
hapmaLeBTMYecKuMU cybcTaHunsiMM cnegyeT NnpoBOAWNTb B COOTBETCTBMU C TpebOBaHMAMM, YyCTAHOBMNEHHBIMU
0N MEAULMHCKMX ra3oB (22 — 37 HacTosLLEero nNpunoXxeHus), n TpebosaHmamu pasgena 9 Yactum Il HacTosiwero
TKI.
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Mpon3BoACcTBO MeAULIMHCKUX ra3oB

Mpon3BoacTBO MEONLIMHCKUX ra30B, Kak NpaBuIio, OCYLLECTBNSETCS B 3aKpbiToM obopygoBaHmu. B cBasm ¢
3TMM PUCK KOHTaMMHaUMW JAHHOW NPOAYKUUWM M3 NMPOU3BOACTBEHHOM cpeapbl ABAsSEeTCS MUHUMAanbHbIM. OgHako
CYLLECTBYET PUCK KOHTaMMHaUUW (MNM NEPEKPECTHOW KOHTaMuHauuW OpYrumMu rasamu) B OCOBGEHHOCTU npu
NMOBTOPHOM MCMOMb30BaHUM EMKOCTEN.

4 TpeboBaHus, NpUMeHsieMble K BannoHaM, crieqyeT Takke NPUMEHNATL K rpynnam (cBsidkam) 6annoHoB (3a
WCKIMIOYEHMEM CITyYaeB XpaHEHUSA U TPAHCMOPTMPOBAaHUS B CrieLmanbHbIX KOHTEMHepax).

MepcoHan

5 T[llepcoHan, 3aHATbLIN B NPOM3BOACTBE W peanu3auun MeOUUUHCKUX ras3oB, [OOIDKEH MpPOWTU
cooTBeTCcTBYlOLEe 0OyyeHne Tpebosanuam GMP, crneundunyeckum B OTHOLUEHUW AAHHOTO BuAa MPOAYKLUW.
lMepcoHan OOMKEH 3HaTb KPUTMYECKN BaXKHble acneKkTbl M BO3MOXHYK OMACHOCTb, KOTOPYK JlEKapCTBEHHbIE
cpeacteBa B BuAEe MeAMLUMHCKMX ra3oB MOryT NPeacTaBnaTe AN naumeHToB. Bogwtenu, ocywectengwowme
nepeBO3Ky MEONLIMHCKNX Fa30B, Takke OOJPKHbI MPONTU COOTBETCTBYOLLEE 0byyeHue.

6 MepcoHan NnoapsaYMKoOB, KOTOPbIN MOXET OKa3aTb BIMSHWE HA Ka4yeCcTBO MEAULMHCKMX ra3oB (Hanpumep,
nepcoHan, OCYLEeCTBMASIWMIA TexHudeckoe obcnyxuBaHne O6anmoHOB WM KNamaHoB), AOIDKEH MPOWNTH
COOTBETCTBYIOLLIEE OOYYEHMe.

MomeweHusa n obopynoBaHue

MomewueHunn

7 BannoHbl N NepeHOCHbIE KPUOTEHHbIE EMKOCTU HEOBXOAMMO NPOBepsATb, NOArOTaBNMBATL, HANOMHATL U
XpaHWUTb B 30HaX, OTAENEHHbIX OT 30H paboTbl C HEMeAMUMHCKUMUK ra3amu. 3anpelaetcs obmeH 6annoHamm
(NepeHOCHbIMN KPUOTEHHBIMU EMKOCTSAIMM) MexXay 3TuMu 3oHamn. OHaKO B OOHMX M TeX Xe 30Hax JonycKalTcs
KOHTPOfb, MOAroTOBKA, HAanoOfMHEHWEe W XpaHeHWe [Apyrux rasos, ecnu TpeboBaHMA K HMM COOTBETCTBYIOT
TpeboBaHVAM K MeOMUMHCKMM ra3am, a MpOM3BOACTBEHHblE Onepauuy OCyLEeCTBNATCA B COOTBETCTBUM C
TpeboBaHusiMn Hactosiero TKI1.

8 TlomelleHnss, B KOTOPbLIX BLINOMHAIOTCA onepauum no npou3BOACTBY, MNPOBEAEHUIO UCNbITAHUA U
XpaHeHVI0 MEAWLUMHCKMX [as30B, [AOMKHbl MMEeTb Mnowadb, [AOCTaTOYHY0 [ONA  UCKMYEHUs  pucka
nepenyTbiBaHus. [lnaHMpoBka nomMeLLeHnin gomkHa obecneynBarb:

a) oTAenbHble MapKUPOBaHHbIE 30HbI AN Pas3nunYHbIX ra3os;

b) ogHo3HayHoe 06o03HayeHne n pasgeneHue nycTbiX GannoHOB (NEPEHOCHbLIX KPUOTrEHHbIX €MKOCTEN) K
6annoHoB (NepeHOCHbIX KPUOreHHbIX €MKOCTEN), HaxoAsLWMXCa Ha pasHbIX CTagusix NPon3BOACTBA (HanpuMep,
HaZMUCK: «OXWOAET KOHTPONSA», «OXMAAET HaMoOSIHEHMSA», KKAPaHTUH», «pPas3peLleH», «OTKIMOHEH», «rOTOB K
oTnpaBke»).

Cnocob, wcnonb3yemblil AnNA OOCTWKEHWS pasfMyHbIX YPOBHEN pasfderneHuvs, 3aBUCWUT OT XapakTepa,
obbema 1 CroXHOCTW TexHonormyeckoro npouecca. Mepamu no pasgeneHuio MoryT ObiTb pa3meTka no 3oHam
Ha nony, neperopoaku, 6apbepbl, 0603Ha4YeHNs 1 ap.

9 Tllocne COPTUPOBKM WM TEXHUYECKOro OOCMyXMBaHWA nycTble OannoHbl (MepeHOCHble KPWOreHHble
€MKOCTM) M HamnosiHeHHble GannoHbl (NepeHOCHbIe KPUOreHHble eMKOCTM) criedyeT XpaHuTb NoA HaBecamu,
sawmwanwymMm X  oT  HebnaronpuaTHbIX MOrogHbIX ycnoBuin. HanonHeHHble 6annoHbl  (MepeHOCHble
KPMOTEHHbIE EMKOCTUN) criefyeT XpaHuTb B YCIOBUSAX, FApaHTMPYIOWNX MX OOCTaBKy B YMCTOM BuAe, KOTOPbIN
OTBEYaEeT YCMNOBUSIM, B KOTOPbIX OHM ByAYyT MCNONb30BaThCS.

10 [HomkHbl obecrneumBaTbCad OcOOble  YCMNOBWS  XpaHeHWsi, COOTBETCTBylOLWME TpeboBaHMAM
perncTpaumMoHHOro Aocbe (HanpumMep, Ans rasoBbiXx CMECeN, B KOTOPbLIX NMPOUCXOAMT pasdeneHue gas B crnydae
3amMopaxmuBaHus).

O6opyaoBaHue

11 O6opypoBaHne [OMKHO OblTb CMPOEKTMPOBAHO Takum o6pas3om, 4ToObl rapaHTMpoBaTb, YTO
Haanexaluni ra3 HanosnHseTcs B Hagnexallmin KoHTenHep. Kak npaBuno, He JOMKHO OblTb COEAMHEHUIA MeXay
TpybonpoBoAamu, MO KOTOpbIM MPOXOAAT pasnuuyHble rasbl. B crnyyae, ecnu Takne coeanHeHWst HeobxoanMbl
(Hanpumep, obopydoBaHue, MWCNONb3yeMoe [AfiA  HafoNIHEHWS CMEecsiMM Tras3oB), MyTeM NpoBefeHus
KBanudukaumm HeobxoanmMo rapaHTMpoBaTb OTCYTCTBUE PUCKA NEPEKPECTHON KOHTaMUHALMKN pa3HbIMU ra3amu.
B pononHeHwe K 3TOMYy pacnpegenuTerfibHble KOJEKTOPbl AOMKHbI ObiTb 00OpyAoBaHbl cneumdryecKuMm
COeOUHUTENbHLIMU 3nemeHTamu. TpeboBaHMs K WCMONb30BAHUKO pacnpefennuTeribHbIX KOMMEeKTOpoB U MX
coeguHeHun ¢ knanaHamm 6annoHoB MoryT ObiTb yCTAHOBMEHbI B COOTBETCTBYIOLLMX HOPMATMBHBIX MPaBOBbIX
aktax. Mcnonb3oBaHue Ha OOHOM MPOM3BOACTBEHHOM Yy4acTke COEAMHEHWI, COOTBETCTBYHOLLUMX Pa3fNYHbIM
CTaHdapTam, crnegyeTt TWaTeNnbHO KOHTPONMPOBATb, Takke, Kak M WCMONb30BaHWe ajanTtepoB, NpUMEHEeHWe
KOTOpbIX ObIBaeT HEOH6XOAMMBIM B HEKOTOPbLIX Cy4asxX COeANHEHMUS cneundunyeckux CUCTEM HaNOMHEHMS.
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12 PesepByapbl ANA XpaHeHUs U nepenBuXHble LIMCTEPHbl ANA OOCTaBKM AOMKHbI ObiTb NpegHasHayeHbl
TONbKO ANs OAHOIO BWAa rasa OnpederneHHoro kavectsa. MeauuuHcKkMe rasbl MOTYT XpPaHWUTbCH UNn
TPaHCNOPTUPOBATLCA B TEX Xe pe3epByapax, YTO W aHanornmyHble HemeguuUMHCKUE rasbl, Mpu YCNoBUW, YTO
KayeCcTBO NOCMEOHNX MO MEeHbLUen Mepe SKBMBANEHTHO KavyecTBY MeAMLMHCKMX rasoB v cobniogarTcs
TpebosaHua HacToswero TKI. B Takux cnyyasx gomkHa ObiTb OCyllecTBNeHa U AOKYMEHTanbHO odopMieHa
npoueaypa ynpasneHus puckamu.

13 O6was cuctema pacnpegeneHus rasa ¢ Konnekropamm MeauumMHCKOro n HeMeanUMHCKOro HasHaveHus
MCMonb3yeTca nullb NPWM HanNvyMM BanMOMPOBAHHOTO MeToAda HedonyweHus obpaTHOro notoka rasa w3
HeMeOMLIMHCKON CUCTEMbl B MEONLIMHCKYIO CUCTEMY.

14 [onxHbl 6bITb cneunansHO NpeaHasHadYeHHbIe KOMMNEKTOpbl HAMONHEHUs Afs OOHOro MeAULMHCKOro
rasa wunu onpeaeneHHon CMecu MeaUUMHCKUX ra3oB. B MCKnoYMTEnbHbIX Crydasx OOnycKaeTCsl HanonHeHue
rasoB Ans Apyrux MeQULMHCKUX Lienen C UCNoNb30BaHWEM KOMNNEKTOPOB, NpeAHasHaYeHHbIX AN MeguLmnHCKUX
rasoB, ecnv JokasaHa Takas BO3MOXHOCTb M BeCb MPOLECC HaxOAMTCA MOA KoHTponem. B atux cnyvasx
KayecTBO HEMEeOMLIMHCKOro ra3a AOMKHO BbITh MO KpanHen Mepe paBHbIM TpebyeMoMy KayecTBy MeaAULIMHCKOro
rasa v [OmkHbl cobniogatbes TpeboBaHusa Hactoswero TKI. HanonHeHwe [AOMKHO Npou3BOAUTLCA MO
NPUHUMMY OpraHM3aunmy LMKNoB NpoOM3BOACTBA.

15 PaboTbl N0 PEMOHTY U TEXHUYECKOMY ObcnyxuBaHuio 06opyooBaHUs (BKNOYAA OYUCTKY U MPOAYBKY
obopyaoBaHus) He OOMKHbI BMMATbL HA KayeCTBO MeAMUMHCKMX ra3oB. B yacTHocTu cnefgyeT paspaboTtaTb v
OOKYyMEHTanbHO OoOpPMUTL MEpOonpuUATMS, MNPOBOAMMbIE MOCAE PEMOHTa U TeXHUYEeCcKoro obcnyxuBaHus
obopyaoBaHus, BKYaOWMUX pasrepmetmdaumnio cuctem. OcobeHHO BaxHbIM ABMSETCA NMOATBEPXAEHME TOro,
yto obopynoBaHWe cBOGOAHO OT OOOW KOHTaMMHALMW, KOTOpas MOXeT OKasaTb BIUSIHWE Ha KavyecTBO
roTOBOro NpoAyKTa A0 BbiMyCka ero B peanvsaumio. 3anucu npoBefeHHbIX paboT AOMKHbI COXPaHATHLCS.

16 Cnepyet paspaboTaTb M OOKYMEHTanbHO OgopMWTb MNpoueaypbl, OCyLleCcTBAseMble Npu Bo3BpaTe
LUCTEPHbI Ha y4acTok paboTbl ¢ MEOUUMHCKMMW razamu (Nocrne TpaHCNopTMPOBaHWS HEMeOULMHCKOro rasa B
YCINOBUSAX, YKa3aHHbIX B 12 HACTOSALLEro NPUNoXeHns, Unn nocrne onepauun no TEXHUYECKOMY 0BCNYy>KUBaHUIO).
Takas npoueaypa AOIMKHA BKMoYaTh B Ce0s aHanMTUYecKkne UcnbiTaHWsa Ha Hannyme ocTaTKoB NPOayKTa.

HokymeHTauus

17 [OaHHble, BKMOYEHHbIE B JOCbE HA KaKAyl CEpuio HamoSIHEeHHbIX 6annoHOB (MEPEHOCHbBIX KPUOTeHHbIX
eMKocTen), AoMmkHbl obecneynBaTb ANS KaX4oro HanonHeHHoro 6annoHa npocnexvsaemMocTb UHOpMaunM o
BCEX OCHOBHbIX NapameTpax COOTBETCTBYHOLUMX CTaAMN HaNofHeHus. 3anmcu, oTHocsLWwmecs K cepun (gocbe Ha
cepuio), OOMKHbI, Kak NPaBunno, cogepXaTb crieayoLyro nHgpopmaumio:

a) HaMMeHOoBaHme NPoayKUMu;

b) Homep cepuy;

C) AaTa 1 BpeMsi NpoBeAeHNs onepaummy No HanosTHEHWIO;

d) nepcoHan, BbINOMHSABLUMIA CyLWECTBEHHble 3Tanbl npouecca (Hanpumep, OYUCTKY FIMHUIA, MofyyeHue
NCXOOHOrO Chipbs U MaTepuarnoB, NOArOTOBKY JIMHWIA HAMOSTHEHWS, NpoBeAeHe HanonHeHns n ap.);

€) CCblflka Ha HOMep cepum rasa, KOTOpbIA UCMOMb30BasCs AN onepaunii No HaMOMHEHWIO B COOTBETCTBMM
C 22 HacTOoSALLEro NpUoXeHus, BKINoYas ero ctaTtyc (paspeLLeHne K HanorHeHuo);

f) obopynoBaHme, KOTOpoe NCMOMb30Banock (HanpMMep, KONMEeKTOP HaMONHEeHWs);

g) konunyecTBO 6annoHOB (NEPEHOCHBbIX KPUOTEHHbIX E€MKOCTeW) OO0 onepauuu HanofiHEeHUs, BKM4Yas
naeHTUdUKALMOHHbIE AaHHbIE KaXa0N eMKOCTM N ee reoMeTpuyeckunii obbem;

h) onepauun, BbINONHEHHbIE OO HANOMHEHMS (B cOOTBETCTBMM € 30 HACTOSALLEro NPUNOXeHUS);

i) knoyeBble MapameTpbl, HeobxoauMble ANS NOATBEPKOEHMSA NPaBUITbHOCTM MPOBedEeHMs onepauuu no
HanoMHEeHWIo NPy CTaHAAPTHbBIX YCMNOBUSAX;

j) pesynbTaTbl COOTBETCTBYIOLUUX MPOBEPOK, rapaHTUPYOLWMX, YTO GanmoHbl (NepeHOCHbIE KPUOreHHble
€MKOCTH) OblNn HaMoMNHEeHbI;

k) obpaseL 3TUKETKN cepuu;

I) cneundukaumsa nekapcTBEHHOro cpeacTea M pesynbTaTbl UCMbITAHWMI NO KOHTPOMKO KavyecTBa (BKMOYas
CCbIfIKM Ha TeKylllee COCTOosAHME KanmbpoBkn 060pyaoBaHNst, UCNOMb30BAHHOIO B XOA4E UCMbITaHWN);

M) KOMMYECTBO OTKIOHEHHbIX ©OanmoHOB (MNEPEHOCHBIX KPWOTrEHHbIX €MKOCTeW) C YyKasaHueM ux
UHAMBUAYanNbHbIX NAEHTUMMKALMOHHBIX JAHHbLIX U MPUYMHBI OTKIIOHEHNS;

n) nogpoOHble cBefeHus O Bcex Mpobnemax K OTKIIOHEHUsIX, YTBEPXAEHHOE paspellueHue Ha nwboe
OTKITOHEHWE OT UHCTPYKLUIA NO HaMOMHEHWIO;

0) paspeLueHne YNonHOMOYEHHOro NnLa Ha BbIMyCK cepyu, AaTa 1 ero nognuco.

18 [lomKHbl COXPaHATLCHA AOCbE Ha KaXXAYH Cepuio rasa, npegHasHadYeHHy AN HanoNHEeHNs pesepByapoB
B MeOWUMHCKMX YydpexaeHusix. TpeboBaHua K cogepxaHuio Takux [Oocbe 3aBUCAT OT  TpeboBaHun
COOTBETCTBYIOLNX HOPMATMBHBLIX NPAaBOBbLIX akToB Pecnybnukn benapycb, HO, kak npaBuno, AOCbe AOIHKHO
BKItoYaTh B cebs cneayoLyio nHopMaumio:

a) HaMMeHoBaHne NPoayKUMu;

b) Homep cepwuy;
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C) CCbiflka Ha WOEHTUMUKALUUOHHBLIA HOMEp €eMKOCTU (LMCTEpHbI), B KOTOPOW Cepust paspelleHa K
peanusauuu;

d) gata 1 Bpems onepaLmm No HaMnOMHEHWUIO;

€) NepcoHarn, BbIMOMHMBLUWIA HANOMHEHNE EMKOCTU (LUCTEPHbI);

f) nHdopmauma o KoHTENHepe, U3 KOTOPOro NPOM3BOAUNOCH HAaMofHEHWe, U O rase, UCMNOMNb30OBaBLLIEMCS
ONS HanOMHeHWs;

g) cBefeHus 060 BCex CyLLECTBEHHbIX AeTansiX HarnoNHEeHWs;

h) cneumdukauma Ha rotoBoe rfnekapCTBEHHOE CpPeACcTBO M pes3ynbTaTbl KOHTPOMS KayecTBa (BkM4vas
CCbIJIKM Ha TeKylllee COCTOoAAHME KanmbpoBkn 060pya0BaHUst, UCNOMNb30BAHHOIO B XOA4E UCTbITAHWN);

i) nogpobHble cBegeHns 060 Bcex nNpobrnemax M OTKIOHEHUSX, YTBEPKAEHHOe paspelleHue Ha nboe
OTKIOHEHWE OT MHCTPYKLUMIA NO HAMOMHEHWIO;

j) paspelueHne YNonHOMOYEHHOrO NnLa Ha BbIMYCK Cepuu, AaTa 1 ero nognuce.

MpounsBoacTeo
MepemewieHne n oocTaBKa KPUMOreHHbIX U CXKUXKEHHbIX ra3oB

19 MepemelleHne KPMOreHHbIX UIN CXIMKEHHBIX ra3oB C MecTa NepBUYHOrO XpaHeHUs (BKIoYasi KOHTPOJIb
nepen nepeMelleHMeM) credyeT OCYLECTBNATbL B COOTBETCTBMM C BanMAMPOBaHHbIMKU  Mpolegypamu,
pa3paboTaHHbIMM C LEenblo NpedoTBpalleHusi BO3MOXHOW KOHTaMuHauuu. TpybGonpoBod, MO  KOTOpPOMY
nepemMellaeTcs ras, AOMKeH OblTb 06opygoBaH 06paTHbIM KnanaHoM WAWM  APYrMM  COOTBETCTBYHOLLMM
ycTpovicTBoM. [Mbkne coeanHeHusl, HecTauMoHapHble COeaUHUTENbHbIE LUMaHMM U cpeacTBa AN COeaUHEHNS
nepeAa UCronb3oBaHWEM A0MKHbI ObiTb MPOMbIThI MOTOKOM COOTBETCTBYIOLLENO rasa.

20 LWnaHrn, vcnonb3yemble OfS HaMOSHEHWS pe3epByapoB W LUCTEPH, AOMKHbl ObiTb 060pyaoBaHbI
cpegctBaMuM AN COeuHeHUs, crneumanbHO MpegHasHavyeHHbIMWM Afs AaHHOW npoaykuuu. Mcnonb3osaHue
aganTepos, MO3BOMSAIWNX MNOAKMNIOYaTE pesepByapbl U LUCTEPHbl, AOMMKHO KOHTPOMMPOBAaTbLCA Hagnexalium
obpasom.

21 lMNopava rasa B pe3epByapbl, COAepX)allMe aHanorMyHbIA ra3 Takoro e YpOBHSI KayecTBa, MOXeT ObITb
OCylleCcTBMEeHa NpW Hanuinum MNONOXMTENbHbIX Pe3ynbTaTOB WUCMbITaHWA KavecTBa ModaBaeMoro rasa.
WcnbiTyembii obpasel, MOxeT ObiTb OTOOpaH kak M3 nogaBaeMoro rasa, Tak U M3 pesepByapa nocne
3aBepLUeHNs Nogayu rasa.

Ocobble Mepbl B OTHOLLEHWW HanosfIHEHWS pe3epByapoB, PACMONIOKEHHbIX y NOTpebuTenen, N3noxeHol B 42
HacCTOSILLLEro NPUMOXEHUS.

HanonHeHue n mapkvMpoBka 6annoHOB (MepPEHOCHbIX KPUOTEHHbIX EMKOCTEN)

22 lNepen HanonHeHnem H6annoHOB (MePEHOCHbBIX KPUOreHHbIX EMKOCTEN) cepus (cepum) rasa gosmkHa ObiTb
naeHTuurUmMpoBaHa W MPOKOHTPONMPOBaHa B COOTBETCTBMM CO creuudukaumamm un paspelleHa Ans
NpoBeAEeHUs HaMNoOMHEHUS.

23 B cnyvae HenpepbiBHbIX MNPOLECCOB, OMNpederieHHbIX B MPUHUMMNAX HacTosWero AOKyMeHTa, Ans
obecneyeHnss COOTBETCTBUS rasa cneumdukaumsaMm crnegyeT yCTaHOBWUTbL COOTBETCTBYIOLLME TOYKM KOHTPOMS
npou3BoacTBa.

24 BbannoHbl, NepeHOCHble KPUOTeHHble €eMKOCTW W KranaHbl [OOSKHbl OTBeYaTb YCTAHOBMEHHbLIM
TEXHUYECKMM cneumdmrKaumam n TpeboBaHMAM percTpaumoHHoro gocbe. OHWM AOMKHbI OblTb NpeaHa3HaveHbl
TONbKO AN 0OHOMO0 MeAULMHCKOro rasa unm onpegeneHHon CMecy MeguUMHCKMX ras3oB. bannoHbl A0mkHbl 6biTb
MapKMpoBaHbl C UCMOMNb30BaHMEM LIBETOBOW MapKMpOBKM MO COOTBETCTBYIOLWMM cTaHAapTam. [ns obecneyeHus
COOTBETCTBYIOLLEN 3aluTbl OT KOHTaMuHauuu OannoHbl crnegyeT oOcHawaTb KrnanaHamu yaepXKaHus
MWHUMarbHOIO AaBMeHNs C MexaHn3Mammn NpefoTBpaLleHnsi NoToka ra3a B 06paTHOM HanpaBneHuu.

25 bannoHbl, NepeHOCHble KPUOreHHble EeMKOCTM W KnamaHbl crnegyet npoBepATb Nepen MepBbiM
ncrnonb3oBaHWeM B MNPOM3BOACTBE M criegyeT obcnyxkuBaTb Haanexawwym obpasom. [Mpu mncnonb3oBaHum
MEOUUMHCKUX U3OENUA  UX TexHudeckoe OoOCnyXuMBaHWe [OOMKHO OCYLWEeCTBNATbCA B COOTBETCTBUM C
WHCTPYKUMSIMU NPOU3BOANTENS.

26 Onepaumnm MO MpoBEpPKE M TEXHUYECKOMY OOCMYXMBaAHUIO HE [OMKHbl OKasblBaTb HEraTUBHOIO
BO30EWNCTBUA Ha KayecTBO M 6e30MacHOCTb NekapCTBEHHOro cpefcrBa. Boga, ucnonb3yemas ons McnbiTaHWUi
6annoHoB rMapocTaTMYecKnM AaBneHnem, AOMmKHa ObITb Kak MMHUMYM NMUTLEBOIO KavyecTBa.

27 [Ona noaTtBepXOeHus OTCYTCTBMS KOHTaMMHAUMW BHYTPEHHee COCTOsiHMe OGannoHoB A0 YCTaHOBKM
KnanaHa AOSMKHO MOABEPraTbCs BM3yarbHOMY OCMOTPY Ha npeaMeT OTCYTCTBMS OCTaTKOB BOAbl UMW ApPYrux
KOHTaMWHaHTOB. 3Ty onepauunio cneayeT BbINOMHATb Kak YacTb NPOBEPOK U TEXHUYECKOro obenyxmeaHusa. OHa
OOMKHa OCYLLECTBATLCA B CNEAYIOLWNX Criyyasx:

- HoBble 6annoHbI BNepBble UCNOMb3YTCH ANS MEOULMHCKUX ra3oB;

- 6bIN NpoBedeHbl UCMbITAHWA TUAPOCTaTUYECKUM [aBfIEHUEM WU IKBUBANEHTHbIM WCMbITAHMEM C
AEMOHTaXeM Knanawa;

- Npou3BeeHa 3amMeHa knanaHa.
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[Mocne ycTaHOBKM KnanaH [OIMKEH HaxXOAWUTbCA B 3aKPbITOM COCTOSIHMM AN NpefoTBpalleHus nobon
KOHTaMuHauuu. B cnyvyae BO3HUKHOBEHUS NOBbLIX COMHEHUA OTHOCUTENbHO BHYTPEHHEro COCTOsIHUSA GannoHa
KnanaH [ormkeH ObITb OeMOHTUpoBaH, a 6annoH noABEeprHyT BHYTPEHHeMY OCMOTpy Ans obecneveHus
YBEPEHHOCTU B OTCYTCTBUMN KOHTaMUHALUN.

28 TlMponsBoguTenb NEKapCTBEHHbIX CPEACTB HECET OTBETCTBEHHOCTb 3a TEXHMYECKOEe OOCNyXMBaHWE U
pPEMOHT 6annoHOB, MEPEHOCHbLIX KPUOFEHHbIX eMKOCTen U knanaHoB. [lpy BbIMONMHEHUM 3Tux paboT no
COMMaleHNto OHWU [OOJDKHbI BBIMOSIHATLCA TOJbKO YTBEPXKAEHHbIMU McnonHuTensamu. CornawieHne LOMKHO
cofepxaTb TEXHUYECKME YCINOBUS BbIMONHEHUSA Takux paboT. CnegyeT NpoBOAWTbL ayauT UCTMONHUTENEN Taknx
paboTt ans obecnevyeHns yBepeHHOCTM B COBITIOAEHUN UMM COOTBETCTBYIOLLMX CTaHOApPTOB.

29 [omkHa ObITb B HanmuMyuMuM cuctema, nossonswowass obecneunTb NpocnexusaeMocTb 6anmnoHoB,
NepPeHOCHbIX KPUOrEHHbIX EMKOCTEN U KNanaHoB.

30 lMNpoBepka nepepn, onepaument HanoJIHEHNSA AOMMKHA BKIloYaTh B cebs:

a) B criyyae 6annoHOB — MPOBEPKY MO YCTAHOBMNEHHOW Mpoueaype Hanmums OCTaTOMHOro M30bITOYHOMO
[aBneHus ons kaxaoro 6annoHa:

- ecnn 6annoH o6OpyaOBaH KnanaHoOM YAepXaHUs MWHUMAanbHOro [AaBfeHusi, Npu OTCYTCTBUU
curHana, CBMAETENbCTBYIOLWErO O HanMyum oCTaTto4HOro N3bbiTOMHOIO AaBneHus, AomkHa bbiTb NpoBeaeHa
npoBepka knanaHa (ecnv knanaH yHKUUOHMPYET HenpaBwuibHO, GannoH formkeH ObiTb OTNpaBneH Ha
TEXHUYeCcKoe obCrnyxmBaHue);

- ecnn GannoH He obopyadoBaH KranaHoM yAep)XaHWss MUHUMarbHOrO OaBneHus u B GannoHe He
OOHapy>XeHO OCTaTOYHOro W3ObITOMHOrO AaBrfieHusl, TakoW O6annoH [omkeH ObiTb oOTnNpaBneH Ans
NPoBeOEHNA OOMNOSHUTENbHbBIX UCNbITAHUA C LENbi MPOBEPKM OTCYTCTBMS KOHTaMUHALMW BOLOW WU
OpYrMMuK BelllecTBamu (OOMONHUTENbHbIE MEPbl MOTYT BKITtoYaTh B cebs1 BU3yanbHbI OCMOTP BHYTPEHHETO
COCTOsIHMA HannoHa, KOTOPbIN MPOBOAUTCS MNOCIE OYMCTKU C UCMOMb30BaHNEM BaNUMAUPOBaHHOIO MeToaa);
b) npoBepky Ana noATBepPXOEHUA TOro, 4YTO WAEHTUMUKAUMOHHbIE JTUKETKU npeablaylien cepum

OTCYTCTBYIOT;

C) NpoBepKy TOro, YTO BCE MNOBPEXAEHHbIE MOAEHTUMUNKALMOHHbIE 3TUKETKN NPOAYKTa yAaneHbl U 3aMEHEHbI;

d) BHELHWUI BM3yanbHbI OCMOTP KaXgoro 6annoHa, NepeHOCHON KPMOTeHHOW eMKOCTU 1 KnanaHa C Lenbto
BbISIBIIEHNSI PaKOBWH, CBApOYHbLIX MPOXWUIoB, APYrMX MNOBPEeXAEHWN, KOHTaMuvHauum macnamm u rmnpu
HeobxoQMMOCTV NPOBEAEHNE OUNCTKN;

€) MnpoBepKy coefuHeHMsi natpybka Kaxgoro OannoHa wnyM MepeHOCHOW KPUOTEHHOW €eMKOCTUM Ha
COOTBETCTBME TUMNY COeANHEHUS AN HANOMHAEMOro rasa;

f) npoBepky paTtbl creaywollero MUcnbiTaHUSA KrnanaHa (Ons KnanaHoB, MoAnexalimx nepuoamnyeckon
npoBsepke);

g) NpoBepKy GannoHOB UNN NEPEHOCHBLIX KPUOTEHHBLIX EMKOCTEN ANnd obecneyeHns rapaHTum nNpoBeaeHus
BCEX HEOOXOAMMBIX WUCMbITaHUMW (HanpuMmep, NPOBEPKY FMAPOCTAaTMYECKMM [OaBIEHWEM WUIU SKBUBANEHTHbIM
UCnbITaHMEM) B COOTBETCTBUM C HOpPMATMBHbIMW MpaBoOBbIMU akTamu Pecnybnuku benapycb 1M npoBepky
OEeNCTBUTENBbHOCTU Pe3yNbTaToB 3TUX UCMbITAHUN;

h) npoBepky LBETOBOW MapKMPOBKM Kaxgoro GannoHa B COOTBETCTBUM C PErUCTPALMOHHBIM O0Cbe
(uBeToBasi KOOUPOBKA YCTaHABNUBAETCS HOPMATUBHBIMU NPABOBbLIMU akTamun Pecnybnukn benapych).

31 Pa3amep cepumn JormkeH ObiTb onpeaeneH B 3aBUCMMOCTU OT onepauunm HanosTHEeHUS.

32 BannoHbl, BO3BpaLLaeMbie Ha NOBTOPHYIO 3anpaBKy, JOJDKHbI ObiTh TLLATENbHO NOATOTOBMEHbI C LENbio
MUHMMM3ALMM pUCKaA KOHTaMMHaLMKM corfacHo TpeboBaHMAM perncrpaumoHHoro pgocbe. MeToaukuy,
BKITHOYaloLLmMe B cebs npouenypbl OTKaYMBaHUS U (MnK) NPOAYBKU, AOMKHbI OblTb BanMaMpoBaHsbl.

[ns cxaTblX ra3oB TeOpeTU4eckoe CoAepXkaHue npumecu npu AaeneHun HanonHeHust 200 6ap OOMKHO
coctaensaTb He 6onee 500 ob6beMHbIX Yacter Ha 1000000 npu 15 °C. Ona gpyrux OaBneHuid onpegensitoTcs
3KBMBASIEHTHbIE 3HAYEHUS.

33 C uenbo MUHMMM3ALUKN pUCKa KOHTaMUHALUUW NEPEHOCHbIE KPUOreHHbIE eMKOCTU, BO3BpallaemMble Ha
MOBTOPHYHO 3anpaBKy, OOMKHblI TLWATENbHO MNOArOTaBNMBATBCS COMMlACHO Mpoueaypam, OMnMCaHHbIM B
perncTpaumoHHOM gocbe. B 4acTHOCTM NepeHOCHbIE EMKOCTU, B KOTOPbIX OTCYTCTBYET OCTaTOYHOE [aBlEHUE,
[OIDKHbI ObITb MOArOTOBIEHBI C UCMONBb30BAHMEM BanvAaAMPOBAHHOIO METOAaA.

34 [Ona obecneyeHns rapaHTUM MPaBUITLHOTO HAMOJIHEHMS KaXdoro GannoHa (NepeHOCHON KPWOTreHHOM
€MKOCTM) crieflyeT NpoBOANTb COOTBETCTBYIOLLME NPOBEPKU.

35 Kaxabli HanosnHeHHbI 6anmnoH 40 YCTaHOBKM YCTPOMCTBA KOHTPOMSI MEPBOro BCKPbITUSA (36 HacTosLero
NPUNOXEHNSA) OOMKEH ObITb MPOKOHTPONMPOBAH Ha OTCYTCTBUE YTEYKU C UCMONb30BAHWEM COOTBETCTBYIOLLENO
MeToda. Vcnonb3yembll MeTOA KOHTPONS He LOIDKEeH MpUBOAMTL K KOHTaMuMHauuym NOBEPXHOCTWU naTpybka
knanaHa 6annoHa, u No BO3MOXHOCTW TaKoW KOHTPOSb AOMMKEH OCYLLEeCTBNATLCA nocre oTbopa Bcex oOpasuoB
0I5 KOHTPONS KadecTBa.

36 lNocne HanonHeHus1 ra3oM naTtpybku knanaHoB ©anmnoHOB AOMKHbI ObITb 3aKpbIThl KOrnavkamu Ans
3aWnTbl OT KOHTaMuHauuu. Ha 6annoHbl (NEpeHOCHbIE KPUOTEHHblE €MKOCTW) AOMKHblI OblTb YCTAHOBIIEHDI
YCTPOMCTBA KOHTPONSA NEPBOro BCKPbITUS.

37 Kaxgblh 6annoH (nepeHoCHast KpuoreHHasi eMKOCTb) AOMmKeH ObiTb MpOMapKMpoBaH C MOMOLLbIO
3TUKeTOK. HoMep cepumn 1 CpoK rogHOCTU MOTYT ObITh YKa3aHbl Ha OTAEITbHOM 3TUKETKE.
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38 lNpu npousBoacTBe MEOULMHCKUX FasoB MyTEM CMeLUMBaHMS ABYX Unu Gonee pasnuyHbiX rasoB (B
NMHUA NS HanonHeHust NMBo HenocpeAcTBEHHO B GannoHax) AOSPKEH WMCMNONb30BaTbCs BanvAUPOBaHHbLIN
MeTod cmMelwnBaHUA, KOTOprVI rapaHTnpyeT, 4TO rasbl AOJDKHbIM o6paaoM CMelWwlaHbl B KaXaoMm 6annoHe u
roMOreHHOCTb cMecKu obecneyeHa.

KoHTponb KayecTBa

39 Kaxpasa cepusi mMeguuMHCKOro rasa (6anmnoHbl, NEepeHOCHble KPUOreHHble €eMKOCTW, pe3epByapbl B
MELMLMHCKUX Y4pexaeHusx) AormkHa ObiTb MPOKOHTPONMPOBaHa B COOTBETCTBMM C PEMMCTPALIMOHHBIM AOChHE U
Ha Kaxayl Cepuo MeOULMHCKOrO rasa [OJDKHO ObiTb MONy4eHO paspelleHne YMNONHOMOYEHHOro nvua Ha
BbIMYCK.

40 lMnaH otbopa npob n 06bEM NPOBOAUMBIX UCMBLITAHWI OOMKHBI OTBeYaTb cnefylowmnm TpeboBaHmam B
OTHOLLIEHMM BanmoHOB (eCnNn B pErMcTpaLMoHHOM 4OCbE HE YCTaHOBIIEHO UHOE):

a) ecnv TOMbKO OAWH MEAMUMHCKWIA ra3 HanonHsetcsa B GanioHbl C MCMNOMb30BaHMEM KOMJEKTopa, K
KOTOPOMY OOHOBPEMEHHO MNOACOEAMHSAITCA HECKONbKO 0GanmoHOB, ra3 OOMMKeH OblTb MPOKOHTPONMPOBAH Kak
MUHUMYM M3 ofHOro 6annoHa Ansi YCTaHOBMEHUA NOASIMHHOCTU U KONMUMYEeCTBEHHOro onpegerneHud. Ob6pasubl
OOJDKHBI OTOMPAaTBLCA OT KaXKAO0ro LUKa HanonHeHns npu 3ameHe 6annoHoB, NOAKIMHOYEHHbIX K KOMNMEKTOPY;

b) ecnn ToNbkO OOUH MEOUUUHCKWUIA ra3 HanorHseTcs B GannoHbl B pamKax OAHOro nMpov3BOACTBEHHOrO
UMKNa B OOWH MPOMEXYTOK BpPEMEHM, MO KpawHenh mepe oauH GanmoH npu KaXkAoOM HenpepbiBHOM LMKMe
HanoMHEHUs1 OOMKeH ObITb MNPOBEpeH Ha MNOAJSIMHHOCTbL M KONMYECTBEHHOe cogepxaHue. [lpumepom
HEenpepbIBHOrO LMKNA HamnofHEHNa 4ABNAETCA NPOM3BOACTBO B TEYEHME OOHOM CMEHbI OAHUM U TEM Xe
nepcoHarnom c Ucrnosib3oBaHMeM ogHoro obopyagoBaHMsi U OOHOWM cepum rasa, KOTopbI pacdacoBbiBancs;

C) ecrnm MeauLMHCKMIA ra3 roTOBUTCS MyTeM cMellnBaHua B 6annoHe AByx nnn 6onee pasnuyHbiX ra3oB u3
OAHOTO W TOrO0 e pacnpedenuTenbHOro Komsjektopa, ra3 W3 Kaxgoro 6annoHa pomkeH ObiTb
NPOKOHTPONIMPOBAH Ha MOASIMHHOCTb W KONMYECTBEHHOE COAEpXaHWe BCEX KOMMOHEHTOB rasoBol cmecu. B
OTHOLLEHMM BCMOMOraTenbHbIX BELWECTB (MpYM UX Hanmymm) UCMbITaHWE Ha MOAMMHHOCTb MOXET BbIMOMHATHCSH
ans ogHoro 6annoHa M3 UMKna HanonHeHust (MNU Onst KaXgoro HeMnpepbIBHOMO LMKNa HanonHeHus). MeHbluee
KonnyectBo 6annoHOB MOXET noABepratbCA WUCMbITAHMAM B CIiydae WCMoNb30BaHWs BanuaupoBaHHbIX
aBTOMAaTU3MpPOBAHHBLIX CUCTEM HaMOMHEHMS;

d) B OTHOLLUEHUUN ra3oB, CMELUMBaAHME KOTOPbIX MPOUCXOAMT OO HanofHEeHus, cregyeT cobnogaTe Te Xe
NPUHLUMNbI, YTO M B OTHOLUEHUN HAMOMHEHUS OAHWM ra3oM, KOrga Ha JIMHUW OCYLLECTBNSETCS HenpepbiBHbIN
KOHTPOJSIb CMECU ra3oB, UCMOfMb3yeMbIX ANA HanofHeHUs.

B oOTHOWweHUM rasoB, CMelMBaHWE KOTOPbIX MPOUCXOAUT [0 CTaauuM  HanoriHeHud, creayet
npuaepXmnBaTbCa TeX XXe NMPUHUUMOB, Kak U ANs rasoB, CMelUMBaHWE KOTOPbIX MpoBoAUTCS B GannoHax, npu
OTCYTCTBMM Ha IMHUM HEMNPEpPbLIBHOrO KOHTPOMS CMEeCU rasoB, MCMOMb3yeMblX AN HanorHeHud. [JOomkHbl
BbINONHATBLCS UCMbITAHWUSA Ha CoAepXXaHue BOAbl, eCN He YCTAHOBIEHO UHOE.

Bo3MOXHO Mcnonb3oBaHUe Apyrux MeToauk otbopa obpasuoB M UCMLITAHUIA NMPU HANMUYUU Kak MUHUMYM
TaKoro e ypoBHs obecneyeHus kayecTaa.

41 3aBepluiarolimMe MCMNbITaHUS NEPEHOCHbIX KPUMOreHHbIX €MKOCTEN [OOSKHbI BKMNOYATh WCMbITAHMS Ha
NOAJSIMHHOCTb M KONMMYECTBEHHOE OmnpefeneHne npoaykra B KaXaon eMKOCTWU, eCri UHOE He NpeayCMOTPEHO B
permcTpaumMoHHOM AoCbe. BbIGOPOYHBIN NOCEPUIHBIV KOHTPOMb MOXET MCNOMNb30BaTbCs TOMLKO B Cry4vae, ecrnu
ObINI0 NPOAEMOHCTPUPOBAHO, YTO Nepes NOBTOPHLIM HANOSTHEHNEM KPUTUYECKME XapaKTEPUCTUKM OCTAaTOYHOrO
rasa B Kakgon eMKoCTU ocTanucb 6e3 nsmMeHeHun.

42 He TtpebyeTtcs npoBegeHue otbopa obpasuoB Mocrne NMOBTOPHOIO HAaMOSHEHWUS KPUOTEHHbIX €MKOCTEN
notpebutenein B MecTe WUCMNONb30BaHWUA (pe3epByapbl B MEOULMHCKUX YYPEXKAEHUSX WU MNEPEHOCHbIE
KpUOreHHble eMKOCTW) U3 crneumanbHO npefHasHayeHHbIX LUCTEPH MpU HanmumMm COMpoBOXAaloLWero nocTaBky
OOKYMeHTa, MOATBepXaalllero kad4ectBo ux cogepxkumoro. OgHako nocne nocriefoBaTerbHbIX MOBTOPHbIX
HanoMHeHUN cnegyeT yOOCTOBEPUTbCS, YTO KA4yeCTBO rasa B €MKOCTAX NoJAepXMBaeTCd Ha YCTaHOBIIEHHOM
YPOBHeE.

43 He TpebyeTcss COXpaHATb KOHTPOSbHbIE W apxXuMBHble 00pasLubl cepuid NPOAYKLUMW, ecnn 3TO He
npeaycMoTPEeHO JOKYMEHTaLumnen.

44 He TpebyeTca npoBeAeHUE NPOAOIHKALLErocs U3yYeHus cTabuibHOCTU, ecrin NepBUYHOE U3y4YeHue
cTabunbHocTh BbINO 3aMeHeHo BubnunorpadryeckumMmmn gaHHbIMMN.

TpaHcnopTupoBaHue rasos

45 HanonHeHHble rasoBble GannoHbl n nepeHOoCHbIe KPUOreHHble €MKOCTWU OOJ1XHbl ObITb 3alUMLLEHbI BO
BpeMA TpaHCNopTUpOBaHUA, B HaCTHOCTU, OOCTaBNATbLCA 3aka34vukaM B YACTOM COCTOAHUN, COOTBETCTBYHOLLEM
yCcnosuam mnx JanbHeunwero Ucrnosb30BaHus.

TepMuHbI 1 onpeaeneHus
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amOynaTopHbIN KpuoreHHbIn cocya (home cryogenic vessel): [lepeHOCHO TEpMUYECKN N30NMPOBAHHBIN
KOHTEMNHep, CKOHCTPYMPOBAHHBLIA AN XPAHEHUSI CXUXKEHHOro Kucrnopoda M UCNONb30BaHUSA ra3oobpasHoro
Kucnopoga Ha oMy Y naumeHTa.

6annoH (cylinder): KoHTenHep OObLIMHO UMAMHAPUYECKON OPMbI, NMPUCNOCOBMEHHBIN AN  CXaToro,
CKWXEHHOrO WM PacTBOPEHHOrO rasa M OCHALLEHHbI npucnocobneHmeM AN pPeryrnupoBKW CMOHTaHHOMO
BblTEKAHWSA rasa npyv aTMocgepHOM AaBfieHNM U KOMHaTHOW TeMnepartype.

ra3 (gas): BewecTtBo unm cmecob BellecTts, koTopble npu gasneHun 1,013 6ap n Temnepatype nnioc 20 °C
HaxoAsiTCA MOMHOCTbIO B ra3oobpas3HOM COCTOSHMM MUnM npu TemnepaTtype nnmc 50°C gaBneHve vMx napoB
npesbilaeT 3 6ap.

ra3 Kak akTuBHas cdapmaveBTUdeckas cybctaHuma (active substance gas): a3, npegHasHavyeHHbIN Ans
NCNOoNb30BaHUA B KayecTBe aKTUMBHOM dhapmaueBTMYecKoW cybcTaHuuu Ans NpovM3BOACTBA fEKapCTBEHHOMO
cpencTea.

rpynna (cBsiska) GannoHoB (cylinder bundle): CobpaHHble W 3akpenneHHble BMecTe OanmoHbl,
NOAKMOYEHHbIE Yepe3 pacnpedenuTenbHbI KONMEKTOP M TPaHCNOpTUPYEMble U UCMONb3yeMble Kak efuHoe
uenoe.

ucnbiTaHne rugpocrtaTtudyeckum pasnenveMm (hydrostatic pressure test): WcnbitaHne, nposogumoe c
uenbto obecneveHnss 6e3onacHOCTM B COOTBETCTBUM C TpeboBaHMAMWM 3akoHoAATeNnbCTBa rOCYAapcTB M
MEXOYHapOA4HbIX HOPM AONns MNpPOBEpPKM Toro, 4to 6annoHbl unuM pe3epByapbl MOMyT BblAepXaTb
3annaHnMpoBaHHOE BbICOKOE AaBIiEHNE.

KnanaH (valve): YCTpONCTBO AN OTKPbIBAHMS U 3aKpblBaHWS KOHTenHepa.

KnanaH yAepXaHusi OcCTaToyHOro AasneHusi (minimum pressure retention valve): Knanaw,
YCTaHOBMEHHbIM Ha 0GannoHe W MNOAAEPXKMBAKOWMIA B MCMONb30BaHHOM OannoHe [JaBneHue Bbllwe
aTMoCEepHOro ¢ Lenbio NpeaoTBpaLLeHns KOHTaMHauum BHyTpeHHero obbema 6annoHa.

KOHTenHep (container): KpnoreHHbin cocyn (0ak, umctepHa unu mMobunbHas KpMoreHHast EMKOCTb ApYyroro
TMna), 6annoH, cesaAska BannoHoB wnu nobas gpyras ynakoBka, KOTOpPble HaxXOAATCH B HEMOCpeaCTBEHHOM
KOHTaKTe C MeMLMHCKUM ra3om.

KpUoreHHbIN ras (cryogenic gas): a3, koTopbivi CkmxkaeTca npu gasnernun 1,013 6ap n TemnepaType Huxe
muHyc 150 °C.

MaKCUMarnbHbI TEOPeTUYECKMA OCTaTOYHbLIN YypoBeHb npumecu (Mmaximum theoretical residual
impurity): [a3oobpa3Hass npumecb OT BO3MOXHOrO o0oOpaTHOro MoOToKa ra3oB, OCTaBlIasAcs Mocne
npegBapuTensHon o6paboTku OannoHOB nepef Ux HanonHeHuem. PacyeT MakcumarnbHOro TeopeTU4ecKoro
YPOBHSI MPUMECK MMEET 3HaYEeHNE TONbKO ANl CKaTbIX ra3oB B NPeAnofioXeHNN, YTO 3T ra3bl BeayT cebs kak
naearnbHble.

MeauuuHckn ras (medicinal gas): Jliobon ra3 wnM cmecb ras3oB, SABMAAKOLWMECH JEKAPCTBEHHLIMU
cpencTeBamu.

obpaTHbIM knanaH (non-return valve): KnanaH, KOTOpbI NO3BOMNSIET NOTOKY MPOXOAUTH TOSbKO B OAHOM
HanpasneHuu.

oTKauyMBaTb (evacuate): YoanaTb OCTaTOYHbIA ra3 U3 KOHTenHepa (CUCTeMbl) C MOMOLbLIO Bakyyma [0
naBneHns meHbLue Yyem 1,013 Bap.

NnepeHOCHOW KpuoreHHbIn cocypn (mobile cryogenic vessel): lNepeHOCHON TEPMUYECKM U3ONUPOBAHHbIN
KOHTEWHEep, CKOHCTPYUPOBAHHbIN AN XPAHEHUS] B HEM BELLECTB B XXMAKOM COCTOSHMU, B KOHTEKCTE HACTOSLLEro
OOKYMEHTa 3TOT TEPMUH He BKIoYaeT B cebsi MOHATME «UUCTEpPHAy.

npoayBKa (purge): YaaneHue OCTaTOYHOro rasa U3 KOHTemHepa (CUCTeMbl) nMyTemM nepBOHAYanbHOro
HarHeTaHus JaBreHusl ¢ NMOMOLLBI UCMOMb3yeMoro rasa ¢ nocnegywowmmMm copocom aaenexus rasa go 1,013
bap.

pasgeneHue Bo3ayxa (air separation): PazgeneHne atmocgepHOro Bo3gyxa Ha COCTaBnsoLwme ero rasbl
nytem pakLMOHHON SUCTUINALMM NPU KPUOTEHHBIX TEMMepaTypax.

pacnpeaenutenbHbI Konnektop (manifold): O6opynoBaHue nnmn yCTpPoOMCTBO, CKOHCTPYMPOBAHHOE ANA
OOHOBPEMEHHOIO ONMOPOXHEHWS UMW HANOMHEHNS ra3oM O4HOrO Unn 6onee KOHTENHEPOB.

pe3epByap (tank), «cTtaumoHapHbii KpuoreHHblr cocyad» (fixed cryogenic vessel): CrtauuoHapHbIv
TEPMUYECKN U30STMPOBAHHbIV KOHTENHEP A1 XPAHEHUSI CXKMKEHHOTO UK KPUOTEHHOTO rasa.

cbpoc paBneHus (vent): Onepauus No yganeHU0 OCTATOYHOrO rasa M3 KOHTeWHepa (CUcTembl) OO0
BEMUYMHbI OcTaTouyHoro gaeneHusa 1,013 6ap nyteMm COeQMHEHMSI KOHTelHepa (cucTembl) ¢ aTtMocdepHbIM
BO3YXOM.

cxKaTtbill ra3 (compressed gas): (a3, kKOTopbI pacgacoBaH Nog AaBMEHWEM C LEeNbio TPaHCMOPTUPOBAHUSA
N ocTaeTcs MONIHOCTLI0 B ra3006pa3HoOM COCTOSHUM Mpu TeMnepaTtype Boiwe MuHyc 50 °C.

ckuxeHHbIN ra3 (liquefied gas): a3, koTopbin pacdacoBaH C LENb TPaAHCMNOPTMPOBAHMA U OCTaeTcd
YaCTUYHO XUOKMM UK TBepAbIM Npu TemnepaType Bbiwe MuHyc 50 °C.

umncTtepHa (tanker): TepMmnyeckn M30NMPOBAHHLIN KOHTENHED, YCTAHOBMNEHHbIN Ha TPAHCNOPTHOE CPeacTBO
ONS NepeBO3KU CKUKEHHOTO I KPMOTEHHOro rasa.
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MpunoxeHue 7
(obsizaTenbHoe)

Tpe6GoBaHUsA K NPOU3BOACTBY JIeKaPCTBEHHbIX CPEeACTB U3 PaCTUTENbHOIO ChIipbA

MpuvHUMN

INlekapcTBeHHble CpeacTBa W3 pPacTUTENbHOrO ChIPbSi UMEIOT CIOXHYK npupoay W pasHoobpasHble
XapaKTepuCTMKK, B CBA3N C YEM MPU UX NPOU3BOACTBE OCOBYIO POrib UrpaeT KOHTPOMb UCXOOHbLIX MaTepuarios,
YCIOBUI XpaHeHUs 1 nepepaboTku.

McxoaHelMn maTepuanamu npy nNpon3BOACTBE NEKAPCTBEHHbIX CPEACTB M3 PaCTUTENbHOrO Chipbs MOTyT
ObiTb HeobpaboTaHHble pacTeHusl, NeKapCTBEHHOE PacTUTENbHOE Cbipbe WM MPOMEXYTOYHbIE MNPOAYKTHI.
NekapcTBeHHOe pacTuTenbHOE Cbipbe AOMKHO UMeTb TpebyeMoe kavyecTBO, a MoATBEPXAaLMe 3TO AaHHbIe
AOIMKHblI ObITb NpedoCcTaBneHbl MPOM3BOAUTENIO FIEKapCTBEHHOrO CpeacTBa W3 PacTUTENbHOrO Cbipbs. [Ans
obecneyveHns NOCTOAHHOrO KavecTBa feKapCTBEHHOIO PacTUTENbHOrO Cbipbs MOXeT notpeboBaTbcs Gonee
nogpobHas nHdopmaumsa o cnocobe ero nonyyveHus (BolpalwmeaHus). OTOOp cemMsiH, YCNoBUS KyNbTUBMPOBAHUS
n cbopa ypoxas SBMSIOTCA BadKHbIMM acnektamu KavyecTBa feKkapCTBEHHOIO PacCTUTENbHOMO CbipbS U MOryT
BMMATb Ha MNOCTOSHCTBO KayecTBa [OTOBOMO JIEKAPCTBEHHOMO Cpeactsa U3  pPacTUTENbHOMO  CbIpbS.
PekomeHOaumm B OTHOLLEHMM COOTBETCTBYIOLLEN CUCTEMbI OBecneyeHnsa kavyecTBa No npasmnamM Hagnexallero
BblpawmnBaHuns n cbopa pacteHui npmeedeHsl B TKI 450.

HacTtoswee npunoxeHme pacnpocTpaHAeTcs Ha BCe WCXOAHble MaTtepuanbl  pacTUTENbHOro
MPOVNCXOXAEHWSA: FEeKapCTBEHHble pacTeHUs, JeKapCTBEHHOE pacTUTENbHOE Cbipbe W MPOMEXYTOYHble
NPOAYKTbI U3 NTeKapCTBEHHOrO PacTUTENbHOIO Chipbs.

MnniocTpaums npyMMeHeHUs pasnuuyHbIX npasBun, B TOM uucne Hactodwero TKIN, k npousBoactBy
neKapCTBEHHbIX CPEeACTB U3 pacTUTENbHOrO Cbipbs, NpuBeAeHa B Tabnuvue 7.1.

Ta6nuua 7.1

Buapl pabort MpaBuna Yactb Il Yactb |
Hagnexawlero HacTtoswero TKI | HacTtosiwero TKI1
BblpalLMBaHUs n
cbopa (GACP)
TKIT 450

KynbTrBrnpoBaHue n cbop pacteHui, BoOOPOCHEN,
rpnboB 1 NyLanHUKOB, COOp aKcCyaaToB
(BblOENEHUN)

Peska n cywka pacteHun, Bogopocneu, rpnbos,
NMLWLIaNHUKOB U 9KCccyaaToB (BblaeneHumn)*
OTXum pacTeHun n neperoxHka™™

NamenbyeHne, obpaboTka akccyaaTos,
AKCTPaKUmMsa U3 pacTeHnin, pakLnoHMpoBaHue,
O4YUCTKA, KOHLEHTPMpPOBaHME nn dhepmMmeHTauns
pacTUTenbHbIX CybCTaHUUN

[anbHelwasn obpaboTka Ans NonyyYeHus
InekapcTBeHHOW YOPMbI, BKITKOYAs YNakoBKY
rnekapcTBeHHOro cpeacTea U3 pacTUTenbHOro
Cbipbs

* Mpon3BoAUTENMN OOMKHbI FapaHTUPOBaTb, YTO AAHHbIE CTAAMU OCYLLECTBSATCA B COOTBETCTBMM C YCTAHOBIIEHHBLIMU
TpeboBaHuamMK. [Nnsi HavanbHbIX CTaAMM NPUMEHUMbI CTaHAAPTbl Hagnexallen NpakTUKU BbipalumMBaHus M cbopa ans
UCXOOHbIX MaTepuanoB pacTtutenbHoro npoucxoxaeHus (GACP). Hactoawwmin TKIT npymeHsieTca K NPOM3BOACTBEHHbLIM
CTaansIM Pe3KM U CYLLKM.

** B OTHOLIEHUW CTaguiA OTXKMMA pacTeHU U MNeperoHkn (ecnu Heobxoaumo, 4YTobbl 3TM paboTbl COCTaBNSANU
HEOTbEMIIEMYIO YacTb OMepauuili 3aroTOBKM C LENbl COXPaAHEHWst KayecTBa MNpPOAYKUMM B paMKkax YTBEPXOEHHbIX
cneundurKaumin) cuMTaeTcs NpuemMnemMbsiM UX NPOBEAEHNE B YCINOBUSIX 3aroTOBKU, €CMU KyNbTUBMPOBAHWE OCYLLECTBNSETCS B
cootBeTcTBUM ¢ GACP. Takme ycnoBusi cnegyet paccmaTpvBaTbh Kak MCKIYEeHMe U 0OOCHOBbIBaTb B [AOKYMEHTax
perncTpaumoHHoro pfocbe. [Ons Takux paboT, OCYLLeCTBNsieMblX B YCIOBMSX 3aroTOBKWM, Heobxogumo obecneynTb
COOTBETCTBYIOLLYIO OOKYMEHTaUMo, KOHTPOMb M Banuaaumilo cornacHo npuHumnam Hactosiwero TKI. Hag3opHble opraHbl
MOryT MNpPOBOAMTb WHCMEKTUPOBaHWE Takux paboT C LUenblo OLEHKM COOTBETCTBUSA TpeboBaHMAM Hagnexailen
NPOu3BOACTBEHHOM NpakTukn Pecnybnuku Benapycb, ycTraHoBNeHHbIM B HacTosiwem TKIT.
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NMomewweHna n obopyaoBaHue

30HbI XpaHeHuA

1 NlekapCTBEHHOE PaCTUTENBbHOE Cbipbe CNeAyeT XPaHWTb B OTAEMbHbIX 30HAX. DTU 30HbI AOSKHbI ObITb
3aWmLEeHbl OT MPOHUKHOBEHUSI B HUX HACEKOMbIX U XXMBOTHbIX, B OCOGEHHOCTM TrpbI3yHOB. [OSKHbI OblTb
NPUHATBI  3MEKTUBHBIE Mepbl MO  NpPeAoTBPaLLEHMI0O PacnpoCTPaHEHUs ToObIX TaKUX JKUBOTHbIX W
MUKPOOPraHN3MOB, MPUBHOCUMbIX C JeKapCTBEHHbIM PacTUTENbHLIM CbIpbeM, ANs NpedoTBpalleHust
depMeHTaUMM UNU  pocTa MreceHW, a Takke MNepeKkpecTHoW KoHTamuHauuu. CneayeT Ucronb3oBaTb
Bbl€NEHHbIe 30Hbl AN KapaHTMHA MOCTYMNatoLWero NekapCTBEHHOIO PacTUTENbHOrO Cbipbsi U fIeKapCTBEHHOMO
pacTUTENBbHOIO Cbipbsi, Pa3pPEeLLIEHHOr0 AN UCMOMb30BaHWS.

2 30Ha XpaHeHWst OOShKHa XOPOLIO BeHTUNMpoBaTbcs. [MopsSAoK pasMelleHVst YNakoBOK He [OJDKEH
npenaTcTBOBaTb CBOOOAHONM LIMPKYNALUM BO3ayxa.

3 Ocoboe BHMMaHWe crnegyeT yAensATb YACTOTE W Haanexaiwlemy OOCMyXMBaHWIO 30H XpaHeHus, B
0coBEHHOCTN B MecTax 06pa3oBaHus Mbisu.

4 [Ona XpaHEHUs MCXOOHbIX MaTepuarnoB W INEKAPCTBEHHbLIX CPEACTB W3 PaCTUTENbHOMO ChIpbS MOTYT
notpe6oBaTbCcs 0COGbIE YCIOBUS B OTHOLLEHUW BMaXXHOCTU, TEMNepaTypbl M 3alUMTbl OT cBeTa. Takue ycroBusi
cnenyet obecneynBaTtb U KOHTPONMPOBATh.

NMponsBoacTBeHHas 30Ha

5 Mpwu ot6ope npob, B3BELLIMBAHWN, CMELLMBAHUW U OPYIMX TEXHONOMMYECKUX Onepaumsax ¢ nekapcTBEHHbIM
pacTUTemNbHbIM CbIPpbEM W MPOMEXYTOYHBIM NPOAYKTOM, COMPOBOXAALMXCSA NblneobpasoBaHMeM, crniegyet
npuHUMaTb ocobble Mepbl MO MNOAAEPXKaAHWID YMCTOTbl, a TaKkke Mo NpefoTBPalLeHU0 NEPEKPECTHOro
3arpsi3HeHust (yoaneHue nbinu, BolAeneHne cneumanbHbiX NOMELLEHWI U T. .).

O6opynoBaHue

6 O6opynoBaHue, UNbTpyOLLME MaTepuansl U Ap., UCMOMb3yemble B NPOM3BOACTBEHHOM MpoLlecce,
[OIMKHbI ObITb COBMECTUMbI C PACTBOPUTENEM, UCNOMb3YEMbIM A5 AKCTPaKUMKW, AN NPefoTBPaLLEHNs Kakoro-
nnbo BblAENeHUs UMK HexenaTenbHolW abcopbuuy nekapcTBEHHOTO PaCTUTENBHOTO Cbipbsl, KOTOpPbIE MOTYT
NOBMUATL Ha NPOAYKLMIO.

JokymeHTauus
Cneundmkaymm Ha UCXoaHOeE Cbipbe

7 MNpounssBoanTenu NekapcTBEHHbIX CPEACTB U3 PaCTUTENbHOMO Cbipbs AOMKHbI Y6eanMTbCs B TOM, YTO OHU
UCNONb3ylT TOMbKO TE€ MCXOOHble MaTtepuarbl pacTUTENbHONO MPOUCXOXAEHUS, KOTOpble Npou3BedeHbl B
cooTBeTcTBMM C HacTtoswmum TKIM M perMctpaumoHHbIM [OCbe (B COOTBETCTBUM C Tabnuuen HacTosAwero
npunoxexus). CnegyeT UMeTb B HANM4Ynm NCYepnbIBatoLLYy0 JOKYMEHTaUMo KacaTenbHO ayanToB NOCTaBLLMKOB
MCXOOHbIX MaTepuanoB pPacTUTENbHOTO MPOUCXOXAEHUS, MPOBEAEHHbIX Nnubo camuMm npoussoguTenem
NeKkapCTBEHHOIO CpeAcTBa U3 pacTUMTENbHOrO Chipbs, NMOO MO ero nopyyeHuto. PesynbTatbl ayguToB B
OTHOLUEHMWN NEeKapCTBEHHOIO PacTUTENBbHOMO CbipbS ABMAKOTCS OCHOBOMOMNAararWyMMm AN KadecTBa UCXOOHbIX
maTepuanoB. [Mpoussogutens AormkeH ybeauTbCA B TOM, YTO MOCTaBLUUKM JIEKAPCTBEHHOIO PacTUTENbHOro
Cblpbsi  (FIEKapCTBEHHOrO CcpeAcTBa W3 PaCTUTENbHOIO Cbhipbs) paboTawT B COOTBETCTBUM C NpasBunamu
Haanexallero BolpalmBaHus u coopa pactenuii (GACP).

8 YToObl cooTBeTCTBOBATL TpebOOBaHUSAM, YCTAHOBIEHHbIM B pasgerne 4 Yactu | Hactoswero TKI1, B
cneumduKkaunm Ha nekapCcTBEHHOE pacTUTErNbHOE Cbipbe (NlekapCTBEHHbIE CpeacTBa U3 PacTUTENBHOrO Chipbs)
cnefyeT BKMYaTh cneaylollne cBeaeHus:

- Hay4YHOEe Ha3BaHWe pacTeHus B COOTBETCTBMM C OMHapHOM cuctemol (poa, Bua, noasug, (pasHoBUOHOCTD),
a Takke aBTOop (Hanpumep, K.JIMHHeN) (NpM HeobxogMMOCTM Takke criegyeT npeacTtaBuTb APYryto
COOTBETCTBYIOLLYHO MHOPMALIMIO, TAKyl Kak Ha3BaHue copTa v XeMOTUMUYECKYO Pa3HOBUAHOCTb);

- nogpobHble [aHHble O TMPOUCXOXOEHUN pacTeHus (CTpaHa WM pernoH npowuspactaHua  nunbo
KynbTUBMPOBAHWNS, BPEMS W CMOCOO 3arOTOBKM, BEPOSITHO MWCMONb30BaHHbIE MNecTuuuabl, BO3MOXHOE
paanoakTMBHOE 3arpsi3HeHne 1 T. 4.);

- MHopMaLMIoO O TOM, Kakas 4acTb pacTeHUs UCMOMb3yeTcs;

- HpopMaU Mo 0 cnocobe CyLLKKU, ECMY UCMONb3YHOT BbICYLLIEHHbIE PACTEHUS;

- OnucaHue pacTUTENBHOTO Cbipbs, a TakKe AaHHble ero Makpo- Y MUKPOCKOMUYECKOro nccnegoBaHunm;

- [JaHHble O HeOoBXOoAMMBLIX MCMbITAHUAX Ha MOANWHHOCTL, BKMOYas Npu HeobXoaUMOCTU UCMbITAHUSA Ha
NOAMNWHHOCTb, AN WHIPEeOUEHTOB C W3BECTHOM TepaneBTUYECKOW aKTMBHOCTbIO WM MapkepoB. Ecnu
neKkapcTBEHHOE pacTUTENbHOE Cbipbe MOXHO  dhanbcuduumpoBatb (NOAMEHUTL), TO HEOBXOAMMBI
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cneundudHble guddepeHLmpyowme NcnbiTaHusa. Ona onpegeneHms NogfMHHOCTM B PacnopsKEHUN OOKEH
ObITb ayTeHTUYHbIN obpaseL, ANd cpaBHEHUS;

- copepXaHue Bnarm B JeKapCTBEHHOM pPaCTUTENbHOM Cblpbe, OMNpedensemMoe B COOTBETCTBUMM C
dapmakonerHbiMn TpeboBaHNAMMU;

- METOAMKU KONMYECTBEHHOro onpeaerieHns KOMMOHEHTOB C W3BECTHOM TepaneBTUYECKOW aKTUBHOCTbIO
unu, Npu HeobOXOAMMOCTU, MapKepoB; MeToAbl, MPUroAdHble ANS OnpedeneHus BO3MOXHOW KOHTaMuHauuu
nectMuugamMm w npegenbl NpUMEMIIEMOCTU B COOTBETCTBMM C hapmakonenHbiMu TpeboBaHusIMKM, a npu
OTCYTCTBUM (hapMaKonenHbIX TpeboBaHNA — COOTBETCTBYIOLLMI BannanpoBaHHbIA METOA, eCnn He 060CHOBaHO
WHoE;

- METOOMKN WCMbITaHUA MO onpegeneHvuio rpubkoBo U (MNN) MUKPOOHOW KOHTaMMHaUMMK, BKOYasi
achnaToKCWHbI, ApyrMe MWKOTOKCUHbI W MHBa3Wl napasutamy, a Takke [JOonycTuMble npedensl, npu
HeobxoauMocCTH;

- METOOMKM UCMbITaHWA Ha HanMyne TOKCUYHbLIX METAasIoB, a TakkKe Ha BO3MOXHble KOHTAMWHaHTbI M
npumecu, npy HeobxoaNMoCTy;

- METOAMKM UCNbITAHWIA Ha HanM4Me MHOPOOHbLIX MaTepuarnos, NPy Heob6XoaNMOCTH;

- Apyrve BuAbl KOHTPOMS B COOTBETCTBMM C hapMakonenHbiMm TpeboBaHuaMN.

Jliobyto npoBefeHHyo 06paboTKy ANA CHWXEHMS TPUBKoBOWM (MUKPOOHOW) KOHTaMUHAUMKM WMAWM OpYron
MHBa3uM crniegyet odopMnATb [OKyMeHTanbHO. HeobxoaMmo uMMeTb B pacnopsbkeHuu cneuvdukauum u
METOAMKN, KOTOpble AOMKHbI BKMoYaTh NOAPOOHbIE CBEAEHUsI O npouecce 06paboTkM M UCMBITAHWAX, @ TakkKe
npegenbHble 3Ha4YeHNs1 OCTaTOYHOW KOHTaMUHaLUNN.

TexHonorn4yeckue u HCTPYyKUuun

9 B TexXHOMOrMYecknx WMHCTPYKUUSIX OOMMKHbI ObiTb OnNMcaHbl pasnuyHble onepalumu, OCYLLECTBNSAEMbIE C
NeKapCTBEHHbIM PacTUTENbHbIM ChipbEM (HaNpuMep, O4MCTKa, CyLlKa, N3MENbYEHNE N NMPOCEMBAHKNE), @ TaKke
OaHHble O NMPOAOIKUTENBHOCTU U TemMnepaType CYLIKM U MeToAax, MCMOoNb3yeMbIX ANS KOHTPOMs pa3mepoB
hparMeHTOB KyCOYKOB UMK YacTuL.

10 [domxHbl OblTb NPUHATBI B OpPME MNUCbMEHHOINO [OOKYMEHTa WHCTPYKUMM W 3anucu, KoTopble
rapaHTMpYyIoT, YTO KaXaasa Tapa C JIeKapCTBEHHbIM PacTUTENbHBIM ChipbEM MPOBEPEHA C Lienbio 0bHapyXeHus
Kakon-nnbo danecudrkaumm (MoOgMeEHbI) UMM HanuMuMs MOCTOPOHHUX MaTepuasnoB, TakMx Kak parMeHThbl
MeTanna Unm CcTekmna, OCTaTKM XXMBOTHbIX UMM UX SKCKPEMEHTbI, KAMHMW, NECOK 1 Ap., NN MPU3HAKOB MHUEHWSI.

11 TexHOnornyeckMe WMHCTPYKUMM OOJDKHbI codepxaTb MEeTOAbl yAarneHusl MOCTOPOHHUX MaTepuarioB U
COOTBETCTBYIOLLUME METOOUKM O4YUCTKM (OTOOpa) MaTtepuana pacTUTENbHOrO MNPOUCXOXAEHMS nepen ero
XpaHEHMEM B KayeCTBe paspeLleHHOro IeKapCTBEHHOIO0 pPacTUTENbHOMO Chipbst UMM MNepeq Havarom
npov3BoacTBa.

12 VIHCTpyKUMM NO NPOM3BOACTBY JIEKAPCTBEHHBIX CPEACTB U3 PACTUTENLHOIO Cbipbs OOJPKHBI BKIOYATb
noapobHble cBegeHUA O pacTBopuTene, NPOAOIHKUTENBHOCTM U TEMMNEPATYpPE IKCTparMpoBaHusi, MHOpMaLuio
0 NoBbIX CTaAMAX KOHLEHTPUPOBAHKS U UCMONb3yeMbIX cnocobax.

KoHTponb kayecTBa
OT160p Npob

13 MNockonbKy NekapcTBEHHOE pacTUTENbHOE Chipbe MO CBOEW Npupoge HeogHOPOAHO, oTOop Npob M3 Hero
OOIMKEH OCyLLecTBNATL NepcoHarn, obnagatowuin cneumanbHbiMU  HaBblikamu. Kaxagyi ceputo  cnegyet
naeHTnMLMpoBaTh NO JOKYMEHTaLUUN Ha 3Ty Cepuio.

14 CnepyeT COXpaHATb KOHTPONbHbIE 06pa3ubl NekapCTBEHHOIO pacTUTENbHOrO Chipbs. [Npu nponssoacTee
MOPOLLIKOB CrieflyeT coxpaHaTb 06pasubl HEM3MENbYEHHOTO NIEKaPCTBEHHOIO PACTUTENBHOIO ChIpbS.

15 lMepcoHan, NpoOBOAALLNIA KOHTPOSb KayecTBa, AOIDKEH UMETb CreunanbHylo NoAroTOBKY U OMbIT paboThl
C NNEKapCTBEHHbIM PACTUTENbHBbIM CbiPpbEM, NMPOMEXYTOUYHLIMU MPOAYKTAMMU UMK NEKAPCTBEHHBbIMU CPEeACTBaMu
N3 pacTUTENbHOrO Cbipbs AN NPOBEAEHUS UCMBbITAHUA Ha MOAMMHHOCTL U HanuuMe NpUMeECEN, BbISIBIIEHUS B
Mony4eHHOM Cbipbe pocTa rpubos, 3apaxeHus ambapHbIMU BpeauTensmMmm, BbiiBNeHUS HEOAHOPOAHOCTU Chipbs
n gp. MNoonuHHOCTL U Ka4yeCTBO II€KAPCTBEHHOrO PaCTUTENBHOMO CbIPbs, MPOMEXYTOYHbLIX MPOAYKTOB U
NeKapCTBEHHbLIX CPEACTB M3 pacTUTENBHOMO Cbipbsl CriedyeT onpenenatb cornacHo TpeboBaHusim TKI 451 n
TKI 454, cneundmkaumam Ha nekapCTBEHHbIE CPEACTBA M3 PAcTUTENbHOIO Chipbs, a Takke, ecnn Heobxoammo,
B cooTBeTcTBUM C [ocypapctBeHHon Papmakoneen Pecnybnuku Benapycb unu Apyro COOTBETCTBYIOLLEN
dapmakoneen.

155



TKM030-2017

MpunoxeHwne 8
(obsi3aTenbHOE)

TpeboBaHMA K OTOOPY NPO6 MCXOAHBLIX U YNAaKOBOYHbIX MaTepuanoB
MpuvHUMN

OT16op nNpob sBnsieTcs BakHOW onepauumen, Npyn KOTopon oTbupaeTcsa TONbko Hebonbluas 4acTb Cepum.
[locToBepHblE 3aK/OYEHMS] MO OTHOLUEHWIO KO BCEW CEPUM He MOTryT OCHOBbIBAaTbCA Ha WCMbITAHUSX,
NPOBEAEHHbIX Ha HenpeacTaBuUTENbHbIX Npobax. Takum o6pas3om, npaBWsbHbLIM OTOOP Npob SABMsiETCS
HEeOTbEeMSIEMOW YacTbio CUCTEMbI 0becneveHns KayecTsa.

OT06op npob paccmaTpmBaeTcs B pasgene 6 YacTtu | HacTosiwero TKI1. HacToswee npunoxeHne coaepxuT
[OMNONHUTENbHbIE YKa3aHUsa No 0T6opy NPob NCXOAHBIX U YNAaKOBOYHbLIX MaTepuarnos.

MepcoHan

1 TlepcoHan, npoBogsawmn oTbop nNpob, OOMKeH MNPONTW HayanbHOoe Oob6yvyeHWe W B NocfedyloLiem
perynsipHo npoxoautb obydyeHne no AMCUMNINHaM, MMEIOLWMM OTHOLLEHME K NpaBunbHOMY oTbopy npob. Takoe
o6y4eHne JOMKHO BKIHOYaTb PACCMOTPEHME CreayoLmx BONpOCoB:

- nopsgok otéopa npob;

- MUCbMEHHbIE MHCTPYKL MK No oTbopy npob;

- MeToAbl 1 06opyaoBaHMe, UCNonb3yemble Npu oTbope npoob;

- PUCK NepeKPeCcTHON KOHTaMuHauuu;

- Mepbl MPeaoCTOPOXHOCTU, KOTOpble HeobXoAMMO MNPUMHUMATb B OTHOLLUEHWW HecTabwunbHbIX U (Mnn)
CTEpUIbHbIX BELLECTB;

- BaXHOCTb MPVHATUS BO BHUMaHWe pe3ynbTaToOB BU3yarnbHOW OLEHKM BHELLHEro Buaa marepuanos,
YNaKkoBOK N 3TUKETOK;

- BaXHOCTb AOKYMEHTarnbHOro oopmreHns nobbix HenpeaBnaEeHHbIX UM HEOBbIYHbIX 0BCTOATENLCTB.

UcxoaHble maTepuansl

2 MopnUHHOCTL BCEWM Cepumu UCXOAOHBLIX MaTepuarnoB, Kak MpaBuio, MOXET ObITb rapaHTMpoBaHa TOJIbKO
Torga, korga otaenbHble Mpobbl ObinM OTOOpaHbl M3 BCEX E€MKOCTENW U UCMbITaHWME Ha WOEHTUYHOCTb ObINo
npoBeAeHo Ang Kaxgon npobbl. Jonyckaetca oTbmpaTe Npobbl TONBKO M3 YacTn eMKOCTen, ecnu paspaboTaHa
npolealwas Banugauuio npoueaypa, rapaHTMpyloLlas, YTo HM OfHa eMKOCTb C MCXOAHbIMW MaTepuanammn He
Oblfla HeNpaBUIIbHO MapKMpoBaHa.

3 lNpwu Takon Banuaaunu cnegyet yunteiBaTb, NO KparHen Mepe, criefyoLme acnekTbl:

- OaHHble O Mpou3BOAMUTENE M MOCTaBLUMKE (UX TUM U TEKyLlee COCTOSHME), a Takke WX MOHUMaHue
TpeboBaHu HacToswero TKIT;

- Hanu4ume cuctembl obecrneyeHms kKayecTsa y NPON3BOANTENSA NCXOOHLIX MaTEPUAnoB;

- YCINOBMS MPOU3BOACTBA, NMPU KOTOPbIX UCXOL4HbIE MaTepuaribl MPOU3BOAAT U KOHTPOSMPYHOT;

- XapaKTep M CBOWCTBA MCXOAHbIX MaTepuarnoB W NEeKapCTBEHHbIX CPEACTB, ANs NMPOM3BOACTBA KOTOPbIX
OHW ByZeT Mcrnonb3oBaTbCS.

Mpwn Takon cucteme npoueaypa, npowealas Banuaaunio n oceoboxaatollast oT NPOBEeSEHUSA UCMbITaHWUIA
NOAMNVHHOCTY MCXOAHbIX MaTtepuarnos B Ka)4ow NOCTynatoLen eMKOCTH, MOXeT ObITb Mpuemnema ans:

- ICXOAHbIX MaTepurarnos, NOCTYNaKLWMX OT OAHOIO NPON3BOANTENS UMW C OQHOTO NPEANPUATUS;

- MCXOOHbIX MarepuanoB, MNOCTyMNallWnMX HEeNoCPeACTBEHHO OT Mpou3BOAUTENs WM B E€MKOCTMW,
onevyaTaHHOW NPoOM3BOAMTENEM, NPU YCNOBUW, YTO MOCTaBLUMK MMeEET Be3ynpeyHylo penyTaumio, 1 NpoBoAsATCS
perynsipHole ayautbl CUCTEMbI ODEcneyeHWs KadecTBa NPOM3BOAMTENSA MNOKynaTtenem (npousBoauTenem
NeKapCTBEHHOIO CPeACcTBa) Unu oumumnansHO akkpeauToBaHHbIM OpraHoM.

Takast npoueaypa He MOXET YOOBMNETBOPUTENBHO NPONTM BanMaaumio 1 UCNoNb3oBaTbCA ANA:

- VCXOAHbIX MaTepuaroB, MOCTaBMSIEMbIX MOCPeAHMKaMW, KOrga Mpou3BOaUTENb HEU3BECTEH WIU He
noasepraeTcs ayauTy;

- ICXOAHbIX MaTepuarnoB, UCNOMb3yeMbIX AN NPOM3BOACTBA NapeHTeparnbHbIX NeKapCTBEHHbIX CPeACTB.

4 KayecTBO Cepuu MUCXOOHbIX MaTepuarnoB MOXeT ObiTb OLEHEHO Mpu OTOOPE U NPOBEAEHUU UCMbITAHUS
npeactaBuTenbHON npobbl. [na aTon uenu MoryT GbiTb MCMNONb30BaHbl NPOOLI, 0TOOpaHHbIe AN UCMbITaHWI
nognuHHocTn. KomnumyectBo npo6, oToOOpaHHbLIX AN MONyYeHUs MpeAcTaBUTENbHOW Mpobbl, OOMKHO ObITh
onpeferneHo CTaTUCTMYECKU M yka3aHo B nnaHe otbopa npob. KonuyectBO oTAenbHbIX Npob, KOTOpbie MOryT
ObITb CcMewaHbl Ans (OpMUPOBaHMSA cpedHer npobbl, Takke AOIMKHO ObITb ONpederneHo ¢ y4eTtoM BuAa
MCXOQHOro MaTepuarna, CBeAeHU O NOCTaBLUMKE U OOQHOPOAHOCTU cpeaHen npobsl.
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YnakoBo4Hble MaTepuanbl

5 B nnaHe no oTt6opy npo6 ynakoBOYHbLIX MaTepuarnoB AOMKHO OblTb YYTEHO, MO KpalHen Mepe,
crnegytoulee:

- MONyYEeHHOE KONNYECTBO;

- Tpebyemoe kayecTBo;

- XapakTep maTepuana (Hanpumep, NepBuUYHbIE YNaKOBOYHbLIE MaTepuarnbl U (MNK) NeYaTHble YNaKoBOYHbIE
MaTepuansbl);

- METOAbI NPOV3BOACTBA;

- cBefieHusi o cucteMe obecneyeHuss ka4yecTBa NPOM3BOANTENST YNAKOBOYHLIX MaTEPUanoB, OCHOBaHHbIE Ha
pesynbTaTtax NpoBeAeHUs ayanToB.

KonnuyectBo 0TOMpaembix Npo6 AOMKHO BbITb ONpeaeneHo CTaTUCTUYECKU M yKasaHo B nnaHe no otbopy
npoo.
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MpunoxeHune 9
(obsi3aTenbHOE)

Tpe6GoBaHUsA K NPOU3BOACTBY XUAKUX U MATKUX NIeKapCTBEHHbIX hopMm

MpuHUMN

Kviokue n msarkne nekapcteeHHble hOpMbl B 0COBEHHOCTM NoaBeEPKEHbI MUKPOOHOM 1 MHOW KOHTaMUHALUN.
Moatomy Heo6xo4MMO NpUHUMATL CrneumanbHble Mepbl MO NpeaynpexaeHuno Nibon KoOHTaMMHaL K.

NMomeweHusa n obopynoBaHune

1 [Ona 3awmMTbl OT KOHTaMUHAUMM MpU NPOM3BOACTBE M MepemMeLleHun MNpoAYKUMN peKoMeHAyeTcs
ncnonb3oBaTh 3aKkpblTble cucTeMbl. [TPON3BOACTBEHHbBIE 30HbI, B KOTOPbIX HAXOAATCA OTKPbITas NpoayKUMs Unm
OTKpbITbIE 4YMCTbIE YMAKOBKW, Kak MpaBuio, cregyeT 3d(eKTMBHO BEHTUNMPOBaTb OT(UILTPOBAHHBIM
BO3YXOM.

2 KOHCTpyKuMs UK pacrnonoXeHuMe peakTopoB, €MKOCTENW, TpybonpoBOAOB M HACOCOB  OOJPKHbI
npegycmatpuBaTtb YOOOCTBO MX OYUCTKUM M MpUM HEOOXOOUMOCTW CaHuTapHou obpaboTku. B uyacTtHocTu, B
KOHCTPYKUMM 000pyaoBaHNsSl AOMMKHO ObiTb CBEAEHO K MUHMMYMY HanuMyine HedOCTYMHbIX 30H UMK Yy4acTKOB, B
KOTOPbIX MOTYT CKannmBaTbCsl OCTaTKM NPOAYKLMMK, cO3AaBas cpeny Ansl pa3MHOXEHUS MUKPOOPraHN3MOB.

3 o BO3MOXHOCTM He crneayeT UCMonb3oBaTh annapaTtypy 13 ctekna. Kak npaBuno, 4actu o6opyaoBaHus,
KOHTaKTUpYOLLME C NPOAYKUMNEN, OOMKHbI ObiTb M3rOTOBMEHbI N3 BbICOKOKAYECTBEHHON HEPXXaBEKOLLEN cTanu.

MponsBoacTBoO

4 CnepyeT yCTaHOBWUTb M KOHTPONMPOBATb Ka4eCTBO MCMONb3yeMOW BOAbl B OTHOLUEHUW XMMUYECKOW ”
MUKpOBUonornyeckon Ynctotol. Bo nsbexaHve pucka pasmHOXEHUS MUKPOOPraHW3MOB crefyeT Haanexalumm
obpasom opraHusoBaTb ObGCHyXMBaHME CUCTEM MNOArOTOBKM BOAbl. [locne nobon XMMUYecKon CcaHuTapHON
0bpaboTkn cucteM MOoAroToBKW BOAbI UX HEOOXOAUMO MPOMbITb B COOTBETCTBUM C MpoLeaypou, npollefLlien
Banugauuio, KOTopas rapaHTMpyeT nonHoe yaaneHue Ae3vHMUUMPYIOLWMX CPeacTs.

5 KayecTBO MCXOAHbIX MaTtepuanos, nofy4yaembix B eMKOCTAX B6onblioro obbema, cnegyet npoBepsATb 40
UX NepemMeLLeHns B EMKOCTU NS XpaHeHWs.

6 CrnegyeT KOHTpoONUpoBaTb Nepedadvy UCXOAHbIX MaTepuanos no Tpybonposogam, Y4Tobbl rapaHTMpoBaTb
MX MOCTYMSEHNE B HYy)XHOE MecCTO.

7 B nomelleHusx, rae cogepxarcs OTKpbiTas NPOAYKUMS UK OTKPbITblE YUCTblE YNaKOBKWU, HE JONycKaeTcs
HaxoXaeHne maTtepuanoB, OT KOTOPbIX BO3MOXHO OTAENEeHWe BOMIOKOH W APYrMX KOHTaMWHAHTOB (Hanpumep,
KapTOH MUnun gepeBsHHbIE NOAO0HbI).

8 Bo Bpemsi dacoBkn Heobxoaumo obecneuntb CoXpaHeHwe OJHOPOAHOCTU CMeCeN, CyCneH3vn u T. A.
Mpouecchbl cmelwmBaHua M hacoBkM AOMKHbI NponTu Banugaumio. Ocoboe BHMMaHue HeobxoauMMo yaensTb
obecneyeHno OQHOPOOHOCTM CMECK B Havarne, nocrne OCTaHOBOK M B KOHLIE NpoLiecca HanomHeHus.

9 Ecnv roToBbIVi MPOOYKT yNakoBbIBAeTCH He cpasy, HeobXxoanMO yCTaHOBWUTb MaKCMManbHO AOMyCcTMMOe
BpeMsi 4O ero ynakoBKW, a Takke COOTBETCTBYIOLLUME YCIIOBUS XpaHEHUsi, KOTopble crieayeT CTporo cobnoaathb.
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MpunoxeHune 10
(obsizaTenbHoe)

Tpe6GoBaHUsA K NPOU3BOACTBY A03UMPOBaHHbLIX a3P030SIbHbIX NIEKapCTBEHHbIX CPeACcTB noj
AaBrieHMeM AN MHranauumn

MpuvHUMN

npOVISBO,EI,CTBO addpPO030J1bHbIX J1IeKapCTBEHHbIX CpencTB noa AaBlieHnem C OO3NPYHLMMKU KinanaHaMu,
npegHasHa4YeHHbIX Aand WHransummn, Tpe6yeT ocoboro BHMMaHus u3-3a CI'IGLI,VId)VI‘-IeCKOFO Xapakrtepa aToMN
ﬂeKapCTBeHHOVI (*)OprI. Ero Heobxogumo OCYyLWECTBNATb Npun ycroBuAx, cBoAALLNX K MUHAMYMY KOHTaMUHaLUUO
MUKpOOpraHmaMmamm n 4actmuamu. OuyeHb BaXHO Takke obecneunTb kauyecTBO AeTarnen knanaHa, a B cny4yae
cycneH3V|17| — X OQHOPOOHOCTb.

O6wme TpeboBaHuA

1 Kak npaBuno, ncnomnb3yloTca 2 MeToaa NPoM3BOACTBA W HANOMHEHNS:

a) Cucrtema ABYyX CTaguMHOIO HanonHeHwus (HanonHeHue nog AasneHnem). AKTuBHasa dpapmaueBTnyeckas
cybcTaHuusa cycneHampyeTcs B NPOMESNIEHTE C BbICOKOW TeMNepaTypomn KMNeHus, Aosa CycrneHsmm nojaeTcs B
KOHTeriHep, BCTaBnseTcda M obXuMMaeTcd KnanaH M 4Yepes LITOK KnanaHa BBOAMTCH MPOMNenfieHT C HU3KOM
TemnepaTypov KuneHust Ans NOMyYeHWs rOTOBOro JieKapCTBEHHOro cpeactsa. [lpy aTom noggepkuBaeTcd
AOCTaToOYHO HU3Kas TemnepaTypa CyCrneH3uyn akTMBHOW hapmaueBTUYecKon cybCcTaHuuMM B nponenneHte ans
CHWXeHWs NoTepb 3a CYET NcnapeHuns;

b) npouecc ogHOKPaTHOrO HaMoMHEHWs (XONoAHOEe HarfonHeHne). AKTMBHYHO hapmMaueBTUYEeCcKyIo
cybGCcTaHUMIO CycneHaMpyeTcs B CMeCWM MPOMEenfieHTOB WM CYCNEeH3Ws COAepXWUTCA NoA AaBrfeHVeM Wnu npwu
HW3KOW TemnepaTtype, WM OJHOBPEMEHHO MOA4 AaBMeHVWeM W MpW HU3KOW Temnepartype. 3aTeM NpoBOAMTCHA
HanosfiHeHWe ynakoBKu cycneHsnen B 1 npuem.

NMomeweHusa n obopynoBaHue

2 Npons3BoaCcTBO 1 HaMosiHeHWe criedyeT NMPOBOAUTL NO BO3MOXHOCTW B 3aKPbIThIX CUCTEMAX.

3 3oHa, B KOTOPOM MPOAYKUUS WM YUCTble KOMMOHEHTbl COoAepXaTcs OTKPbITbIMW, AOIDKHA CHabxaTbes
OT(PMNbTPOBAHHBLIM BO3AYXOM M COOTBETCTBOBaTb TPeOOBaHUSAM K NPOM3BOACTBEHHON Cpeae Mo KpanHen mepe
knacca D. BxoguTb B 30HY cnefgyeT vyepes BO3AYLUHbIE LUMO3bI.

Mpoun3BoACTBO U KOHTPOSb KayecTBa

4 [osvpylolne knanaHbl Ons aspo3onen ABMATCSA Gonee CroXHbIMU N0 CPaBHEHUIO C OOMbLUMHCTBOM
YCTPOWCTB, MWCMOMb3yeMblX B (papMauLeBTMYECKOA MNPOMbILLMIEHHOCTU. 3TO [AOMKHO ObiTb Y4TEHO B
cneundurKkaLmax Ha HUX, a Takke npu otbope npob n npu ucnbiTaHnsax. Ocoboe 3HavyeHne nmeeT nposegeHve
ayauTa cuctembl obecneyeHns kadecTBa y NPoOU3BOANTENS AO3MPYHOLUX KlanaHoB.

5 Bce XugkocTn (Hanpumep, XUOKUME UMW CXKWXKEHHble MNoA AaBfieHMem ra3oobpasHble MNponenneHThl)
OOIMKHbI ObITb MPOUNbLTPOBaHLI ANA yAaneHus 4actuy, pasmep KoTopbix Gonbwe 0,2 Mkm. Mpu Hanuuuu
BO3MOXHOCTW  XenaTefnbHO MpoBeJeHWe  OOMOMHUTENbHOW  unbTpaumM  HemnocpeacTBeHHO  nepen
HanoMHeHneM.

6 KoHTerHepbl M knanaHbl HEOO6XOAMMO oOuMLaTb COrMfacHO BanvMAMPOBAHHOM npouenype, Kotopas
COOTBETCTBYET Ha3HAYEHUIO JIEKAPCTBEHHOIO cpeacTtBa M obecneynmBaeT OTCYTCTBME JHOOOM KOHTaMumHaumu
(Hanpumep, KOHTaMUHALMA TEXHOJTOTMYECKMMU BCMOMOraTesfibHbIMU Matepvanamym (Hanpumep, CMa3oudHbIMM)
N MUKpobHas KOHTamuHaums). ocne o4MCcTKM KnanaHbl CnegyeT XPaHuTb B YUCTbIX 3aKPbITbIX €MKOCTSX.
Kpome Toro, AormkHbl ObiTb MPUHATBEI Mepbl NPeAOCTOPOXHOCTU, NpefoTBpaLLaloLLne KOHTaMMHAUUIO BO BpeEMS
nocrnegywLwmx onepauun, Hanpumep, npu otbope nNpob. YNakoBkM OOSMKHBI MOCTYNaTh HA NIMHMIO HAMOMHEHUS B
YMCTOM BUOE UIN OYMLLATBCA HA JIMHMM HEMOCPEACTBEHHO Nepes HanoMHEHNEM.

7 Heobxogmmo obGecneuntb OLHOPOOHOCTb CYCMEH3MM B TOYKE HamMoOSfIHEHMS B XO4e BCEero npouecca
HanonHeHus.

8 [lpu wucnonb3oBaHMM MeToda 2-CTaAUMHOIO HaMOMHEHUs Ans AOCTWXKEHUS NPaBUITbHOMO CcoCTaBa
Heob6xo4MMo obecneynTb TOYHYH Maccy BBOAMMbIX BELLECTB Ha 0benx ctagusax. MosTomy BO MHOMMX cry4dasx
uenecoobpaseH 100 %-HbI KOHTPOMb MACChl Ha KaXaon ctaguu.

9 KoHTpornb nocrie HanonHeHuss AomKeH NoaTBEPAUTb OTCYTCTBME yTeyek. [TpoBepKy Ha Hanuuue yteyek
crnegyeT NpoBOAUTb Tak, YTOObI HE 4ONYCTUTb MUKPOBHOW KOHTaMUHALIMW UMM OCTaTOYHOW BRaru.
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MpunoxeHwne 11
(obsi3aTenbHOE)

TpeboBaHUA K KOMMNbLIOTEPU3INPOBAHHBIM CUCTEMAM
MpuvHUMN

HacTtosiwee npunoxeHne NpUMeHAETCa KO BCEM TUNam KOMMbIOTEPU3MPOBAHHBLIX CUCTEM, UCMOMNb3YEMbIX B
paMkax AeaTenbHOCTU, perynupyemon TpeboBaHusiMum HacTosiwero TKI. KomnbloTepuaupoBaHHas cuctema
npegctaensieT cobon Habop NporpammHbIX U annapaTHbIX KOMMOHEHTOB, KOTOPblE COBMECTHO BbIMOMHAOT
onpegerneHHble hyHKuNnN.

[MpuMeEHEHNE KOMMBHOTEPM3NPOBAHHOW CUCTEMbI OOIMKHO ObiTb  BanuAMpOBaHO, WHAOPMALMOHHO-
TeXHomnornyeckas MHpacTpykTypa OOIMKHA NPOUTK KBanudukauuio.

Ecnn komnbloTepusmMpoBaHHasi CUCTEMA 3aMeHsAeT pyvyHOe yhpaBfeHwe, 9TO He AOMKHO MnpuMBOAUTbL K
CHUXEHMIO KayecTBa NpPOOyKUWUKM, TEXHOMOrM4yeckoro KOHTpons wunu obecnedeHuss kadectBa. OOuime pucku
npouecca He JOMKHbI BO3pacTaTh.

O6wme TpeboBaHNA

1 YnpaBneHue puckamu

YnpaBneHne puckaMmyn [OOJDKHO MNPUMEHATBCA B TEYEHME >KM3HEHHOro LUMKNa KOMMbITEPU3MPOBAHHOM
CUCTEMBI U y4uTbiBaTb 6€30MacHOCTb MaUMEHTOB, LENOCTHOCTb AaHHbIX M KayecTBO npoaykumn. B pamkax
CUCTEMBI YMpPaBeHUs pUckamMu peLleHust Mo obbemy BanMAaUUOHHBLIX UCMbITAHUA U NPOBEOEHUI0 KOHTPONEWn
LeNTOCTHOCTM AaHHbIX OOSMKHbI OCHOBBLIBATbCS Ha OOOCHOBAHHOW W OOKYMEHTarbHO OMOPMIIEHHOM OLIEHKE
PUCKOB KOMMbIOTEPUINPOBAHHOW CUCTEMBI.

2 MNMepcoHan

CnegyeT nopgaepxvBaTb TECHOE COTPYAHUYECTBO MEXAY BCEM 3HAYUMbIM MEpPCOHANoOM, BOBIIEYEHHbIM B
OaHHbIA npouecc (Hanpumep, ¢ Bragenblem npouecca, Bnagenbuem cucteMbl, YNONHOMOYEHHbIMIU NLaMm 1
TexHudeckum (IT) nepcoHanom). Becb nepcoHan OOMmKeH UMETb COOTBETCTBYIOLLYIO KBanndukaumio, ypoBeHb
[0CTyna u HeCTW onpeaeneHHy OTBETCTBEHHOCTb A1 BbIMNOSIHEHWS BO3MOXEHHbIX Ha Hero obs13aHHOCTEN.

3 MocTaBwmMKNM U NnpoBanaepbl ycnyr

3.1 Ecnn 3apeiicTBoBaHbl TpeTbM nuua (Hanpumep, MOCTaBLLMKM, NpoBangepbl YCnyr), Hanpumep, ans
MoCTaBKW, YCTAHOBKW, HACTPOWKW, 3adaHus KOH(Urypauuu, WHTErpuMpoOBaHWUs, Banuaauun, TEXHUYECKOro
obcnyxueBaHus  (Hanpumep,  Yepe3  yaaneHHbld  gocTyn),  MoaudukauumM  UnuM - noaaepkaHus
KOMMbOTEPU3UPOBAHHBLIX CUCTEM, CBSI3aHHbIX C HMMW YCNyr WM 06paboTKM OaHHbIX, OOMKHbI MMETbCS
Hagnexale odOopMIeHHble [OOroBopbl Mexay npov3BoAuTeNneM U mbbiIMU TPeTbUMM nuuamn. B atux
[OroBopax [OoikHa ObiTb YETKO YCTaHOBMEHa OTBETCTBEHHOCTb TPeTbUX nul. AHamnorMyHble TpeboBaHus
cnepnyeT NpeabsBRATb K NoapasaeneHnsmMm MHMOPMaLUMOHHBIX TEXHOMOMMIA NPOU3BOAUTENS.

3.2 KOMMNeTeHTHOCTb W HaOEeXHOCTb MOCTaBLUMKOB SBMSIOTCS  KMOYEBbIMU  YCrOBUSIMU  Bblbopa
npoBaigepoB NpPorpaMMHOro NPoAykTa unu ycnyr. Heo6xoanmocTb ayanTa [ofkHa ObiTb OCHOBaHa Ha OLEHKe
PWCKOB.

3.3 [okymeHTauuss, npunaraemass K KOMMEPYECKM BbIMyCKaeMbiM TOTOBbIM [OJ1  MCMOSb30BaHUS
nporpamMmmHbIM MpoAyKTam, OOMKHa ObiTb pacCMOTpPEeHa YMONTHOMOYEHHbIMU MpeacTaBUTENs MU 3akasduka Ha
npeameT cooTBETCTBUS TpeGoBaHMSAM Norb3oBaTens.

3.4 WHdopmauuss o cucTteMe kadecTBa W ayauTax MOCTaBLUMKOB UMM pas3paboTYMKOB MPOrpamMMHOro
obecrieyeHnMss M YCTAHOBMEHHbIX KOMMbIOTEPU3UPOBAHHLIX CUCTEM [OIMKHa OblTb OOCTynHa  Ansd
npenocTaBneHns MHCTeKTopaMm no ux TpeboBaHuio.

Cragusa npoekTa

4 Banvpauusa

4.1 BanupaunoHHas SOKYMEHTaUus 1 0TYeTbl JOJPKHBI OXBaTbiBaTb COOTBETCTBYOLLME CTaAUN XKU3HEHHOTO
LUMKNa KOMMbIOTEPU3MPOBAHHOMW cuUCTeMbI. [lpou3BoguTenyn [OMKHbl ObiTb CNOCOGHBI OOOCHOBaTb CBOM
CTaH4apThbl, MPOTOKOMbI, KpUTEPUM NPUEMIIEMOCTU, NMPOLEAYPbl U 3aN1CU Ha OCHOBE OLIEHKW PUCKOB.

4.2 BanupauuoHHast OOKYMEHTauusa [OorbkHa BKNoYaTb B cebsi 3anuMcuM KOHTPONS M3MeHeHun (ecnu
NPVYMEHNMO) U OTYETHI O MOObIX OTKIIOHEHUSIX, BbIIBIIEHHbIX B X04€ NpoLuecca Banugaumm.

4.3 JomkeH OblTb B HAaNUUMM TEKYLUUIA NepeyveHb (peectp) BCeX MCMONb3yeMbiX KOMMbOTEPU3NPOBAHHBLIX
CUCTEM C YKadaHneM nx yHKLMOHaNbHOCTU, perynupyemon TpebosaHusmu Hactodwero TKIT.

0Ona KpUTUMYECKNX KOMMbIOTEPU3MPOBAHHBLIX CUCTEM [OSKHblI ObiTb B Hanuuuy nogpobHoe Tekyliee
onucaHue U3NYECKUX U NOTMYECKUX B3aUMOCBSA3EN, NOTOKOB AaHHbIX U UHTEPEENCoB ¢ APYruMM cucTtemamm
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unu npoueccamn, Tpebyemble pecypcbl BCEro KOMMNbIOTEPHOrO 06OpPYyAOBaHUSA U NPOrpaMMHOro obecneveHus,
OOCTynHble Mepbl 6e3o0nacHoOCTU.

4.4 Cneumdwukauum TpeboBaHMI MOMb30OBaTENs [AOMKHbI  OMUCbIBaTb HeobXxoaumble — OYHKLMUK
KOMMNbIOTEPU3NPOBAHHOM CUCTEMbI HA OCHOBE JOKYMEHTarbHO 0POPMMAEHHON OLEHKM PUCKOB N BIUSIHUS C TOYKU
3peHusa cobniogeHusa Hactogauwero TKI. TpeboBaHua nonb3oBaTens OOMKHbI NPOCNEXUBATLCA HA MPOTSXKEHUN
BCEro XXW3HEHHOTIO LMKIa KOMNbOTEPU3NPOBAHHON CUCTEMBI.

4.5 3akasuuky cnefyeT npeanpuHSaTb BCE Mepbl, rapaHTUpyoLme, YTO KOMMNbIOTEPM3MPOBAHHAsA cUcTema
paspaboTaHa B COOTBETCTBMM C Hagmnexallen CUCTEMOW ynpaBrieHuUsl KayecTBoM. [MocTaBLMK OOMKEH ObiTb
OLeHEeH COOTBETCTBYHOLIMM 0Opa3om.

4.6 C uenbio Banuaauum KOMMNbIOTEPU3MPOBAHHBLIX CUCTEM, U3rOTOBMEHHbIX NO UHAVBMUAYANbHOMY 3akasy
unu  MOAMPUUUPOBAHHBLIX B  COOTBETCTBUM C TpeboBaHMAMM  3akasyuka, cnegyetr paspabortatb
OOKYMEHTUPOBAHHYHO npoweaypy OLLEHKM KayecTBa " 3aKcnnyaTaunoOHHbIX XapakTepucTuk
KOMMNbIOTEPU3NPOBAHHOM CUCTEMbI Ha BCEX dTanax €€ XM3HEHHOro Lukna ¢ 0popMMeHMeM COOTBETCTBYHOLLIMX
OTYETOB.

4.7 CnegyeT npeAacTaBUTb [JOKas3aTenbCTBa COOTBETCTBUA METOAOB W CXeM  TeCTUpPOBaHuUs
KOMMNbIOTEPU3NPOBAHHON CUCTEMBI. B YacTHOCTU, JOIMKHbLI OGbITb pacCMOTPEHbI Npeaernbl NapaMmeTpoB CUCTEMBI
(npouecca), rpaHuubl AaHHbIX U 06paboTka owmnbok. CriegyeT JOKYMEHTanbHO opopMUTE OLEHKY COOTBETCTBUS
NPMMEHEHMS aBTOMaTM3NPOBaHHbIX CPEACTB TECTUPOBAHUA U PEXMMOB UX PaboThl.

4.8 Ecnn gaHHble nepeBOAsTCs B Apyrov dhopmaT UM CUCTEMY [aHHbIX, Banvaauus OOJDKHA BKIOYaTb
NPOBEPKY HEM3MEHHOCTM 3HaYEeHMs 1 CMbICNa AaHHbIX B MPOLIECCe NX MUrpauun.

Cragusa akcnnyarauum

5 [laHHbIe

KomnbloTEPU3NPOBAHHBIE CUCTEMbI, OCYLLECTBISIOWME ONEKTPOHHbIN OOMEH [AaHHbIX C  ApYrumu
cucTeMamu, [JOSDKHbl  BKMNOYaTb COOTBETCTBYHLIME BCTPOEHHble CpeAcTBa KOHTPOMS MNpPaBUITbHOMO U
6e3onacHoro BBoga 1 06paboTku AaHHbIX C LEeNblo MAHUMM3ALMM PUCKOB.

6 KOHTpOnb TOYHOCTH

Ona KpUTUYeCcKUX OaHHbIX, BBOOUMBIX BPYYHYH, cregyeT npedyCcMOTPEeTb [AOMOSHUTENbHbIA KOHTPOIb
TOYHOCTU BBOAA AaAHHbIX. ATOT KOHTPOSIb MOXET OCYLLECTBMNATHCA BTOPbIM OMEPaTopoM UMM C MOMOLLbH
BanMaMPOBaHHBLIX 3MEKTPOHHbIX cpeAcTB. KpUTMYHOCTL M MoTeHuuanbHble MNOCNEeACTBUSt OLWMBOYHOro unm
HenpaBWbHOro BBOAA AaHHbIX B CUCTEMY JOIMKHbI OXBaTbIBATLCS CUCTEMOW YNPaBneHUsi pUCKamu.

7 XpaHeHue AaHHbIX

7.1 [aHHble fOMKHbI ObiTb 3alLMLLEHbI OT NMOBPEXAEHWI Kak (PU3NYECKUMU, TaK U SNEKTPOHHBIMU MepaMu.
CoxpaHeHHble AdaHHble OOMKHbI NPOBEPSATLCS Ha AOCTYMHOCTb, YMTAEMOCTb M TOYHOCTb. [OCTyn K AaHHbIM
OOmKeH OblTb oGecneyeH Ha NPOTSXKEHUN BCEro Nepuoaa Ux XpaHeHus..

7.2 CnenyeT BbINOMHATL perynsipHoe pe3epBHOE KOMMpOBaHWE BCeEX HeobXoauMbIX AaHHbIX. COXpaHHOCTb
N TOYHOCTb PEe3epBHbIX KOMWIA, a Takke BO3MOXHOCTb BOCCTAHOBMEHWUS LAaHHbLIX OOIMKHbI OblTb NPOBEpPEHbl B
npouecce Banvaauum 1 Nepmoanyeckn KOHTPONMpoBaThCS.

8 PacnevaTtku

8.1 HeoGXoAMMO MMeTb BO3MOXHOCTb TMONYYEHUS] YETKUX MeyvaTHbIX KOMWA [OaHHbIX, XPaHsALWMXCH B
3MEKTPOHHOM BUaE.

8.2 [nsa 3anuceil, COMPOBOXOAILWMX paspelleHMe Ha BbiNyCcK cepuun, crnegyeT MpeaycMoTpeTb
BO3MOXHOCTb MOMyYeHUsI pacreyvaTok, yKasbiBaloliMX, W3MEHSNUCb N Kakue-nnbo OaHHble C MOMEHTa WX
nepBoHaYanbLHOro Beoa.

9 KoHTponbHbIe cneabl

Ha ocHoBe OLleHKM pUCKOB criegyeT yaenuTb BHUMaHWe BCTPAUBaHWUIO B CUCTEMY BO3MOXHOCTM CO34aHus
3anncen BCEX CYLLECTBEHHbIX U3MEHEHWA U yaaneHun, CBs3aHHbIX C obnactbio AencTBusa Hactoswero TKI
(cuctema, cosparoLlasn «KOHTPOrbHbIE criedbl»). NMpUUYnHBI TakMx CBA3aHHbIX ¢ HacToswmum TKI nsmeHeHun mnu
yOaneHnin [aHHbIX [OO0MMKHbl ObiTb  OhopMMeHbl OOKyMeHTanbHO. KOHTpoOmnbHble cnedbl OOMKHbI  ObiTb
OOCTYNHbIMW, UMETb BO3MOXHOCTb MX NMpeobpa3oBaHUs B MOHATHYIO AN Nonb3oBaTtenen opmy, perynsipHo
NpoBEPSATLCS.

10 YnpaBneHne nameHeHUsiM1 U KoHcpurypaumen

JNioGble M3MeHeHWsI B KOMMbIOTEPU3NPOBAHHOW cUCTeMe, BKIoYas KOHMUrypauul CUCTEMbl, OOJIKHbI
MPOBOAUTLCS TOSIbKO KOHTPOSIMPYEMbIM CMIOCOGOM B COOTBETCTBMU C YCTAHOBIIEHHOW NpoLieaypoil.
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11 Nepnogunyeckas oLeHKa

KoMnbloTepM3npoBaHHbIE CUCTEMbI OOIMKHbI MEPUOANYECKN OLEHMBATLCS ANS NOATBEPXAEHUSA TOro, 4To
OHW OCTaKTCH B BanNnuMaupoBaHHOM COCTOSIHUM U COOTBETCTBYIOT TpeboBaHuam Hactoswero TKI. Takve oueHku
OOIDKHBI BKNIOYATb, B Criydae Heo6XxoOMMOCTHU, OLEHKY TeKyLlero ananasoHa (PyHKLUMOHambHbIX BO3MOXHOCTEN,
3anuMcen OTKMOHeHuKn, cboeB, npobnem, uctopuym oBHoBReHUM (upgrades), oTyeTbl 06 aKkcnnyaTauuwu,
HaOeXHOCTH, 3aLLMLLEHHOCTU N O BanuaaLMOHHOM cTaTyce.

12 3awumTa

12.1 JomkHbl UMETBLCS B Hann4um usnydeckmne n (Mnu) normyeckne snemMeHTbl KOHTpons Ans obecneveHuns
AOCTyna K KOMMNbHOTEPU3UPOBAHHOW CUCTEME TOSMbKO YMOMHOMOYEHHBbIM Ha TO nuuam. CooTBeTCcTBylOLME
cnocobbl MpedoTBpaLLEeHUss HEeCaHKUMOHMPOBAHHOrO [JOoCTyna K CcucTeMe MOryT Bkmaovatb B cebs
MCMoNb30BaHME KNIoYeW, KapTodek AOCTyna, MepcoHasbHbIX KOAOB C Naponsamu, GUOMETPUYECKUX AaHHbIX,
OorpaHuyeHns JocTyna K KOMMbIoTEPHOMY 060PYAOBaHUIO N 30HAM XPaHEHWS AaHHbIX.

12.2 CteneHb 3alUnTbl 3aBUCUT OT KPUTUYHOCTU KOMMbIOTEPU3MPOBAHHOW CUCTEMBI.

12.3 Co3paHuve, U3aMeHeHWe 1 aHHYNMPOBaHMe Npas AOCTYyNa AO0MMKHO ObiTb 3aperncTpMpoBaHo.

12.4 [orkHa ObiTb paspaboTaHa cucTema ynpaBfeHUs AaHHbIMW WU OOKYMEeHTamu Ans uaeHTudmkauum
onepaTopoB, OCYLLECTBIALWMX BXO4, a Takke ANA pernctpaumm U3MeHeHusl, NoATBEPXAEHUA Unn yaaneHus
OaHHbIX, BKMNOYas gaTy u Bpems.

13 YnpaBneHue nHumgeHTamm

Bce nHUMOeHTbl (HenpeaBuAEeHHbIE cry4vaun), BKoYas CUCTEMHbIE COOM U OWMOKN AaHHbIX, OOIKHbI ObITh
3anncaHbl M oueHeHbl. CriegyeT yCTaHOBWUTb OCHOBHYHO MPUYMHY KPUTMYECKMX COOEB M MCMOMb30BaTb 3Ty
MHpopMaLMo B KA4YEeCTBE OCHOBbLI KOPPEKTUPYIOLLMX U NpeaynpexaatoLlumx 4encTBumn.

14 dneKkTpoHHasa noanNnUcChb

SJ'IeKTpOHHbIe 3anncum mMoryt ObITb NOANUCAaHbI B ANIEKTPOHHOM Buae. SJ'IeKTpOHHbIe noanncu AOJKHbI:
a) B paMKax npeanpunatna MMeTb Takoe Xe 3Ha4vYeHune, Kak pyKornucHble noarnncu;

b) ObITb Hepas3pbIBHO CBA3aHHbIMU C COOTBETCTBYHOLWMMUN 3annNCAMU;

C) BKInKO4YaTb BpemMaA U aarty, Korga oHun ObINM NOCTaBMEHbI.

15 Bbinyck cepuun

Ecnu ansa peructpauum npoueaypbl 0006peHns 1 BbiMycka Cepun UCNOMb3yeTcs KOMMbIOTEPU3MPOBaHHAs
cucTema, oHa [OrmKHa NpefocTaBnATb AOCTYN AN BbiMycka CepuUU TOMbKO YNOMHOMOYEHHOMY NULY, a Takke
OOMKHA YeTKO MAEHTUULMPOBATbL U PErMCTPMPOBaTb COTPYAHMKA, KOTOpbIA 0400pun 1 BbiNyCTUN CEPUO B
peanusauuio. TN A4eNCTBUSI [OMKHbI OCYLLECTBATLCS C UCMONb30BaHWMEM INIEKTPOHHOW NOANUCH.

16 HenpepbiBHOCTb paboThI

C uenblo obecneveHnss paboOTOCNOCOBHOCTN KOMMBLIOTEPU3MPOBAHHBIX CUCTEM, COMPOBOXAAKLNX
KpUTn4eckume npoueccsol, crnegyeT NpuUHATbL Mepbl NpeaoCTOPOXHOCTU ANA rapaHTUn HenpepbiIBHOCTU NOOOEPXKKA
3TMX MPOLLECCOB B Crlydyae BbIXO4a CUCTEMblI M3 CTPOs (Hanpumep, C WCMONb30OBaHUMEM PYYHOW WK
anbTepHaTMBHOW cucTembl). Bpemsi, Heobxognmoe Ona BBeAeHWsI B OEWCTBME anbTEpPHATUBHBLIX CPEACTB,
JOMKHO  yuMTblBaTb PUCKM U COOTBETCTBOBATb  KOHKPETHOW  KOMMbIOTEPU3UPOBAHHOW cUCTEME U
conpoBoxaaemomy paboyemy npoueccy. 3TU Mepbl OOMKHbI ObiTb Hagnexawmm obpa3oM 0odOopMMEHbI
[OKYMEHTarbHO U NMPOBEPEHBI.

17 ApxnsupoBaHue

[aHHble MOryT apXmBmpoBaTbCA. OTK gaHHbIE AOMKHbI npoBepATbCA Ha AOCTYNHOCTb, y,EI,O6CTBO YTeHUA n
LuenocTHocTb. Ecnu B KOMFIbPOTepVI3I/IpOBaHHOI71 cuctemMe HeobXoaMmo npoesecTtn cCylleCTBeHHble U3MEeHEeHUsA
(Hanpl/lmep, KOMMNbKOTEPHOIO 060py,EI,OBaHVIF| nnm nporpaMmmMHoOro OGSCHG‘-IGHVIH), cnenyet obecneuntb u
npoBepunTb BO3MOXHOCTb BOCCTAHOBJIEHUNA OAHHbIX.

OnpepneneHus

Bnageneuy npouecca (process owner): Jlnuo, oTBeTCTBEHHOE 3a paboyun npoLecc.
Bnageney cucrtembl (system owner): JIuo, oTBETCTBEHHOE 3@ PaAabOTOCMOCOOHOCTL U OBCNyXUBaHWUE
KOMMbIOTEPU3MPOBAHHONM CUCTEMbI, @ TaKKe 3a 3alLMTy HAXOASLMNXCS B HEW AaHHbIX.

162



TKM 030-2017

XXM3HeHHbIM uukn (lifecycle): Bce cTagmm cCyLecTBOBaHMS KOMMbIOTEPU3MPOBAHHOMW CUCTEMbI OT
opMUPOBaHMA MNepBOHaYanbHbIX TpeboBaHUN [0 MpeKkpalleHus JKChnyaTauun, BKNYasi NPOEKTMpPOBaHMWE,
onpefeneHne TexHW4Yeckux TpeboBaHMK, nNporpaMmupoBaHMe, TecTUpoBaHWEe, YCTaHOBKy, paboty u
obcnyxumBaHue.

MHdOpMaLMOHHO-TEXHOIOrNnYecKas MHdpacTpykTypa (IT-infrastructure): KomnbtoTepHoe
obopynoBaHue n nporpaMmHoe obecnedeHune, Takoe Kak CeTeBoe NporpammMmHoe obecrnevyeHne 1 onepalmoHHble
CUCTEMBI, KOTOPbIE AeNaloT BO3MOXHbIM (PYHKLMOHMPOBAHNE NPUNOXKEHNN.

KOMNbLIOTEPU3MPOBAHHAA CUCTEMa, U3roTOBMEHHass No wuHAuBuAyanbHoMy 3aka3dy (Bespoke
(Customized) computerized system): WHouBmayansHO CNpoekTMpOBaHHAas KOMMbIOTEPU3NPOBAHHAs cUcTeMa
anst obecneyeHns KOHKpeTHoro pabo4yero npouecca.

npunoxeHue (application): NporpammHoe obecneyeHune, yCTaHOBINEHHOE Ha onpeaeneHHon nnartgopme
(komnbloTEPHOM 0BOPYAOBaHUN) U NpeaoCcTaBnALLEee crneLmanbHble PYHKLNUOHaNbHbIE BO3MOXHOCTMU.

cepuiiHoe nporpamMmHoe obecneyeHue (commercial of the shelf software):. Kommepuyeckn goctynHoe
nporpaMmmHoe obecrneyeHne, NPUrogHOCTb KOTOPOro AN WCMNOoNb30BaHWs NPOAEMOHCTpMpoBaHa GonbLunm
KOMNMMYeCcTBOM NoNb30BaTeENeNn.

TpeTtbsa cTtopoHa (third party): CTOpOHbI, KOTOpble HE HaxoOATCst B MPSAMOM MOAYMHEHMMW AepXaTens
NMLEH3MM Ha NPON3BOACTBO JIEKAPCTBEHHBLIX CPEACTB.
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MpunoxeHune 12
(obsizaTenbHoe)

Tpe6oBaHUsA K MCNONb30BaHUIO MOHU3UPYIOLLLEro U3NTy4YEeHUA B NPOU3BOACTBE NIeKapCTBEHHbIX
cpencte

|_|p0VI3BO,CI,VIT6‘J'Ib npoaykuun, and KOTOpOl7| NoHun3npywuiee 06nyqume SBMSIETCA COCTaBHOM 4acTbio
TEXHOJT0r’M4YecKoro npouecca, OOJKEeH Takxe PYKOBOACTBOBATbCA akTamm, pernameHTnpyrownmmn
ncnosib3oBaHMe NMoHN3npyuwiero N3ryy4eHna npmn Nnpon3sBoacTBe JieKapCTBEHHbIX CpPeACTB.

BBepeHune

NoHnsumpyiowee unsnyvyeHne MOXeT MCNoNb3oBaTbCsA B NPOM3BOACTBEHHOM MpoLecce AN PasnnyHbIX
uenew, BKMNOYas CHWXEHWE CTeneHn OuoHarpyskm M CTepunusaumio UCXOAHbIX MaTepuanosB, KOMMOHEHTOB
ynakoBK/ MNu NpoAyKuMn, a Takke 06paboTkn nekapCTBEHHbIX CPeacTB, NonyYyaemblX U3 JOHOPCKOW KPOBU UNN
nnasmbl.

Wcnonb3syeTca ABa BMAA MOHM3UPYIOLLETO M3NydYeHUs: raMMa-usny4yeHne oT pagmoakTUBHOIO MCTOYHMKA U
BbICOKO3HEPreTU4eCcKoe 3NEKTPOHHOE nanyyeHue (beTta-nanyyeHme), Nony4eHHoe C NOMOLLBIO YCKOPUTENS.

Mpy ramma-nsny4eHnm MoryT 6biTb UCMONBb30BaHbI ABa Pa3NMYHbIX pexuma o6paboTku:

- MOPUMOHHBIA PEXUM: NPOAYKUMSA pasMellaeTcs B (UKCUPOBAHHOM MOSIOXKEHWN BOKPYr WCTOYHUKA

M3My4eHnss M He MOXeT ObiTb 3arpyxeHa WNM BbIrPy)XeHa, MoKa OTKPbIT WCTOYHWK WMOHWU3MPYIOLLEro

N3nyyeHus;

- HenpepbIBHbIA PEeXMM: aBTOMaTU3MPOBaHHas cucTema TPaHCMOpPTUPYeT MpOoAYKUMI0O B Kamepy Ans
0b6y4eHMss MMMO OTKPbITOrO MCTOYHMKA WOHW3UPYIOLLEro M3fyyYyeHus, nepeMeLlaeT ee C COOTBETCTBYOLLEW
CKOPOCTbIO NO 3a4aHHOMY MapLUpyTy, a 3aTeM BbIBOOUT U3 KaMepbl.

PagvaumnoHHble yCTaHOBKM C YCKOPUTENSIMU 3NEKTPOHOB: NPOAYKUMIO MepeMeLLaloT 4Yepes HenpepbiBHbIN
U1 NyNbCUPYIOLLNIA MYYOK 3NEKTPOHOB BLICOKON 3HEprun (6eta-mnanydeHune), pasBepTKky KOTOPOro npom3BOANaT B
060onx HanpasneHnax NepNneHanKyNsapHO K NepemMeLLeHNIo NPoAyKLUMK.

OTBeTCTBEHHOCTb

1 PagraumoHHast o6paboTka MOXET OCYLLEeCTBNATLCS HENOCPEACTBEHHO NPOU3BOAUTENEM NEKAPCTBEHHbIX
CpPeacTB MK MO KOHTPaKTy C opraHu3auuen, UMeoLLe B pacnopskeHun pagmaunoHHY0 yCTaHoBKyY. Mpu aTom
KaXabli U3 HUX JOIKEH MMETb COOTBETCTBYHOLLYIO NULIEH3UKO Ha MPOU3BOACTBO M (UMW) UHbIE pa3peLLeHus,
NpeayCMOTPEHHbIE 3aKOHOAATENLCTBOM.

2 MpownsBoauTenb NEKApCTBEHHbIX CPEACTB HECET OTBETCTBEHHOCTb 3a Ka4eCcTBO NPOAYKLMM, B TOM YuCHe
3a pesynbTaTbl BO3AEWCTBUS MOHU3MPYOLWEro wu3nydeHusi. OpraHusauus, npoBoAsilas paavalvoHHYH
06paboTky, HeceT OTBETCTBEHHOCTb 3a TO, 4TOObl Kaxdas ynakoBka nomyyuna [o3y, onpefeneHHyo
npov3BoanTeneM (B TOM YMCre ynakoBka C NPOAYyKLMEN, camas yaaneHHas OT UCTOYHMKA U3INYYEeHUs).

3 Tpebyemass po3a c 0OOCHOBaHHbIMW MpeAenbHbLIMU  3HAYeHUsIMU  JormkHa OblTb  ykasaHa B
perncTpauvoHHOM JOCbe Ha NlekapCTBEHHOe CPEeACTBO.

Do3unmeTpus

4 [103MMeTpUsi — 3T0 M3MEPEHME NOrMOLLEHHON A03bl MOHU3MPYIOLWENO U3MYYEHUSI C MOMOLLbIO O3MMETPOB.
NoHumaHne npnHUMNoB pa6OTbI N npaBuiibHOE WCMNOJ1Ib30OBaHMe TEXHUKU UMEKT BaXXHOe 3HadeHue AOnsa
Banunaauun, BBoaa yCTaHOBKM B 3KCMyaTaulnio U KOHTPOIA npouecca.

5 KanubpoBka kaxzdol napTum paboymx [OO3MMETPOB [OMKHA ObiTb NPOCHEXMBAEMOW BMMOTb A0
HaLMoHaNbHOro UNM MeXxayHapoAHoro atanoHoB. Cpok AeicTBust KanubpoBKM AomkeH OblTb YCTaAHOBMEH,
060CHOBaH M CTPOro BblAEpXKaH.

6 [Ina onpegeneHns M3aMeHeHUs NoKasaHWi WTaTHbIX A03UMETPOB nocrne obnyvyeHns 1 npu nx kannbposke,
Kak npaBumno, AOMMKEH UCMONb30BATbCS OAMH U TOT e npubop. Mpu 1crnonb3oBaHWM pasHbIX NPUGOPOB OHU
OOMKHbI O6bITb KannbpoBaHbl B aBCOMOTHLIX €AMHMLLAX MOTNOLWEHMS.

7 B 3aBMCMMOCTM OT Tuna MCMOSb3yeMbIX [JO3UMETPOB HEOBXOAMMO Y4YMTbiBaTb BO3MOXHbIE MCTOYHUKU
MOrpeLLHOCTEeN, BKIOYas BMaXHOCTb, U3MEHEHWs TemnepaTypbl, Nepuog BpeMeHW Mexay obnyyeHvem u
N3MepeHneM, a Takke MOLLHOCTb NOFMOLWEHHON O03bl.

8 [nuHy BOMHbLI Npubopa, UCMOMbL3YyEMOro AN M3MEpPEHUST U3MEHEHMI B MOTMOLWEHUN OO3UMETPOB, U
npubop, UCNonb3yembli ANs U3MEPEHUS MIOTHOCTU NOTOKA, CNeAyeT PerynsipHo NpoBepsiTb NyTeM Kannbposku
yepes onpefenieHHble BPEMEHHbIE MHTEPBarbl, YCTAHOBMEHHbIE HA OCHOBAHUWM CTABMNBbHOCTM, Ha3HAYEHUs U
cnocoba npumeHeHus npubopa.
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Banupgauusa npouecca

9 Banugauusa — 31O OencTBue, AoKasblBaloLlee, YTO MPoLecc, TO eCTb MoyyYyeHe NpPOoAYyKUMeEn 3agaHHON
MOrnoLEHHOW 03bl, AOCTUraeT oXxugaemsix pesynotaToB. bonee nonHo TpeboBaHusa K Banvaaumu npuseneHsl
B aKkTax no MCMosb30BaHMI0 MOHU3MPYIOLLErO U3NY4YEHNS B MPON3BOACTBE NeKapCTBEHHbIX CPEACTB.

10 Banupauma pomkHa BKoYaTb B cebs cocTaBreHwe KapTbl [O3HOro Mons, 4YToObl yCTaHOBUTH
pacnpegeneHve MnormnoLweHHoNn A03bl BHYTPU 006My4yaemMoro KOHTeWHepa C MpoAyKUMen npu onpeneneHHown
CXeMe pasMeLLeHnst NPOAYKLUN B HEM.

11 TexHuyeckne TpeboBaHus K NpoLeccy 0bnyvyeHus, Kak MUHUMYM, OOIDKHbI BKIOYaTh B cebs:

a) noapobHble cBeAeHMs1 00 ynakoBke NpoayKuuu;

b) cxemy(bl) yknagkm npogykuumn BHYTPU KOHTeWHepa ansa obnydveHus. Ecnv B 06rnyvyaeMoM KOHTenHepe
HaxodAaTCA pasnuyHble BuAbl Mpoaykuuu, ocoboe BHUMaHWE Heobxoaumo yaenaTb ToMmy, 4TobObl MAOTHas
NpoayKUMsl MONydmMna MONHYyK A03Y M He 3KpaHupoBana Apyrylo npogykumio. Kaxabin cnocob yknagku B
KOHTeVHep pasHbIX BUAOB NPOAYKUMU OOMKEH ObiTb ONMCaH B TEXHUYECKOW AOKYMEHTauun u OOSDKEH MPONTH
Banuaaumio;

C) CXeMy pacnonoXeHns KOHTEeNHEPOB BOKPYT MCTOYHMKA (MOPLIMOHHBIN PEXMM) Unn mapLupyT obnyvyaembix
0B6BLEKTOB BHYTPU Kamepbl Ans 06nyvyeHns (HeNnpepbIBHLIA PEXNM);

d) BepxHee 1 HwKHee npeaenbHO AONYCTUMbIE 3HAYEHWS MOMNOLLEHHOW A03bl M3NyYeHUs Ang npoaykumm (1
COOTBETCTBYHOLUNE METOAbI AO3UMETPUN);

€) BEepxXHee W HWKHee npederbHble 3Ha4YeHus1 MOrMOLWEHHON [03bl M3nyyYeHus Ans obryyaemoro
KOHTeliHepa 1 COOTBETCTBYIOLLME METOABI LO3UMETPUN ANSt KOHTPOIS 3TON MOrOLWEHHOW 4O03bl;

f) opyrve napameTpbl npouecca, BKMAOYash MOLHOCTb MOrMOWEHHON [A03bl, MaKCMManbHOe Bpewms
3KCMO3NLIMM, YMCIIO SKCMO3MLUIA, KONTMYECTBO LIUKMOB 0OMNyYeHns u np.

Ecnu obnydyeHne NnpoBOAAT NO KOHTPaKTy, TO B 3TOM KOHTPaKTe AOMKHbI ObITb OnucaHbl, N0 KpanHen mepe,
NOANYHKTLI d) 1 €), pernameHTMpyloLLmMe TexHMYeckne TpeboBaHus K npoueccy obnyyeHus.

BBoAa ycTaHOBKM B 3KCMyaTauuio

O6wme TpeboBaHuUA

12 Bsog B 3Kcnfyatauuio — 3TO IKCMEPUMEHTanbHO MONy4YeHHOe W AOKYMeHTanbHO OdopMIEHHOE
[oKasaTenbCTBO TOro, YTO paguauMoHHas YycTaHoBka Mpu paboTe B COOTBETCTBMM C  TEXHUYECKUMM
TpeboBaHMAMM K Mpoueccy NOCTOsHHO OyaeT paboTaTb B 3apaHee YCTaHOBMEHHbIX npegdenax. CornacHo
HacTosILLeMY MPWMOXEHUIO, 3apaHee YCTaHOBMIEHHble Mpedenbl — 3TO MakCUMarbHOe W  MWHUManbHoe
AOonyCcTMMble 3HayYeHus O03bl, MpeAHas3HavYeHHOW AN nornoleHns obrydaeMblM KOHTEMHEPOM. VI3MeHeHus B
paboTe yCTaHOBKW, KOTOPblE€ MOryT MPUBECTWU K BbIXOAY 3HAYEHWA MOrMNOLLEHHOW KOHTEMHEepOM A03bl 3a 3TK
npegenbl, HYU NPU Kaknx yCroBusX He AOMKHbI nponcxoants 6e3 Begoma onepaTopa.

13 BBog B aKkcnnyaTaumio 4OMMKEH BKNOYATh B cebs cneayrolime aneMeHTb!:

a) nnaHMpoBaHue;

b) cocTtaBneHune kapTbl 4O3HOrO Nons;

C) LOKyMeHTanbLHoe oopmMIieHue;

d) onpegenexve TpeboBaHMIA K NOBTOPHOMY BBOAY YCTaHOBKM B 3KCMyaTaumio.

UcTOUYHUKHM raMmma-mn3nyyvyeHumsa

KoHcTpyKums

14 TlornouwleHHas [o3a, MNOfy4YeHHas onpedenieHHoM 4YacTbio 06ry4yaemoro KoHTerHepa B Ntobon
onpeneneHHon ToUKe BOKPYT U3ny4darternsi, 3aB1CuUT, B NEPBY0 ovepenp, OT Crneaytowmnx hakTopoB:

a) akTUBHOCTU Y reOMETPUM UCTOYHMKA U3NYYEHNS;

b) paccTosiHusa OT NCTOYHUKA OO KOHTENHepa;

C) NPOJOIIKUTENBHOCTM 0BNYy4YEeHUs, KOHTPONMPYEMOK TakMEPOM UMM CKOPOCTbHO ABWXEHUS KOHBEWNEPA;

d) coctaBa 1 NMAOTHOCTU MaTepuana, BKMYasa APYryio NPOAYKLMIO MEXAY UCTOYHWKOM W ornpefeneHHon
YacTblo KOHTENHepa.

15 CymmapHas nornoLeHHas 4o3a 3aBUCUT Takke OT MapLipyTa, Mo KOTOPOMY ABUXKYTCSH KOHTEWHEPbI Npu
HENPEpPbLIBHOM PEXMME OONyYeHMUs!, UM OT CXEMbl 3arpy3ku Mpu NOPLUMOHHOM PEXMME OONyveHusl, a TaKke OT
KONnmM4yecTBa LIUKIOB 06ny4eHus.

16 lMpu dukcupoBaHHOM MapLupyTe (MpUM HenpepbiBHOM 06nydyeHun) unuv npu OUKCUPOBAHHOW CXeme
3arpysku (Npy NOPUMOHHOM pexume obny4yeHus), a Takke MNpu MOCTOSHHOW MOLLHOCTM WCTOYHWMKA W BuAge
NPOAYKUMN OCHOBHbBIM NapamMeTpoM YCTaHOBKU, KOHTPONMPYEMbIM ONepaTopoM, ABNAETCH CKOPOCTb KOHBeKnepa
UNu BpeMms, yCTaHOBMEHHOE Ha TarMepe.

CocTtaBneHue KapTbl 4O3HOro nons

17 Mpu cocTaBneHuu KkapTbl [OO3HOTO MOMs Kamepa AN o6nydyeHWs [ofkHa OblTb 3anonHeHa
KOHTEiHepaMn C Myrnsbkamy WM npeacTaBUTeNbHbIMU  06pasuamMy MpoayKuMUM OAHOPOAHOM MIOTHOCTU.
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[o3nmeTpbl OOMKHbI OblTb PACMONOXKEHbI HE MEHEE YEM B TPEX 3aMnOSIHEHHLIX KOHTENHEpPaX, KOTOpble NPOXOoaAT
yepes manyyartenb. ITU KOHTEMHEPb! AOMKHbI BbITb OKPY>KEHbI aHANOMMYHbIMU KOHTENHEPaMU UMK MYMsXamu
npoaykuun. Ecnu npogykumsa ynoxeHa HepaBHOMEPHO, OO3UMETPbl AOMKHbI ObITb pasmMelleHbl B 6onbluem
KOnmyecTBe KOHTENHEPOB.

18 PacnonoxeHne [O3NMMETPOB 3aBUCUT OT pa3mepoB 00fydaemMoro koHTenHepa. Hanpumep, ons
KOHTENHepoB pa3smepoM 1x1x0,5 m, 4O3MMETpbl MOryT pacnonaraTbCsa B y3fiax TPEXMEPHOW PeLLETKU C Larom
20 cM C y4yeTOM BHeELLUHEN MNOBEPXHOCTU KOHTeWHepa. Ecnu npegnonaraemble 30HbI C MakCUMarnbHOW W
MWHUManbHOW J03aMU U3BECTHbI U3 NpeablayLLUX OMNbITOB, TO YacTb A03MMETPOB MOXET OblTb N3bATA N3 30H CO
CpeAHMMN 3HAYEHNSIMM 403 U NOMELLEHa B 30HbI C 3KCTpPeMarbHbIMU 3Ha4eHUsAMM Ao3bl ¢ warom 10 cm.

19 B pesynbTaTe 3ToOW npouenypbl OOMKHbI ObiTb onpefeneHbl MMHUManbHas U MakcumanbHas [o03bl,
MOrnoLLeHHble NPOAYKUMEN U MOBEPXHOCTBIO KOHTEWHEepa Npu 3afaHHbIX NapameTpax YCTaHOBKW, MIOTHOCTU
NPOAYKLUN N CXEME 3arpy3ku.

20 B ngeanbHOM cnyyae ans onpepeneHust KapTbl JO3HOrO Monsi criegyeT MCMNOofb30BaThb 3TAllOHHbIE
[03UMeTpbl, MOCKONbKY OHM MMEKT OOMblUyd TOYHOCTb. Takke [JOMYyCTUMO UCMOMb30BaHUE OObIYHbIX
[03MMeTPOB, HO peKkoMeHayeTcs pasmellatb psaoM € HAMKW  3TanoHHble A03MMETpbl B MecTax, rae
npegnonaralnTcss MUHUManbHaAa M MakcuManbHas [O03bl, U B OObIYHO KOHTPONMMPYEMOM MECTE B KaXJoMm
MOAENbHOM KOHTelHepe anst obnyyeHus. MonyvyeHHble 3Ha4YeHUs MOrMOLEHHOM A03bl OyAyT MMETb CIyYanHyro
MOrpeLLHOCTb, KOTOpasi MOXXeT ObITb onpeaerieHa NyTeM MHOTOKPaTHbIX U3MEPEHUIA.

21 N3amepeHHas 0OblYHBIM JO3MMETPOM MUHMMarbHas Habniogaemas gosa, Heobxoaumas ans rapaHTum
TOro, YTO BCe 0BJTy4EHHbIE KOHTEMHEPLI NMONYHYUIN MUHMMArbHYO Tpebyemyto 403y, OOIMKHA OblTb YCTaHOBMNEHA
Ha OCHOBaHMM 3HAHWS CINyYanHOM NOrPELLUHOCTM U3MEPEHUS LUITATHbLIX A03MMETPOB.

22 Bo Bpems onpegeneHus KapTbl LO3HOrO MOMsi napameTpbl YCTAHOBKUM HeobXxoouMMo MoAAepXuBaTb
NOCTOAHHbLIMMW, KOHTPONMMPOBATb U PErMcTpupoBaTb MX. ATWM 3anuMcyM BMECTe C pesynbrataMmy SO3UMETPUnN u
OpYrMMuM NosnyYeHHbIMU 3anucsiMy cnegyeT COXpaHATh.

PaguauunoHHble YCTaHOBKU C YCKOPUTENSAMMU 3N1IeKTPOHOB

KoHcTpyKuusa

23 TllornoweHHaa [o3a MOHM3MPYIOLWEro U3nyyeHUs B MNpOAYKUMW 3aBUCUT, B MepBy oudepelb, OT
creayoLmx OCHOBHbIX (DaKTOPOB:

a) XapakTepuCTUKMN Ny4vka, a UMEHHO: 3HEePrnyn dNeKTPOHOB, CpeaHero NOToka Myyka, WUPWHBLI Pa3BepTKu U
paBHOMEPHOCTU My4yKa Mo LWMPUHE pa3BepTKy;

b) ckopocTun koHBeNepa;

C) cocTaBa 1 NNOTHOCTM NPOAYKLMMK;

d) coctaBa, NNOTHOCTM M TOMNWMHBI MaTepuana, HaxogsLWeroca Mexay BbIXOOHBIM OKHOM M obnyyaemomn
YacTbio NPOAYKLNY,

€) paccTosiHUSI OT BbIXOJHOMO OKHa [0 KOHTenHepa.

24 OCHOBHbIMM MapameTpamu, KOHTPOMMpPYEeMbIMU OMEpPaTopoM, SBASKOTCA XapakTepUCTUKM Mnydka |
CKOPOCTb KOHBeMepa.

CocTaBneHue KapTbl 4O3HOro nons

25 [Mpun cocTasneHun kapTbl JO3HOMO MOMA A03UMETPLI CreayeT pacnonaratbe Mexay CrnosiMu roMoreHHoro
NornoTUTENs, MOAENUPYIOLWLEro peanbHY MNPOAYKLUIO, UMM MexXay CnosMu pearnbHOW npeacTaBUTeribHON
nNpoayKuMM OOHOPOAHOW MNIIOTHOCTM TaKk, 4YToObl He MeHee 10 m3MepeHwu Obinv MpoBedeHbl B npegenax
MakcumarbHOro npobera anekTpoHoB. Heobxoaumo Takke cobniogate TpeboBaHus, M3noxeHHole B 18 — 21
HaCTOALLEro MPUIOXKEHUS.

26 Tpu onpegeneHvn KapTbl [AO3HOTO MONA MapameTpbl PaguvaLMoOHHOM YCTaHOBKM Heobxogumo
noadepXxuBaTb MOCTOSAHHBIMW, KOHTPONUPOBATb W perucTpuposatb MX. 3TW 3anncu BMECTe C pesyrbTartamu
[03nMeTPUN 1 ApYrMMKN NONYyYEHHbLIMU 3anncamun criegyeT CoXpaHaTb.

MoBTOpPHbLIN BBOA YCTAaHOBKU B 3KCMyaTaLuio

27 lMpoueaypa MOBTOPHOIO BBOAa B 3KCMMyaTauuto [OfHKHA MPOBOAUTLCS 3aHOBO KaXkabl pas, Korga
NMPOUCXOAAT M3MEHEHMs1 Mpolecca WM napaMeTpoB PaavMauMoOHHOM YCTaHOBKM, CMOCOOHbIE MOBMUSATbL Ha
pacnpefeneHne MOrMOWEHHON [03bl B 00OMy4yaeMoM KOHTelHepe (Hanpumep, MNpu 3aMeHe CTepXXHew
obnyyatens). O6bem paboT NO MNOBTOPHOMY BBOAY B 3KCMyaTauuilo 3aBUCUT OT CTEMEHU W3MEHEHWHN,
BHECEHHbIX B KOHCTPYKUMIO obry4yatens pagvauMoOHHON YCTaHOBKM WM B KOHduMrypauuio 3arpysku. [pu
HanM4YuM COMHEHWUI NpoLieaypy NOBTOPHOIO BBOAA YCTAHOBKU B 3KCMNyaTauMIo crieqyeT NpOBECTM 3aHOBO.

MomeLwieHusa

28 [loMelleHuss crieqyeT MPOEKTMPOBaTb M JKCMyaTMpoBaTb TakuM o6pa3oM, YTOObl 06GnyYeHHble
KOHTelHepbl ObiNy oTAeneHbl 0T HeobyYeHHbIX BO N3bexaHne nepekpecTHomn KoHTaMuHaumu. Ecnn matepuansl
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06pabaTtbiBaloT B 3aKpbITbIX KOHTEMHepax Ans  o6nyyeHusi, TO HET HeobxoaMMocTM  OTAensTb
hapmaLeBTMYECKME U HehapMaLEeBTUYECKME MaTepuranbl ApYr OT Apyra Npw YCroBuW, YTO B NMOCNEOYIOWEM He
OyneT pucka nx KOHTaMMHaUuw.

Jlio6asi BO3MOXHOCTb 3arpsi3HEHUS NPOAYKLUMM PaanoHYKNnaaMu OOmKHa OblTb UCKIOYEHa.

TexHonorun4yeckum npouecc

29 KoHTelHepbl ¢ NpoayKuunen cnegyet 3arpyaTb B COOTBETCTBMM CO CXEMOWN 3arpy3ku, YCTaHOBITEHHOM B
npouecce Banvaauuu.

30 Bo Bpems npouecca fo3y obnydeHus ang obnydaemblX KOHTEMHEPOB HEOOXOOMMO KOHTPONMpOBaTb C
MCMOMb30BaHWEM MpPOLUEALINX aTTecTauuio SO3NUMETPUYECKUX METOAUK. 3aBUCMMOCTb MEXAYy 3TON O030M U
00300, NOrMOLEHHOW NPOAYKUMEN BHYTPU KOHTEHepa, AOMKHa ObiTb YCTaHOBMEHa NpW Banugauuy npowecca u
BBOJE pagnauMOHHOW YCTaHOBKM B 3KCNIyaTaumio.

31 [Onsa Toro, 4tobbl pasnuyaTb 0bnyvyeHHble U HEOBIyYeHHbIE KOHTEMHEPbl, He0bXoANMO UCNONb30BaTh
WHAMKATOPbI MOHM3MPYOLWero nsnydyeHns. OgHako Mx He crnegyeT ucnonb3oBaTb B KayecTBE €OUHCTBEHHOrO
cpencTBa pasnuyeHus Unv Kak eQUHCTBEHHbIN NoKasaTenb YA0BNEeTBOPUTENbHbIX pe3ynbTaTtoB 06paboTku.

32 OpHoBpeMeHHYo 06paboTKy pasHbIX BUAOB MPOAYKLUW B OOHOW 3arpy3ke B pagunalMoHHON Kamepe
crnepyeT NpoBOAMTb TOMbKO TOrAa, korga no pesynbTatam 3KCrnfyaTtauun yCTaHOBKM MM MO APYrMM OaHHbIM
YCTaHOBMEHO, YTO MOrfoWeHHas [03a B KaXOOM OTOENIbHOM KOHTEMHepe HaxoauTCs B YCTaHOBMEHHbIX
npegenax.

33 Ecnun Tpebyemas gosa nsnydeHus nonydyaetca 6onee yem 3a ogHy akcnosuumio nnm 6onee yem 3a oguH
npoxon Yepe3 paauvauVoHHYK Kamepy, 3TO OOMMKHO ObiTb COrnacoBaHO C AepXaTenem permctpaumoHHOro
YAOCTOBEPEHUSI; KPOME TOro, aTa Ao3a [OoSPKHa ObiTb MonyyYeHa B TeYeHWe npeaBapuTErNbHO YCTaHOBINEHHOTO
NpoMexyTka BpeMeHW. [lepxaTenb pPerncrpaluoHHOro YAOCTOBEPEHWUs [JOSKeH ObiTb yBeJOMIIEH O
HesannaHMpoBaHHbLIX NepepbiBax BO BPeMs OOMy4YeHMs, eCnn OHW YOJUHSIIOT npouecc ob6nyyYeHus CBbille
3apaHee CornacoBaHHOIO BPEMEHM.

34 O6nyyeHHass NpoAyKUMsa Bcerga AoJbkHa OblTb oTaerneHa OT HeobnydeHHoW. Cnocobbl OOCTUXKEHUS
3TOro BKMOYawT B ceba wncnonb3oBaHue uWHAUKATOpoB pagvauum (31 HacToAwWero npunoXeHus) wu
COOTBETCTBYHOLLEW NITAHUPOBKN NOMELLEHWI (28 HACTOALLEro NPUIOXeHNs).

Mamma-usnyyarennb

35 Tlpu HenpepbIBHOM pexuMme 06nydeHns O03uMeTpbl OOMKHbl ObiTb pacnonoxeHbl Takum obpasom,
4YTOObI NOA BO3AENCTBMEM M3NYYEHUS OQHOBPEMEHHO HAXOAUMNUCh HE MeHee ABYX J03MMETPOB B TEYEHNe BCero
npouecca.

36 [py nNOPUMOHHOM pexnMme He MeHee [BYX [O3UMETPOB [OIDKHbI MOABEepraTbCs BO3OENUCTBUIO
NOHU3NPYIOLLErO N3NYYEHUs B MecTax Mnoslyd4eHns MMHUMarbHON 003bl.

37 MNpwn HenpepbiBHOM pexume o0OMnyvyeHWs [OSkKHa OblTb npegycMoTpeHa uHAukauus Tpebyemoro
paboyero MOMOXeHUst UCTOYHMKA. [MonoxeHne MCTOYHMKA W OBWXKEHWe KOoHBenepa OOMKHbl ObiTb CBSA3aHbI
6nokuposkoi. CKOpoCTb ABUXKEHWNS KOHBeNepa HeobxoaMMOo NOCTOSHHO KOHTPONMPOBAaTb W PEFMCTPMPOBATD.

38 lNpy NOPUMOHHOM pexnme ObnyyYeHus nepemelleHVe UCTOYHMKA M BpeMs 3KCMo3uMLuW ONs Kaxaon
cepumn NPOoAYKLUUN JOIMKHBI KOHTPONIMPOBATLCA U PErMCTPUPOBATLCS.

39 [nga nony4eHuns xenaemown A03bl crieqyeT KOppekTMpoBaTb Bpems 0OfyYyeHUs U CKOPOCTb ABWXEHWS
KOHBeKNepa C yd4eToM pacnaja vunv A03apsgkum UCTOYHMKa nanyydeHns. Cpok OencTBuSA napameTpoB YCTaHOBKM
MM CKOPOCTM KOHBeWepa cneayeT UKCMpoBaTh JOKYMEHTanNbHO 1 CTporo cobnopaThb.

PagnaunoHHble YCTAaHOBKU C YCKOPUTENAMU INTEKTPOHOB

40 B kaxapbli KOHTEHep AOMKeH OblTb NOMeLLEeH A03UMETP.

41 HeobxoOMMO HEnpepbiBHO PerMcTpupoBaTh cpedHee 3HaveHWe MOoToKa Mydka, SHEPruio 3MEeKTPOHOB,
LUIMPUHY pasBepTKM W CKOPOCTb KOHBelWepa. OTW napaMeTpbl, 3a WCKIIOYEHMEM CKOPOCTU KOHBeKepa,
Heo6Xxo4MMO KOHTPONMPOBAaTb B YCTaHOBNEHHbIX Npeaenax, onpefeneHHbIX BO BpeMsi BBoAa B aKCnyaTauuio,
NOCKOIBKY OHU NOABEpPXXeHbl CMOHTAHHBIM U3MEHEHUSAIM.

JokymeHTauus

42 KonuyecTBO MOCTYMMBLUMX KOHTEMHEPOB U KOHTEMHEPOB, MPOLIeAnX ObITyYeHMEe U BbIBE3EHHbIX C
npeanpuaTUda, [OOIMKHO COBMagaTtb W COOTBETCTBOBATb 3HAYEHMSIM, YKa3aHHbIM B COMPOBOAUTENBHOM
OOKyMeHTauumm. Jliobble pacxoxaeHust AOIMKHbI PErMCTPMPOBaTLCS U paccneaoBaThCs.

43 OnepaTop pagnaumoHHON YCTAHOBKW [OOIMKEH YAOCTOBEPATb B MUCbMEHHOM BuAae AuanasoH 3HaYeHuin
MOrMOLLEHHbIX 403, MOMYYEHHbIX KaXXAbIM KOHTEMHEPOM NPY KaXaow 3arpyske v B cepym NpoayKLun.

44 TexHonorMyeckne 3anmcu M 3anuMcyu NO KOHTPOMO AMs Kaxaow cepuu nNpoAaykumw, npoluefllein
obnyyeHve, JOMKHbI MPOBEPATLCSA M NOAMMCHIBATLCH CrieuMarnbHO Ha3Ha4YeHHbIM NIMLOM U coxpaHsTbes. MeToa
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M MEeCTO XpaHeHusi [OfKHbl ObiTb COrnacoBaHbl Mexay opraHvsaumen, npoBoAMBLUEN OBnyyYeHune, |
aepxaTtenem permcTpaumMoHHOro yaoCTOBEPEHUS Ha NEKapCTBEHHOE CPeACTBO.

45 [lokyMeHTauums, OTHOCALLAACS K BanMaaumMm paamaunoHHON YCTaHOBKM, AOSMKHA XpaHUTbCA B TeyeHune 1
roga nocne UCTeYEeHUs Cpoka rogHOCTU UMK, NO KpanHen Mepe, B TedyeHne 5 net nocrne Bbinycka nocnegHen
npoaykuun, npoweawen obnyyeHne Ha aTon yCTaHOBKe, B 3aBUCUMOCTW OT TOro, Kakor nepuop AonbLue.

Mukpoburonornyecknim KOHTpoOsb

46 OTBETCTBEHHOCTb 3@ MMUKPOOMOMOrMYECKUIA MOHUTOPUHI HECET MNPOM3BOAMTEND JEKAaPCTBEHHbIX
cpeacTB. OTOT MOHUTOPUHI MOXET BKMOYaTb MOHUTOPUHI NMPOU3BOACTBEHHONW Cpedbl U KOHTPOMb NpOoayKLMK
nepen obny4yeHneMm, kak yCTaHOBIEHO B PErMCTPaALMOHHOM AOChE.
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MpunoxeHune 13
(obsizaTenbHoe)

TpeboBaHUs K NeKapCTBEeHHbIM cpeACcTBaM ANs KNMHUYECKUX uccrnegoBaHuim

MpuvHUMN

JlekapcTBeHHbIE cpeacTBa ANd KIMHUYECKUX UCCNeaoBaHMi AOMKHbI ObITb NPOM3BEAEHbI B COOTBETCTBUM C
TpeboBaHusmu HacTosuero TKI. Cneayet npuHMMaTh BO BHMUMaHWE U Apyrne COOTBETCTBYIOLLME PYKOBOACTBA
B 3aBMCMMOCTM OT CTagumn pas3paboTku nekapCTBEHHOro cpeactea. Metoabl paboTbl AOMMKHLI ObiTb rMOKUMU,
yTObbI OOecneunBaTb BO3MOXHOCTb BHECEHMSI M3MEHEHWMIA MO Mepe paclUMpeHusi 3HaHUW O npouecce, U
oTBeYaTb CTaaumn pas3paboTku NeKapCTBEHHOIO cpeacTBa.

MpyM KIMHWMYECKUX MCCNeaoBaHMsIX MOFYT BO3HWKHYTb  AOMOSNTHUTENbHbIE PUCKM ANnd  CcyObekToB
nccrnegoBaHMn MO CPaBHEHUIO C NauueHTaMu, KOTopble MNPUHUMAOT 3aperMcTpupoBaHHbIE feKapCTBEHHbIE
cpeactea. [lNpumeHeHne HacToswero TKI K npoM3BOACTBY JIEKAPCTBEHHbLIX CPEACTB ANA  KANMHUYECKNX
nccnegoBaHun HeobxoouMo Anst Toro, YTobbl rapaHTUpoBaTb CyObekTaM MccnegoBaHUs OTCYTCTBME PUCKOB, a
Takke 4YToObl Ha pesynbTaTbl KIMHWYECKUX WCCNeLOBaHWA He MNOBNUSAMNN HeaocTaTouHble ©e30nacHOCTb,
KayecTBO Unu acppeKTMBHOCTb, ABNAIOLLMECS CNeACTBUEM HEHAANeXallero nponsBoAcTea. B paBHon mepe aTu
TpeboBaHus npegHasHayeHbl Onsi obecrnevyeHuMs MOCTOSHCTBA OT CEepuM K CEepUnM OOHOro0 M TOro Xe
NEeKapCTBEHHOrO cpeactBa AN KIMHUYECKMX MCCNegoBaHWM, WUCMNONb3yemMoro B OAHOM MMM B pasHbIX
KNUHUYECKUX MCCrefoBaHusIX, a Tawkke ANs OOKYMeHTanbHoro odopMmneHnss 1 0OOCHOBaHUA W3MEHEHU B
npotecce pa3paboTku Takoro fiekapCTBEHHOIO cpeacTBa.

Mpon3BoACTBO NEKAPCTBEHHbIX CPEeACTB AONS KIMHUYECKUX WCCREeAOBaHWUA CBA3AHO C OOMOSHUTENbHOM
CNOXHOCTbIO MO CPaBHEHWIO C 3apPErnmcTpMpoOBaHHbIMW fEKApPCTBEHHbIMWM CpeacTBaMn K3-3a OTCYTCTBUS
YCTaHOBMEHHbIX MPOLEeaYyp, Pa3HbIX CXEM KITMHUYECKMUX UCCNEeOOBaHWI U, Kak CIeACTBMe, pa3Hbix TpeboBaHu K
ynakoBKkaM, HeobXxoOuMOCT! paHAOMM3aUMM N UCMONb30BaHKSA «Crenoro» Metoaa (MackMpoBKK), a Takke n3-3a
OOnbLLIOro puUcCka MNEpPEKPEeCTHON KOHTaMMHaUMWM W nepenyThiBaHWs NekapcTBEHHbIX cpeacTB. Kpome Toro,
OaHHble 00 3h(PEKTUBHOCTU M TOKCUMYHOCTM FEKAPCTBEHHOrO cpeactBa MOryT ObiTb HEMOSHbIMKU, MOXET
OTCYTCTBOBaTb MOMHas Banugauus npouecca WM MOTFyT  UCMONb30BaThCs  3apermcTpupoBaHHbIE
NeKkapcTBEHHbIE CpeacTBa, KOTopble OblM nepeynakoBaHbl UMW HEKOTOpbIM 0Opa3om mMoauduumpoBaHbl. B
CBSA3M C 3TMM MepcoHan AOfXeH B MOSIHOW Mepe noHumaTb TpeboBanus Hactoswero TKIT B oTHOLWeEHUn
NEeKapCTBEHHbIX CPEACTB ANs KIUHUYECKMX UCCNEeaOoBaHMMA U MPOMTU COOTBETCTBYOLWEee obydeHue. [JormkHO
OblTb YCTAHOBMEHO B3aMMOAEWCTBME CO CMOHCOPaMU KITMHUYECKMX WCCREeOOBaHWUA, Ha KOTOPbIX MEXWUT BCS
OTBETCTBEHHOCTb MO BOMPOCaM KIMHUYECKUX UCCNEeLOBaHWI, BKOYas KA4eCTBO fIeKapCTBEHHbIX CpeacTB And
KNMMHUYECKUX nccnefoBaHuni. Bospocluasi CroXHOCTb TEXHOMOrMYEeCKUX npoueccoB TpebyeT NpUMeEHEHWs
BbICOKO3(O(EKTMBHOM CUCTEMbI 0becneYveHns kayecTea.

B HacTosiLleM nNpuUNoXeHMM TakKe YCTaAHOBMEHbl TpeboBaHUS K OCOPMIIEHUIO 3aka3oB, OTrpys3ke,
TpaHCNOPTUPOBAHUIO U BO3BpaTy MaTepuanoB AMfs KIUHUYECKUX WUCCRedoBaHWi, KOTOpble B3aMMOCBSA3aHbl U
OOMNOSHAIOT NpaBuna Hagnexallien KNMHNYECKON NPaKTUKK.

neKapCTBeHHble cpencTBa, He ABnAOLWMeca uccriegyemMmbiMmum cpeacresamm

CybbekTaM KNMHMYECKUX NccregoBaHnii MOryT ObiTb NpegocTaBrieHbl NNEKAPCTBEHHbIE CPeacTBa, KOTopble
He ABMSITCA UCMbITYyeMbIM CPeACcTBOM, nnauebo nnm npenapatom cpaBHeHWs. Takne nekapcTBeHHbIe CpeacTBa
MOTYT MPUMEHSTbCA AON9 COMYTCTBYWOLIEN Tepanuu unu Ans oka3aHus MeOUUMHCKOMW MOMOLWM C Lenbio
NPOUNAaKTUKN, ONArHOCTUKU UNWN nedeHus, n (unu) BcriegcteBMe HeobxoamMMocTu obecnedeHus agekBaTHOro
MeAMLMHCKOro yxoaa, NpeayCMOTPEHHOro Ans CyGbekToB uccnegoBaHui. Takme cpeactsa Takke AonyckaeTcs
NMPMMEHSATb B COOTBETCTBMM C MPOTOKOSIOM WCCReAoBaHus, Ans Toro 4Tobbl Bbi3BaTb (PM3NOMOrMYECKYHO
peakumto. OTWU NeKapCTBEHHble CpeAcTBa He SABNSATCH MeKapCTBEHHbIMWM CpeacTBamMy AN KIMHUYECKUX
nccnegoBaHWi M MoryT ObiTb MpedocTaBneHbl CMOHCOPOM wnu  uccneposaTenem. CnoHCOP  AOMKEH
rapaHTMpoBaTb, YTO [aHHble NeKkapCTBEeHHble CPeACcTBa COOTBETCTBYIOT 3anpocy (3asiBke) Ha paspelueHue
npoBeAeHUst KNMMHUYECKOro 1ccnegoBaHns 1 umetoT Tpebyemoe Ans uenu uccnegoBaHns kavecTso. [pu aTom
OH JOIDKEH NPUHSTb BO BHUMaHWE NCTOYHMK NEKapCTBEHHbIX CPEACTB, ABMSIOTCA N OHW 3aperncTpupoBaHHbIMK
neKapCTBEHHbIMW CPpeAcTBamMu M ObINM N OHU NepeynakoBaHbl. PekomeHgyeTcs npuBnekatb K aTon pabote
YNOMHOMOY€EHHOE NMLO U y4nTbiBaTb €0 MHEHME.

HuueHsupOBaHue npoun3BoacTBa n noAroToBkKka K npyumMmeHeHuno

Kak nonHoe npou3BOACTBO, Tak W OTAerNbHble CTaguu MpoM3BOACTBA J€KApCTBEHHbIX CPeACcTB Ans
KMMHUYECKUX UCCNedoBaHui, a Takke pasnuyHble MPOoLEeCcChl WX pasfeneHusl, YNakoBKM UMW KX nepenada
nognexaT nuueHanpoBaHuio. OQHAKO Takoe NULEH3NpoBaHWe He TpebyeTcs ONnsA MOArOTOBKA K NMPUMEHEHUIo
NeKapCcTBEHHbIX CPeacTB nepen WCNOMb30BaHUEM WMW YMNakKoBKOW, €Cn 3TU MPOLEecChl OCYLLECTBMSAT B
MEANLMHCKUX yupexaeHusax doapMaLeBTbl UNW gpyrve nuiua, KoTopble MMeoT NMOMHOMOYMS OCYLLECTBIATL Takme
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npoLlecchbl, a Takke ecnu nekapCcTBEHHble CpeacTBa AN KMMHUYECKUX UCCRefoBaHWi npeaHasHayveHbl Ans
NCNONb30BaHUA UCKMIOYMTENBHO B 9TUX YUPEXAEHMUSX.

B pamkax ykasaHHbIX MOMOXEHWI Nnof NoAroTOBKOW K MPUMEHEHMIO cnefyeT NoHMMaTb NPOCTON npoLiecc,
TakoW Kak: pacTBOpPEHWE WM AucneprupoBaHne NeKapCTBEHHOro CpeacTBa AMS KMMHUMYECKMX UccrneaoBaHun
Ons  BBOAA MEKApCTBEHHOrO CpeactBa CYObEKTY UCMbITaHWs, WNU  pas’BedeHve unu  cMmeluMBaHue
nekapCTBEHHbIX CPEeACTB (NeKapCTBEHHOro cpeacTtBa) AN KIMHUYECKMX UCCMEeLOBaHUM C APYrMM BELLECTBOM
(BeLecTBaMu), KOTOPOE MPUMEHSIIOT Kak HOCMTENb C LieNblo BBEAEHWS NIEKapCTBEHHOIo cpeacTaa.

CwmelumBaHne HECKONbKUX MHIPEANEHTOB BMECTE, BKIoYas OeNCTBYOLLEE BELLECTBO, C LEeNblo NOMyYeHus
NeKapCTBEHHOIO CcpeacTBa AN KIMHUYECKUX WCCNEedoBaHWM, He SABMSETCA MOATOTOBKOW K MPUMEHEHWIO.
JlexapcTBeHHOE CpeACTBO ANS KIMHWYECKMX WCCNEedOBaHUM yxe [AoMmkeH OblTb B HanmuuMm [O npouecca
noaroToBkM K npuMeHeHuto. [lpouecc MNOArOTOBKM K MPUMMEHEHUIO crnedyeT, HaCKONbKO 3TO BO3MOXHO,
OCYLLIeCTBNATb HEMOCPEACTBEHHO Nepes BBEAEHNEM.

Takow npouecc gomkeH ObiTb yka3aH B 3asBMEeHWM Ha NpoBefeHUe KIMHUYECKUX UccrneaoBaHun (Oockbe
nccneagyemMoro nekapcTBEHHOro CpeacTsa) M B MPOTOKONE KIMHUYECKOro UCCNeoBaHMs UM COOTBETCTBYHOLLEM
OOKYMEHTE, MMeIoLLIEMCS Ha KNMHMYeckon base.

OnpepeneHus

Aocbe Ha uccriegyemoe nekapcTBeHHoe cpepcTBo (product specification file): Komnnekt gokymeHToB,
cofepxXalmx BCH MHGOpMauuo (UM CCbITKM Ha COOTBETCTBYKOLIME [OOKYMEHThI), HeobxoauMmyk Ans
cocTaBneHus nNoapobHbIX MHCTPYKLUMIA NO NMPOU3BOACTBY, YNAKOBKE, KOHTPOIO Ka4ecTBa, Bblgavye paspeLleHus
Ha BbIMYCK CEPUX 1 OTIPy3Ke NeKapCTBEHHOIO CPEACTBA AN KITMHUYECKMX UCCeAoBaHWN.

3aka3 (order): 3agaHue Ha NPON3BOACTBO, YNAKOBKY W (1MW) AOCTaBKY ONpenenieHHOro KonnyecTsa equHuy,
neKapCTBEHHbIX CPEACTB AN KMMHUYECKNX NCCNEaOBaHNN.

uccnegoBartenb (investigator): JInuo, OTBETCTBEHHOE 3a MPOBEAEHME KIMHUYECKOrO WCCRNEeAOBaHUSA B
MeOVLMHCKOM yupexaeHuun. [py npoBegeHun KIMHMYECKOro WUCCRedoBaHWs Fpynnon nuLy uccriefoBaTenem
ABNAETCHA PYKOBOAUTENb IPYMnbl, KOTOPbLIA MOXET Ha3blBaTbCA OTBETCTBEHHbLIM MCCriegoBaTenem.

KNMHUYeckoe wuccrnegoBaHue (clinical trial): ViccnegoBaHue, npoBogumoe Ha nwoasx — cybbekrax
nuccnegoBaHMs AN BbISABNEHUS UNW NOATBEPXKAEHUS KIMHUYECKUX, hapMaKomnormyeckux u (Mnm) Apyrux
apmMakognHaMU4EeCKMX 3PEKTOB NEKAPCTBEHHbLIX CPEACTB AMA KIMHWYECKUX uccnegoBaHui u (unu) ans
BbISIBMEHNs1 MOBOYHbIX peakuui Ha Hero, 1 (Mnu) ansa nsydeHus ero abcopbumu, pacnpegenexHus, metabonmama
1 BbIBEOEHWS C LieNbto oLeHKn ero 6e3onacHocTy u (Mnu) adodeKTUBHOCTN.

KoA paHaomu3auuu (randomization code): MNepeyeHb, cogepxawimi onucaHme neyveHusi, HasHa4YeHHOro
KaXxgoMy CyObekTy nccnegoBaHus ¢ y4eToM paHaoMU3aunn.

nekapcTBeHHOe CpeAcTBO ANs KIMHMYECKMX wuccnepoBaHui (investigational medicinal product):
AkTvBHas dapmMaueBTmdeckad cybcTaHuMa B nekapcTBeHHoW dopMe wunu nnauebo, uvccnegyemble wnm
ucrnonb3yemble B KayecTBe npenapata CpPaBHEHUS MpU MNPOBEAEHUMU KIMHMYECKOTO uccnegoBanus. K
NEeKapCTBEHHbIM CPeACTBaM Ansl KIUMHUYECKUX WUCCMEAOBaHUN OTHOCATCS TaKKe YXKe 3aperncTpupoBaHHble
neKkapcTBEHHblE CpeacTBa, ecnvM crnocob KX MpMMEHEHMSsT MMM MPOM3BOACTBA (rNekapcTBeHHas dopma wnm
yNakoBKa) OTNIMYAETCS OT 3aperncTPUpOBaHHONO, a Takxke B Cllydae UxX UCMonb30BaHMs No elle He 0go06peHHbIM
NMOKasaHUAM UNn Ang noslyvyeHnss JONONHUTENBHOM UHopMaLMn 06 yxxe 3aperncTpupoBaHHON NeKapCTBEHHOM
dopwme.

otrpy3ka (shipping): Onepauun no ynakoBke ANs OTIPY3KM U MO TPAHCMOPTMPOBAHUIO 3aKa3aHHbIX
NeKapCTBEHHbIX CPEACTB AN KIMMHUYECKNX NCCNESOBAHNNA.

npenapat cpaBHeHus (comparator product): Wccnegyemoe wnv 3aperMcTpupoBaHHOE JieKapCTBEHHOE
cpenctBo (T.e. aKkTMBHbIA KOHTPOMb), N0 nnauebo, MWCMnonb3yeMbli Kak KOHTPOMb B KITMHUYECKOM
nccrnegoBaHum.

npousBoauTenb (MMNoOpTep) JIeKapCTBEHHOrO CpeAcTBa ANs  KIMHUYECKUX UCCiefoBaHum
(manufacturer (importer) of investigational medicinal products): Jluyo, nmetowee nNUMUEH3NO Ha NPOM3BOACTBO
UNu paspelleHne Ha BBO3 J1IEKAPCTBEHHOINO CpefcTBa AN KIMMHUMYECKUX WCCNeLOBaHWA, BbldaHHbIE B
YCTaHOBMEHHOM NOPSAKE.

paHaomu3saumna (randomisation): MNpouecc pacnpegeneHnsi cyObeKTOB UCCrefoBaHUsi MO OCHOBHLIM U
KOHTPOSIbHBIM FpyrnnaM C WUCMOMIb30BaAHNEM 3fIEMEHTa CIy4YaMHOCTM C LENblo CBEAEHUS K MUHUMYMY
BO3MOXXHOCTU HEOOBLEKTUBHOIO 3aKIMOUEHNS.

«cnenoe» uccnenoBaHue («cnenon» meton)» (blinding): Mpouedypa KMMHWYECKMX MCCNEAoBaHWM, Npu
KOTOpOoW ogHa unu 6Gornee CTOPOH, Yy4acTBYWOLMX B WCCNEOOBaHWM, He WH(OPMUPOBaHbI O MPOBOLAMMOM
TepaneBTMYECKOM HasHayeHun. [lpocTton «cnenov» MeTo4 O3HayaeT HeOCBEAOMIIEHHOCTb CyObekTa
uccrefoBaHus, a [OBOWMHOM «Crenow» MeTod — HEeOCBEAOMIIEHHOCTb O MPOBOAMMOM TepaneBTUYECKOM
HasHayeHun (HasHayeHusIX) cydbekTa uccneaoBaHus, uccnenosartens, HabngaTenen n B HEKOTOPLIX CriyYasx
nuu, aHanusnpyloLwmx nofnyyeHHble AaHHble. B OTHOLWEHWM nekapCTBEHHOro cpeactsa Ans KAMHUYECKUX
NCCregoBaHUM «Criemnon» MeToh WCCnedoBaHus O3HayaeT npefHamMepeHHOe MacKMpOBaHUE WOEHTUYHOCTU
3TOr0 NeKkapCTBEHHOr0 CpeAcTBa B COOTBETCTBMM C YKasaHWsiMM crioHcopa. PackogunpoBaHue (cHATUe
MacCKMpPOBKMW) O3Ha4YaeT pacKkpbiTue Hdopmaunm 06 naeHTUYHOCTU NeKapCTBEHHOIO CcpeacTaa.
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crnoHcop (sponsor): ®uanyeckoe nNUUO, NPEAnpUATUE, YYPEXOAEHME WM  OpraHM3auusi, Hecyline
OTBETCTBEHHOCTbL 3@ HA4arno KNMHUYECKOro UCCIefoBaHUs, ero opraHmsaumio u (Mnm) duHaHCMpoBaHue.

YnpaBneHue Ka4eCTBOM

1 Cuctema obecneyeHnss kayecTBa, pa3paboTaHHas M NPOBEpPEHHasi MPOM3BOAUTENEM UM UMMOPTEPOM,
JOIKHa coOoTBeTCTBOBaTb TpeboBaHusaM Hactodwero TKI, oTHocAWwMMCa K fekapCTBEHHbIM cpeacTtBam ansd
KNUHUYECKUX UCCneaoBaHui, OOMKHa OblTb AOKYMEHTanbHO odhopMieHa B BuAe NUCbMEHHBIX npoueayp u
OOJMKHA ObITb JOCTYMHA CMOHCOPY KITMHUYECKOro UCCreaoBaHus.

2 Cneundukaumm n TEeXHONOrMYeCcKNe MHCTPYKLUMM Ha NeKapCTBEHHble cpeactBa AN KAMHUYECKUX
nccnegoBaHUn MOTYT M3MEHSTbCA B npouecce Mx pas3paboTku, HO NMpu 3TOM Heobxoammo obecneynTb KX
MOSHbIA KOHTPOSb U NMPOCNEXNBAEMOCTb BCEX U3BMEHEHWNA.

MepcoHan

3 Becb nepcoHan, nesTenbHOCTb KOTOPOro CBA3aHa C NeKapCTBEHHbIMM CpeacTBamMu ANs UCCreaoBaHuUin,
[OOJDKEH MPOWTM COOTBETCTBYIOLLIEE 00Y4YeHNe, CBSI3aHHOE CO Cneundukon JaHHOro BMaa NpoayKuun.

[axe B cnyyasx, Koraa KOnNMYeCcTBO BOBIEYEHHOrO MepcoHana mMano, Ans NPOM3BOACTBA KaXAOW cCepum
JorkeH 6bITb onpeaeneH OTAENbHbIV NEPCOHar, OTBEYAKLLMIA 3a NPOU3BOACTBO M KOHTPOIb KayecTsa.

4 YNONMHOMOYEHHOE IUUO [OOIMKHO obecneunTb HanuuMe COOTBETCTBYIOLLMX CUCTEM, OTBEYaRLLMNX
TpeboBaHMsM HacToswWero npunoxenusa. Ons 3Ttoro YNONMHOMOYEHHOE NUUO AOSPKHO MMETb XOPOLUYHO
noaroToBKy B 00nactn paspaboTKM NEeKapCTBEHHbIX CPEeACTB WM MPOBEAEHUS] KIUHUYECKMX MWCCrefoBaHUN.
PykoBoactBO AnA  YNOMHOMOYEHHOrO NMLA MO  OUEHKe JIeKapCTBEHHbIX CPEeACTB Ans  KITMHUYECKMX
nccrnegoBaHu npmeeaeHo B 38 — 41 HACTOSILLErO NPUIOXKEHUS.

NMomeleHus n obopyaoBsaHue

5 Tlpun paboTe C nekapCTBEHHbIMW CpeacTBaMy Afs KIUHWYECKMX WCcnegosBaHui MHgopMauus o
TOKCMYHOCTM, aKTUBHOCTU U CEHCUBUNN3NPYIOLLMX CBOWCTBaX MOXET OblTb HEMOSHOW, B CBA3M C 4eM, crnegyeT
yoenats ocoboe BHVMMaHWe CBeAeHWI0 K MUHUMYMY PUCKOB MEPEeKPecTHOM KOoHTaMuHauun. KoHCTpykums
obopyaoBaHMs W MOMELLEHWI, MeToAdbl MCMbITaHUA M KOHTPONA W npegenbl AOMNYCTUMbIX KOHLEHTpauun
OCTaTKOB MOCfle OYMCTKM AOSDKHbI YYUTbIBaTb Xapaktep 3aTux puckoB. Cnegyet obpalwiaTe BHMMaHwe Ha
opraHmsdaumio paboTbl NPOM3BOACTBEHHBIMW LMKNaMu (kamnaHusMu), ecnu 3To BO3MOXHO. [lpu Bbibope
MOOLLLEro CpeACcTBa cnegyeTt y4nTblBaTb PACTBOPUMOCTb JIEKapCTBEHHOrO CPeAcTBa.

JokymeHTauusa

CneunduKaLmm U MHCTPYKLUU

6 Cneundmkauum (Ha UCxoAHblE MaTepuarnbl, NEPBUYHbIE YMAKOBOYHbIE MaTepuanbl, MPOMEXYTOYHbIE
NpoayKTbl, HepacdacoBaHHYD W TFOTOBYD MPOAYKUMIO), TEXHOMOrMYECKUE WHCTPYKUMM U WMHCTPYKUMM MO
YyNaKoBKe [OJMKHblI ObITb HACTOMNBKO MOJSHBIMM, HACKOSIbKO 3TO MO3BOMSET CYLUECTBYHOLIMIA YPOBEHb 3HAHUN O
npoaykte. Mo xopy pa3paboTku fekapCTBEHHOro npenaparta uxX criefyeT MNepuoauMyeckn OUEeHUBaTb U
00OHOBNATL (Mpu HeobxoaumMocTK). B kaxaon HOBOM BEPCUMM OOIMKHbI ObiTb YYTEHbI CaMble NOCNeAHMEe OaHHbIe,
ncnonb3yemas B HacTosiLLiee BpeMsi TEXHOSOrMsi, HOpMaTMBHbIE U hapmaKkonenHble TpeboBaHUs, HoOBas BEPCUS
OOJDKHA Takke COAepXaTb CCbINIKY Ha MpeablayLlyo Bepcuto, YToObl obecneunts npocnexmnsaemMocTtb. Jlobbie
N3MEHEHNsI, KOTOpble MOTYT UMETb MOCNEeACTBUS AN1S KavyeCTBa NEeKapCTBEHHOIO npenapara, B YacTHOCTU ANis
ero ctabunbHOCTU N BMOSKBMBANEHTHOCTH, CriegyeT BHOCUTbL B COOTBETCTBUM C MUCbMEHHOW NMPOLLEAYPON.

7 CnegyeT OOKYMEHTanbHO ohopMNATbE MPUYUHBI BHECEHUS] U3MEHEHWUN, AOSMKHbI ObiTb UCCNeaoBaHbl U
OOKYMeHTarnbHO 0gopMIieHbl NMOCNEACTBUS U3MEHEHUS B OTHOLUEHUWM KavyecTBa fEKAPCTBEHHOIO cpeacTBa U
NOBbIX TEKYLLUNX KITMHUYECKUX NCCIEOOBAHNN.

3akas

8 3aka3 gomkeH copepkaTtb TpeboBaHWe Ha MPOM3BOACTBO WM (MNM) YMAKOBKY OMpedenieHHoro 4ucna
eOVHWL, NPOAYKUUN 1 (MNn) ee OTrpy3Ky. 3akas Npon3BoAUTENIO AAETCA CMOHCOPOM UMK NIMLOM, AENACTBYOLLMM
no ero nopyyeHuto. 3aka3 [omkeH ObiTb OOPMIEH B MNMUCbBMEHHOM BUAE (HO MOXET nepefaBaTbCa U
3NEKTPOHHBLIM CMocobom) U ObITb AOCTAaTOYHO YETKUM BO M30exaHue pasHoYTEHWA. 3aka3 [oImkeH ObITb
oduumansHO YTBEPXKAEH U UMETb CCbINKY Ha A0Cbe Ha NeKapCTBEHHOEe CPeACTBO U Ha MPOTOKOM KMMHUYECKUX
nccnegoBaHUN.

Jocbe Ha nekapcTBEHHOE CPeACTBO

9 [ocbe Ha nekapcTBEHHOE CPEACTBO [OIKHO HerpepbiBHO OGHOBMATLCA MO Mepe pa3paboTku
NeKkapcTBEHHOro CpeacTea, obecrneyrBasi COOTBETCTBYIOLLYIO MPOCMEXMBAEMOCTb NpeabIayLux Bepcui. Jocke
[IOIHKHO BKMoYaTh B cebs criedyoLmne JOKYMEHTb (UMK coaepaTb Ha HUX CCbIMKMN):
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- cneumduKaunm 1 aHanMTUYeCKne METOANKN Ha UCXOAHLIE N YTAKOBOYHbIE MaTepuansl;

- cneunduKkauMM U aHanMTUYecKne METOLAMKM Ha MNPOMEXYTOYHYK, HepacdacoBaHHY M TOTOBYHO
NPOAYKLUMIO;

- TEXHOJOMMYECKMNE NHCTPYKLNN;

- METOOUKM KOHTPONS B NPOLiecce NPOU3BOACTBA;

- YTBEPXKOEHHYIO KOMUIO 3TUKETKM;

- COOTBETCTBYWOLUME MPOTOKOMbl  KIMHUYECKUX  UCCMedoBaHUM W koAbl  paHgomusaumn  (npu
HeobxooMMocTK);

- COOTBETCTBYIOLLME TEXHMYECKME COrMaLleHusl ¢ 3akasumkamm (npy HeobxoanmocTh);

- JaHHble 0 CTabUIBHOCTY;

- YCIOBMS1 XPaAHEHWUSI U TPAHCMOPTMPOBAHUS.

MpuBeOeHHLIN Bbile MNepedeHb He npedHasHayeH Ans YCTaHOBMEHUS OrpaHWYeHMn U He siBNsieTcs
ucyepnbiBaowmM. OH MOXET W3MEHSITbCA B 3aBMCUMOCTM OT JIeKapCTBEHHOro cpeactea UM CTaauMuM ero
paspaboTtku. Cogepxawasics B Aocbe UHGOPMaUMs OOIPKHA CNYXUTb OCHOBOW MPU OLIEHKE FOTOBHOCTU ANs
NPUMEMKN W BblOaun paspeLleHnst Ha BbIMYCK KOHKPETHOW cepun YMNOMHOMOYEHHbLIM JIULOM, KOTOPOE OOJIKHO
UMeTb JOCTYN K 3TOW UHdopmauuni. Ecnn pasHble cTagum npolecca Npou3BOACTBa OCYLLECTBSOT HA pasHbIX
y4yacTKax, rge oTBeTCTBEHHOCTb HECYT pa3Hble YNONMHOMOYEHHbIE N1La, JOMYCKaeTCcs BECTU OTAEeNbHbIE AOChE C
orpaHu4eHHon MHdopMaLnein, UMeoLLLIe OTHOLLIEHNE K AEATENBHOCTA Ha COOTBETCTBYHIOLLMNX yYacTKax.

TexHonorn4yeckue UHCTPYKUMNN

10 Kaxpas npou3BOACTBEHHAs onepauus WM onepauus Mo OTIPy3Ke [AOMKHA BbIMOMHATLCA B
COOTBETCTBMWN C YETKOM M JOCTAaTOYHO MOMHOM MUCbMEHHOW WHCTPYKUMEN M COMpoBOXAaTbCs 0OpMIIeHNEM
sanuceir. Ecnu onepauvsi He SBNsieTCA MOBTOPSIEMOW, TO He 00si3aTeNbHO COCTaBMNSATb TEXHONOIMYecKkue
WHCTPYKUMW. 3anncu nmetoT ocoboe 3HauyeHve ansi MoAroTOBKM OKOHYaTeNbHbIX TEKCTOB 4OKYMEHTOB, KOTOpble
GyayT MCMOoNb30BaTbCsA NPU CEPUItHOM NPOU3BOACTBE NOCHE NOMyYeHNUs PErMCTPAaLLMOHHOIO YAOCTOBEPEHNUS.

11 WHdopmaumio, cogepallylocsl B JOCbe Ha NeKapCTBEHHOEe CpedcTBO, CriedyeT WCMonb3oBaTh Npu
pa3paboTke OeTanbHbIX MUCbMEHHbLIX WHCTPYKLUMIA MO NPOWU3BOACTBY, YNaKOBKE, MCMbITAHUSAM [AMs KOHTPOrs
Ka4yecTBa, YCMOBUAM XpaHEeHUS U TPaHCMOPTUPOBaHNS.

MHCcTpyKuMM No ynakoBke

12 JlekapCTBEHHblE CpeacTBa ANsl KIMUHWUYECKUX WCCIEefoBaHWIA, Kak MpaBuno, OOSHKHbI YNaKoBbIBATbCS
WMHOMBMAOYANbHO AN KaXOoro cyobekTa wuccrnegoBaHuid. KonmmuyecTBO eAvHWL, yrnakoBbiBaeMow MnpogyKumu
OOMKHO ObITb ONpeAeneHo A0 Havana onepawuuii No ynakoBke C Y4eTOM KOfiM4ecTBa eanHUL, HEOBXoANMbIX ANs
NpoBeAEeHUss KOHTPOMsS KavyecTBa, W apxXuBHbIX 0bOpasuoB Ans XpaHeHusi. [locrie OKOHYaHUS YMaKoBKU W
MapKMpPOBKM HEOBXOAUMO COCTaBUTL MaTepuanbHblil 6anaHc, YToObl FapaHTUpoBaTb NPaBUSbHBIN YYET KaXkaoro
BMOA NPOAYKLMM NS KaXXAO0W CTaauv Npou3BOACTBa.

3anucu no Npon3BoACTBY, KOHTPOSIO U YNaKkoBKe cepun NpPoayKUUM (AOCbe Ha cepuio)

13 3anvcu no MPOM3BOACTBY, KOHTPOMI M YMAKOBKE Cepuu MpoAyKuMM (OOCbe Ha Cepuio) OOSKHBbI
cofepxaTb [OCTaTOMHO MOApPOOHYH WHGOPMaLUI AOns TOYHOTO MNPOCMEXWBaHWA nocnefoBaTenbHOCTH
onepauuin. 3OTWM 3anucu  OOMKHbI  COAEPXaTb BCE CYLUECTBEHHble 3amevaHusi, 06O0CHOBbIBalOLLME
MCMOMb30BaHHbIE Mpoueaypbl UMM BHECEHHblE W3MEHEHUs, KOTOPbIE PacCLUMPSIOT CYLLECTBYKOLLME 3HAHMS O
neKkapcTBEHHOM CPeACTBE M MO3BOSSIOT YCOBEPLLEHCTBOBATL NMPOM3BOACTBEHHbIE OMnepauum.

14 3anvcu no MPOM3BOACTBY, KOHTPOMIO M YMNakoBKE CepuM Npoaykumu (OOCbe Ha Cepuio) [OIKHbI
XpaHUTbCA He MeHee 5 reT nocne 3aBeplleHusl U oULMANIbHOTO NMPEKPaLLEHNs MOCEAHEro KIIMHUYECKOro
nccrnenoBaHus, B KOTOPOM Gblna Uchosib3oBaHa 3Ta cepust.

MpousBoacTBO

YnakoBoOU4Hble MaTepuanbi

15 B cneuundukaumsix 1 MeToaukax KOHTPONs KayecTBa crieyeT npeaycmaTpuBaTth crielmanbHble Mepbl Mo
NpeaoTBpaLLEHNO CryYaHOro packoaMpoBaHUs M3-3a PasnUYMii BHELLHEro Buaa pasHbIX Cepui YnakoBOYHbIX
maTepuanos.

TexHonorn4yeckue onepauuun

16 Ha crtaguu paspaboTku NekapCTBEHHOro cpeacTBa crefyeT onpenenutb KpUTUdeckue napameTpbl U
BMObl KOHTpOSMs B npouecce Npou3BoAcTBa. BpemeHHble napameTpbl M BuAbl KOHTPOMS B Mpouecce
NpPoun3BOACTBa MOTYT ObITb NOMYyYeHbl U3 NPUOBPETEHHOrO OMbITa, B TOM YMCHE U3 NPeablayLLMX UccrnenoBaHui
no paspaboTtke. KntoueBoW nepcoHan AOMKEeH yaensaTb o0coboe BHUMaHWe paspaboTke HeobXoauMbIX
WHCTPYKLUUA W MOCTOSIHHOMY WX COBEPLUEHCTBOBAHUIO C Y4eTOM oOnbiTa, npuobpeTtaemoro B npoLecce
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Npov3BoACTBa. YCTaHOBMNEHHbIE U KOHTPONUpyeMble napaMeTpbl JOMKHbI BbiTb 0B0OCHOBaHbI B COOTBETCTBUM C
UMeloLLLencsa B JaHHOe BPeEMS MHbOpMaLnen.

17 He o6sA3atenbHO NpoBOAUTbL BanvaauMio TEXHOMOrMYECKUX NPOLIECCOB NPOM3BOACTBA JIEKapCTBEHHbIX
CpeacTB Ana uccnegosaHum B obbeme, npegycmaTpmBaeMoM AMs CEPUNHOIO NPOU3BOACTBA, HO NOMELLEHUSA U
obopynoBaHue [OMKHbl ObiTb kBanuuUMpoBaHbl. [Ana CTepunbHbIX MNEKapCTBEHHbIX CPEeACTB Banupauus
MpOLECcCoB CTEPUNMU3aLUN OOIDKHA NMPOBOAUTBCA MO TEM >Xe CTaHgapTaM, YTO U ANs 3aperucTpupoBaHHbIX
neKapcTBeHHbIX cpedcTB. [lpu HeobxogMMOCTW, ANA rapaHTUpoBaHuMs 6Ge3onacHOCTM GUOTEXHONOMMYECKMX
NeKapCTBEHHbIX CpeAcTB criedyeT AokasaTb WMHaKTMBauuio (yganeHue) BMPYCOB WM (UNn) Apyrvx npumecem
BGMONOrM4ecKkoro NMPOVCXOXAEHUS B COOTBETCTBMM C HayYHbIMU MPUHUUNAMU U METOOAaMMW, U3NOXEHHBIMU B
COOTBETCTBYHLUUX PYKOBOACTBAX, 4ENCTBYIOLLMX B JaHHOW obnacTtu.

18 Banvpauusa acenTuyecknx npoueccoB npeactaBnsieT ocobyo TPyAHOCTb MPU ManbiX pasmepax cepun
npoaykumn. B aTux cnydasix KOnmyecTBO NEPBUYHbBIX YNAKOBOK, HanoNHAEMbIX cpefamu, MOXEeT ObiTb paBHO
HanbonbLlemy pasMmepy cepun npoaykumu. 1o BO3MOXHOCTM (B TOM Yucne Ang nmmutaumm npouecca) cnegyet
HaNOMHATbL cpedamMy Oornblliee YMCNO efuHUU npoaykumMm Ans obecneyeHunss Gonbluen [AOCTOBEPHOCTU
pe3ynbTaTos. HanonHeHne un repmeTusaumns SABNAIOTCA NPenMyLLEeCTBEHHO  PYYHbIMMU unm
nonyaBToMaTM4eCKUMM onepaumsiMn, NpeacTaBnsioWMMN pUCK Ans cTepunbHocTU. B cBssm ¢ aTum cnegyet
yAENUTb MOBLILEHHOE BHMMaHWe 00y4YeHMIo MepcoHana M NpOBEAEHUI0 Banujauum MeToOO0B acenTUYecKoro
NPOU3BOACTBA C y4acTUEM KaxJoro onepatopa.

TpeboBaHusA K npenapaTty cpaBHeHuUA

19 lMpn n3mMeHeHMaAX NekapCcTBEHHOro cpeactea obbem uHopmaumm o0 HeM (Hanpumep, No pesynbTartam
nccnegoBaHns cTabunbHOCTW, CPaBHUTENbHOMY TECTY KMHETUKN pacTBOpPeHus, GBUOAOCTYMHOCTM) OOMKEH ObiTb
[OCTaTOMHbIM ANs AoKasaTenbCTBa TOro, YTO 3T U3MEHEHUS HE OKaXyT CyLLEeCTBEHHOrO BMMSAHWSA HA UCXOAHbIe
napamMeTpbl Ka4yecTBa 3TOro flekapCTBEHHOro cpeacTaa.

20 Cpok rogHocT npenaparta CpaBHEHWs, ykasaHHbIi Ha NepBOHayasribHOM YyNakoBKe, HEe MOXeT ObiTb
TakUM >Xe [Ana nepeynakoBaHHOrO B [APYryld YNakoBKy npenaparta, KoTopas MOXeT He obecnevnTb
9KBMBANEHTHbIA YPOBEHb 3allMTbl UMM MOXET ObiTb HECOBMECTUMMOW C npenapatoM. [1oaTomy cnoHcop wnu
nMuo, [OencTBylollee OT €ero MMEHW, AOMKHbl OnpeaenvTb npuemMnemMmyo gaTy, OO KoTopown cnegyet
ucrnonb3oBaTb npenapaT; Npu 3TOM CcreayeT NPUHATb BO BHMMaHue npupody npenapaTa, XapaKTepucTUKu
KOHTelriHepa 1 yCrnoBus, B KOTOPbIX ByAeT XpaHUTbCH npenapat. HoBbI CPOK FOAHOCTY AOMKeH BbiTb 060CHOBaH
N He MOXeT MnpeBblllaTb CPOK FOAHOCTW, YKa3aHHbI Ha MepBoHavanbHoW ynakoBke. CpoK rogHOCTU AOSDKEH
COrnacoBbIBaTbCA C ANUTENBHOCTLIO KIMHNUYECKOTO UCCNEeA0BaHUS.

Onepauum no KogUpPoOBaHUIO («Crenon» MeToa)

21 Ecnu nekapcTBEHHblE CPeACcTBa KOAMPYIOT, AOMKHbI ObITb CUCTEMBI, OGecrneynBatoLLme OOCTUXKEHUE U
COXpaHeHWe KOAMPOBKW, HO NpuM HeobxoaMMOCTM MO3BONALWME WAEHTUMUUMPOBATL 3aKOOAWPOBAHHYHO
(«cnenyto») NpoayKLMio, B TOM YMCIE HOMEpa CepUii NEKAPCTBEHHOIO CpeACcTBa A0 Onepauum No KOAUPOBaHWUIO.
CnenyeT npefycMOTpeTb BO3MOXHOCTb ObICTPOA MAEHTUMKALMM NEKAPCTBEHHOINO CPEACTBA B 3KCTPEHHbIX
crnyyasx.

Kop paHgomusauuu

22 B WHCTPYKUMSIX OOMKHbI ObiTb OMMcaHbl BCe npoueaypbl Mo CO34aHuto, 3almTe, pacrnpenereHuto,
00paboTke M xpaHeHuo nboro koga paHOoMU3auuK, MCMONb30BAHHOMO ANSA YNAKOBaHHbIX JIEKAPCTBEHHbIX
cpenocte Ansd KITMHUYeCKnXx VICCJ'Ie,EI,OBaHI/IVI, a TakKke MeTodbl packpbiTUA KoAa. CnenyeT BBECTU
COOTBETCTBYHOLLME 3aMUCH.

Onepauuu no ynakoBke

23 TMpu ynakoBKe IeKapCTBEHHOrO cpeacTBa Ans  KIMHUYECKUX WCCNEeOOBaHWA MOXEeT 0KasaTbCs
HeobXxoOMMbIM OLHOBPEMEHHOE ObOpalleHne NPOoOYKUMU pasnuyHbIX BUOOB HAa OOHOW M TOW e YNakOBOYHOM
nMHUK. [lomkeH ObiTb CBeAeH K MUHUMYMY PUCK MepenyTbiBaHUSA NeKapCTBEHHbIX CPEeACTB NMyTEM BbIMOMHEHUS
COOTBETCTBYHOLUMX Npouedyp W (Mnu) NpUMMEHeHMs cheuunanbHoro o0opyooBaHUS U COOTBETCTBYHOLLENO
06y4eHuns nepcoHana.

24 Onepauum no yrnakoBKe M MapKMpPOBKE NTEKAPCTBEHHbIX CPEACTB AN KIMMHUYECKNX UCCNeaoBaHNA MOTyT
OblTb Bonee crnoxHbiMM K Bonee noABepXeHHbIMU olunbkam (KOTopble TpyaHee BbISBNATb), YeM npu
NpOV3BOACTBE 3apPErncTpPUpPOBAHHbBIX JeKapCTBEHHbIX cpeacTB. OcCOOeHHO 3TO KacaeTcs JeKkapCTBEHHbIX
CPEACTB C MOXOXWM BHELUHMM BWOOM MpX UCMONb30BaHWM «Crienoro» metoga. B ceasm ¢ atum Tpebyetcs
NpMHMMaTb 0cobble Mepbl MO NPeAOTBPALLEHMIO OLIMOOK B MAapKMPOBKE, Hanpumep, 3a c4eT cBedeHnst 6banaHca
3TUKETOK, OUUCTKM NIMHUN, KOHTPONS B NPOLIECCE NPON3BOACTBA crneunanbHO 00y4YeHHbIM NePCoHarnom.

25 YnakoBka [OSMKHA rapaHTUPOBaTb COXPaHHOCTb JEKAapCTBEHHOro cpeactBa And  KIUHUYECKUX
NccneaoBaHU B HaanexalleM COCTOSIHAM Mpu TPaHCMOPTMPOBAHUM U XPaHEHUN B MPOMEXYTOYHbIX MyHKTaXx
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HasHayveHus. BTopuyHasa (notpebutenbckas) ynakoBka AOSKHaA ObiTb Takon, 4Tobbl BbINO cpasy 3ameTHO ee
BCKpbITME nnu noboe nHoe BMeLLaTenbCTBO BO BPEMS TPaHCNOPTUPOBAaHUS.

MapkupoBka

26 B Tabnuue 13.1 cymmupoBaHbl TpeboBaHus, cogepxawmecs B 26-30 HaCTOSILLErO MPUIOXEHUS.
MapkupoBka pJorkHa obecneunBaTb 3alMTy CcybbekTa uCCrnefoBaHU, BO3MOXHOCTb MPOCIEXUBaHUS U
naeHTUdrKaummM nekapcTBeHHOro cpeacTsa M MUccnegoBaHWs M CnocobcTBOBATbL MPaBUIIbBHOMY NPUMEHEHMIO
NeKapCTBEHHOro CPeAcTBa AN KNMHUYECKMX uccnegoBaHui. Ha aTukeTkax AOMKHa codepaTbCs criefdyolas
nHdopmaums, ecnm He 06OCHOBAHO ee OTCYTCTBME (Hanpumep, NPy HanM4yMn LEeHTPanu3oBaHHON 3MEeKTPOHHOM
CMCTEMbI PaHAOMMN3NPOBAHHOTO KOANPOBAHNS):

a) HavmeHoBaHue (UMms), agpec W Homep TenedoHa CMNOHCOPA, KOHTPaKTHOW MccrenoBaTenbCKoM
opraHuMsaumMu unuM uccrneposaTensd (OCHOBHOE KOHTaKTHOe nuuo  Ans  MHgopMauunm  OTHOCUTESBHO
NeKapCTBEHHOro CPeACcTBa, KMMHUYECKOro NCCNedoBaHnsa U AMS 9KCTPEHHOro packoamMpoBaHUS);

b) nekapctBeHHas dpopma, cnocod BBeAEHUS, KONMYECTBO A03MPOBAHHbLIX €ANHWL, 1 B Clydae npoBeaeHust
OTKPbITOro NccnefoBaHns — HaMMeHoBaHue (LWndp) NekapcTBEHHOro CpeacTBa U ero 4O3MpoBKa (aKTUBHOCTL);

C) HoMep cepuy 1 (Unun) Kog AN naeHTUdMKaumMm cogepXMMoro 1 onepaummn no yrnakoBke;

d) Homep (koa) wuccnegoBaHWs, MO3BOMAKOWNA  MAEHTUHUUMPOBATL WCCNEAOBaHUE, MeOULMHCKOE
yypexgeHue, nccnegosaTtens U CNOHCopPa, eCrny 3TO He yKa3aHo B APYroM MecCTe;

€) WOEHTUMUKAUMOHHBIA HOMep (neyebHbln HOMep) cybObekTa KIMHWYECKOro WCCrefoBaHus W npu
HeobXoaAMMOCTV HOMEp BU3UTA;

f) amunua n nHnumansl nccnegosatens (ecny He ykasaHo B NOANYHKTax a) unu d));

g) VHCTPYKUMA MO MpUMeHeHuto (MoxeT ObiTb MpuBedeHa CCbifika Ha NMCTOK-BKNaabiw nubo apyrow
NOSICHWUTENbHbIV JOKYMEHT, NpeAHa3HayvYeHHbIn Ans cybbekTa KIMHNYECKOro NCCcneqoBaHna Unu nuua, Kotopoe
BBOAMT fleKapCTBEHHOE CPeacTBO);

h) Hagnuch «TONBKO ANA KNMHUYECKUX UCCNEA0BaHUNY NN aHanornyHas opMynmpoBkKa;

i) ycrnoBums XpaHeHus;

j) CpOK wucnonb3oBaHWs C YyKasaHMEM Mecsaua W roga Takum obpa3om, 4ToObl m3bexatb nwobown
HeonpegeneHHocTn (MoXeT ObiTb ykasaHa pdaTta, A0 KOTOPOW HeobxoaMMO WCMnofb3oBaTb fEKapCTBEHHOE
CpencTBo, CPOK rOAHOCTU UMK AaTa NOBTOPHOIO KOHTPOIS);

k) Hagnucb «XpaHWTb B HEOOCTYNHOM Ans AeTen MecTey, 3a UCKIIYEHNEM Cny4vaeB, Koraa nekapcTBeHHoe
CpeacTBO NpeAHa3Ha4YeHo Ans UCMoNb30BaHUSA TOMbKO B YCIOBUSAX CTaLMOHapa.

27 Apgpec 1 Homep TernedoHa OCHOBHOrO KOHTaKTHOro nvua Ana nepefadv WH@opmauum OoTHOCUTENBHO
NeKapCTBEHHOro CpeacTBa, KMMHUYECKOro WCCNeAoBaHWUsA WM 3KCTPEHHOro pPacKoAMpOBaHWUS, MOryT ObiTb He
yKkasaHbl Ha 3TUKeTKe, ecnn cyObekTy WccrnefoBaHWs MPeAoCTaBrieHbl MHCTPYKUMA MO MPUMEHEHMIO UMK
KapTouka, Ha KOTOPOW yKa3aHbl 3TN AaHHble, a TakKe AaHa MHCTPYKUMSA aepXaTb ux npu cebe nocTosHHO.

28 [aHHble fomkHbl BbiTb MpMBEAEHbl Ha odMunanbHOM A3blKe (S3blkax) CTpaHbl, rae 6yaeT NpUMeHATbCA
nekapcTBeHHOe CpeacTBO ANA KIAMHUYECKUX wuccregoBaHui. [aHHble, npuBefeHHble B 26 HacToALLEro
NPUNOXEHNS, OOIMKHbI HAXOAUTBCS KaK Ha MEepBUMYHOMN (BHYTPEHHEN), Tak U Ha BTOPUYHOW (NOTPebUTEenbCKOoMn)
ynakoBke (kpome cnydaeB, onucaHHbix B 29 n 30 HacTtodwero npunoxeHusi). TpeboBaHusa K cogepaHuio
3TUKETOK Ha NepBUYHON (BHYTPEHHEN) N BTOPUYHOW (NoTpebutenbcKkom) ynakoBkax npusegeHsl B Tabnvue 13.1.
Takke Ha aTMKeTKax MOXeT ObITb MpuBeAeHa MHOpMaLmns Ha OPYTuX A3blKax.

29 Ecnn nekapcTBEHHOE CPeacTBO NOArOTOBIEHO AN1s cyObekTa uccneaoBaHum unm niua, KoTopoe BBOAUT
neKkapcTBEHHOEe CPeACTBO, B MEPBMYHOM KOHTEMHEpEe BMecCTe CO BTOPUYHOW (NOTpebMTenbCKoW) ynakoBKOM,
KOTopble crnegyeT OCTaBnsATb BMeCTe, U Ha BTOPUYHOM (NOTPeOUTENbCKOW) ynakoBKe coAepXKaTcs AaHHble,
npuBedeHHble B 26 HAaCTOSALLEro NPUNOXEHUS, Ha 3TUKETKe NepBUYHOrO KOHTENHepa (Unu nboro yKynopeHHoro
[03UpyloLLero yCTPOWCTBA, COAepXKallero nepBUYHbIA KOHTeMHep) [nOofmkHa ObiTb ykaszaHa chegywoLwas
MHdopMaLnS:

a) HaMMeHOBaHMe (MMs1) CMOHCOpPA, KOHTPAKTHOWM NCCreAoBaTENbCKOW OpraHM3auum unn nccnegoBaTens;

b) nekapctBeHHas dopma, cnocob BBeAeHMSA (MOXHO He yKasbiBaTb ANS TBEPAbIX NEKapCTBEHHbIX hopm
ONS  NPUMEHEHMS! BHYTPb), KOMMYECTBO [AO3MPOBAHHbIX €AVMHUL W B Cry4yae npoBedeHUs OTKPbITOro
nccnenoBaHusa HaMMeHoBaHue (LWndp) NekapcTBEHHOIO CPeACcTBa U ero A03MPOBKa (aKTUBHOCTD);

C) HOMep cepuy 1 (UnK) Kog AN MAeHTUUKaLMM CO4EPXKMMOrO U onepauun no ynakoBKe;

d) Homep (koad) wuccnegoBaHWs, MO3BONAKOWNA  MOEHTUHOULMPOBATL UCCeaoBaHWe, MeauLMHCKOe
yypexaeHue, uccnegoBaTensi U CoHcopa, eCrv 370 He yKasaHo B ApYroM MecCTe;

€) WAEeHTUMUKALMOHHBLIA HOMep (Nne4yebHbIi HoMep) cybbekTa KIMMHWMYECKOTO MWCCNedoBaHUS WU Mpu
HeobxoAMMOCTU HOMEP BU3UTA.
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Ta6bnuua 13.1 — CymmapHas uHdopmaLms 0 MapKupoBke

a) HaMMmeHoBaHWe (MMsl), agpec M Homep TenedoHa OBLUMI CITYYAN
CMOHCOopa, KOHTPaKTHOW MccrneaoBaTenbCkon opraHm3auum | [nsg nepBUYHON (BHYTPEHHEN) YNaKoBKU U
unu wuccneposatens (OCHOBHOE KOHTAKTHOE nuuo Ans BTOPUYHOM (MOTPEeBMTENBCKOW)
NMHOPMaLUMM OTHOCUTENBHO NEKapCTBEHHOro CpeacTsa, ynakoBku (MYHKT 26)
KNMHUYECKOro  uccrnegoBaHuMs M OANd  9KCTPEHHOro

packoanpoBaHus); WHdopmaums,

b) nekapctBeHHas dpopma, cnocod BBeOEHUS, KONMYECTBO yKasaHHas B
OO03MPOBaHHbIX  eAuHUL, K B Cnydae npoBeaeHus NyHKTax ab-k

OTKPbITOrO WCCNeAOBaHUS — HauMeHoBaHue (Wwundp)

NeKapCTBEHHOIO CPEACTBA U €ro 403UPOBKa (aKTUBHOCTb);
C) Homep cepun n (Unn) KOA ANSA NAeHTUdUKaLnm
COOEPKUMOTO U yKasaHue onepaumm no yrnakoBKe;
d) Homep (kog)  wccrnepoBaHMS, nossonstowun |NMEPBUYHAA (BHYTPEHHAA) YITAKOBKA

naeHTMd1umMpoBaTb nccnegosaHue, MeamuuHckoe | Ecnm nepBuYHyto (BHYTPEHHIO) YNakoBKy U
yypexaeHue, uccrneposartens M CroHcopa, ecnu 3TO He BTOPWYHYIO (NOTPEbUTEnbLCKYHO)
yKasaHo B Apyrom MecTe; YyNakoBKy XpaHAT BMecTe (NMyHKT 29) %

€) WAEHTUMUKALNOHHBLIN HOMep (neyebHbin  Homep)
cybbekta  KMMHWYECKOro  mMccrnenoBaHus n  npu
HeobxooMMOCTH HOMEpP BU3UTA;

f) damunusa n nHnumanesl nccnegosaTens (ecnu He ykasaHo
B nognyHkTax a) unm d));

g) VIHCTPYKUMS MO MpUMeHeHuto (MoXeT ObiTb npuBegeHa
CCbIfika Ha NUCTOK-BKNaApIl Nnbo ApYrov NosiCHUTENbHbIN
OOKYMEHT, nNpefHa3HadYeHHbI Ans cyobekTa knuHudeckoro |NMEPBUYHAA (BHYTPEHHAA) YITAKOBKA

MHdbopmaums, ykazaHHas
B MyHKTax
a?pdcde

nccnegoBaHus Uy nvua, KoTopoe BBOAUT NEKAPCTBEHHOE BnucTepbl nnn ynakoBkuM Masnoro
CPEefCTBO); pasmepa (30) *

h) Hagnuck "Tonbko ANst KMMHUYECKUX NUccregoBaHnin"

nnn aHanorn4yHasa ('pOpMW‘II/IpOBKa; |/|Hcpop|v|a|_|'y|;|, yKasaHHasd

i) ycnoBusi XpaHeHus; B MYHKTax

j) CPOK MCMOMNb30BaHUA C yKazaHMeM MecsLa 1 rofa Takum a?2p?¥cde
obpasom, u4Tobbl M3bexaTb nbon HeonpedeneHHOCTU

(MoxeT ObITb ykasaHa pJarta, A0 KOTOpoW Heobxooumo
Ncnonb3oBaTb NEeKapCTBEHHOE CPeACcTBO, CPOK FOAHOCTU
Unun gata NOBTOPHOrO KOHTPONs);

k) Hagnucb «XpaHUTb B HEOOCTYNHOM ANS AeTerd MecTey,
32  MCKIIOYEHWEM  CriyqyaeB, Korga JleKapCTBEHHOe
CPEeACTBO MNpeAHasHadeHO AOnisl UCMOSNb30BaHUST TOMbKO B
YCIOBWSIX CTauuoHapa.

Y Ampec M HOMep TernedoHa OCHOBHOTO KOHTAKTHOrO nMUA AfS Mepefayn MHMOPMaLMM OTHOCUTEMLHO
NeKapCTBEHHOTO CPEeACTBa, KIMMHMYECKOro MCCNeaoBaHusa U SKCTPEHHOIO PackoAMPOBaHMS MOXET HEe codepXaTbCs
Ha 9TuWKeTKe, ecnnm CcyObekTy MccrnefoBaHWUsA npefocTaBfieHbl WHCTPYKUMSA MO MPUMEHEHUIO NeKapCTBEHHOro
CpeAcTBa UNu KapTouka, rae ykasaHbl 3TV AaHHble, @ Takke AaHa MHCTPYKUMA AepxaTb ux npu cebe Bce Bpems (CM.
27 HacTOALLEro NPUNoXeHUs).

He Tpebyetca pasmelsaTb agpec U Homep TenedoHa OCHOBHOMO KOHTaKTHOrO nuua Ans uHdopmauuu
OTHOCMTENbHO NEKAPCTBEHHOIO CPeACTBa, KIMMHUYECKOro NCCNeA0BaHNS U 9KCTPEHHOIO PacKOAMPOBaHUS.
% Crnoco6 BBeEHISI MOXHO He YKa3biBaTb B Crlyyae TBEPAbIX IEKAPCTBEHHBLIX (hOPM NS MPUMEHEHIS! BHYTPb.
) MOXHO He yKa3biBaTb NEKapCTBEHHYI0 POPMY 1 KOMMYECTBO [O3MPOBAHHBIX EANHNL.
® Ecru Ha BTOPMYHOW (MOTPEBUTENBCKON) YNakoBKe COAEPXUTCA MHopmaums, npuBegeHHass B 26 HacTosLero
NPUNOXEHNS.

30 Ecnv nepBMYHON yNaKkoBKOM ABNSiETCA GriMcTep unm oHa nmeeTt manbli pasmep, Hanpumep amnynbl, Ha
KOTOpbIX HE MOryT OblTb pasmelleHbl AaHHble, NpMBeAeHHble B 26 HacCTOSLLEro MpuUnoXeHus, OoSkHa OblTb
npeaycMoTpeHa BTOPUYHAS yrnakoBKa C 3TUKETKOW, coaepXalen 9TW AaHHble. TeM He MeHee, Ha MepBUYHON
(BHYTpPEHHe) ynakoBKe AOIMKHbI ObITb yKa3aHsbl:

a) HanMeHoBaHWe (MMs1) CNoHCcopa, KOHTPaKTHOM NccregoBaTENbCKON OpraHM3auny Unu nccregoBaTens;

b) cnocob BBeaeHus (MOXHO He ykasbiBaTb AN TBEPAbIX NEeKapCTBEHHbIX (HOPM ANs MPUMEHEHUSA BHYTPb),
B Cry4yae MpoBeAeHWs OTKPbITOTO UCCNeAOBaHWs HaumeHoBaHve (Wwudp) nekapcTBEHHOro Cpeactsa U ero
[031pOoBKa (aKTUBHOCTD);

C) HOMep cepuu 1 (MnK) KOA AN naeHTUdKUKaLmMm CoaepXMMoro n onepaumm no ynakoBke;

d) Homep (kod) wuccrnenoBaHMs, MO3BONSAWMA  NAEHTUDULMPOBATL WUCCNefoBaHWe, MeAuLMHCKoe
yypexaeHue, uccnegosarterns n CroHcopa, ecrnv 370 He yka3aHo B IPYroM MecTe;
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€) VAEeHTUMUKALMOHHBLIA HOMep (neyebHbii HoMep) cybbekTa KIMHWMYECKOrO WCCNedoBaHUs WU Mpu
HeobXxoAMMOCTU HOMEP BU3UTA.

31 [nA noACHEHWs YyKka3aHHOW Bbllwe WHdopmaumn MoryT OblTb WMCNOMb30BaHbl CUMBOSbI UMK
nuktorpammbl. MoxeT ObiTb npeacTaBrneHa [[ONONHUTENbHAA MHOPMaLMS, MpefocTepexeHua u  (1nm)
WHCTPYKUUM No obpaLleHunto C nNekapcTBEHHbIM CPEACTBOM.

32 B cny4ae KnMHU4Yeckux nccrefoBaHui, koraa

HeT Heo6X0AMMOCTM B OTAENbHbIX NpoLeccax NPOM3BOACTBA UNN YNaKOBKMU,

npu “ccneaoBaHMM UCMOMb3YKTCA NeKapCTBEHHbIE CPeACTBa, 3aperMcTpypoBaHHble, NPOM3BeAEeHHbIE Unn
MMMOPTUPOBAHHbIE COrNacHO 3akoHodaTenbCcTBy Pecnybnuku Benapych,

B MCCMeAoBaHWM MPUHMMAIOT yyacTue naumeHTbl C Temu 3aboneBaHWsMW, KOTOpble COOTBETCTBYIOT
NoKasaHUsAM K NMPUMEHEHUIO, YTBEPXKOEHHbIM NPU perucTpaumm,

Ha OpUrMHaNbLHOM KOHTEWHepe Tak, YTobbl HE 3aKpblTb OPUrMHANBHYIO STUKETKY, AOMNONHUTENBHO OOSMKHbI
ObITb NpMBEAEHbI cneayoLwne AaHHbIe:

- HasBaHue (UMS) CNoHCOpPa, KOHTPaKTHOMo UCCNeaoBaTeNbCKOM OpraHu3aumm unn ncenegosaTtens;

- Homep (KoA@) wuccrnegoBaHWS, MO3BONAWLWMA  MAEHTMUUUPOBATL MEOULMHCKOE ydypexaeHue,
uccrnegosatens u cybbekTa uccrnegoBaHus.

33 Ecnn HeobxoamMMo M3MeHuUTb AaTty, A0 KOTOpON HeoBXOAMMO MCMOoNb30BaTh NIeKAapCTBEHHOE CPeaCcTBO
Ons  KNMHWYECKUX WCCredoBaHWN, crnedyeT HaHeCTM Ha  YNakoBKY [OMOMHWUTENbHYIO 9TuKeTKy. Ha
OOMNOMHUTENbHOW 3TUKEeTKe [OofmkHa ObiTb yka3aHa HoBad pdaTa, A0 KOTOpow cregyeT MCNonb3oBaTb
neKkapcTBEHHOe CpeAcTBO, a Takke MNOBTOPHO Yyka3aH Homep cepuu. [JONOMHUTENbHYHO 3TUKETKY MOXHO
HakrnemBaTb MOBEPX CTApOW AaTbl UCMOMb30BaHWSA, HO OHa HE AOIMKHA 3aKpbiBaTb UCXOOHbI HOMEpP cepum, YTo
HeobXoaMMO Ans KOHTPOMs KavecTBa. OTa onepauus OOfKHA OCYLUEeCTBMAATbCA Ha NPeAnpusATMK, UMEIoLLEM
NUUEH3NI0 Ha MNpPOM3BOACTBO JleKapcTBEHHbIX cpeactB. OpHako, ecnu obocHoBaHO, ObiTb nepegaHo Ha
ayTCOPCUHI OpraHM3aumMm OCYLUECTBIAIOWEN XpaHEHNe feKkapCTBEHHOrO0 CpeacTBa AN KIMHUYECKMX
nuccrnegoBaHun Ny NpoeedeHo hapmaueBTOM McCnegoBaTeNbCKOro LeHTpa Unm nog ero KOHTposneMm, a Takke
OpYyrMM  MegMuMHCKUM paboTHUMKOM B COOTBETCTBMM C TpeboBaHmAMKM 3akoHogaTenoctBa Pecnybnvku
Benapycb. Ecnn 9TO HEBO3MOXHO, onepaumto MOXeT (MOryT) OCyLecTBNATb MOHUTOP(bl) KIMHUYECKOro
nuccnegoBaHus, KOTOPbIM Mpollen cooTBeTcTBylowee obydeHune. Takyiwo onepaumio criegyeT OCYLWEeCTBNATb
cornacHo npuHumnam Hactoswero TKI B cOOTBETCTBUM CO CneumnanbHbIMU U CTaHAapTHbIMW OMepaLoOHHbIMU
npoueaypamMv W, €Cnv NPUMEHUMO, MO KOHTPaKTy; NpoBeAeHVe onepauuy OOSPKHO KOHTPONMpOBaTb BTOpOe
nmuo. HaHeceHve AONONMHUTENBHON 3TUKETKU crieqyeT Haanexawmm obpasom opopmnaTe AOKYMEHTANbHO Kak
B JJOKYMEHTaxX KMMHNYECKOro NccrnefoBaHuns, Tak U B 3anncax, OTHOCSALLIMXCS K Cepum (LOCbe Ha Cepuio).

KoHTponb kayecTBa

34 Mockonbky npoueccbl MOryT 6biTb HE CTaHAAPTU30BaHHLIMU UMW HE B NOMHOW Mepe BanuanpoBaHHbIMU,
BO3pacTaeT 3HayeHue UCMbITaHui Ana obecnevyeHust rapaHTMM TOro, YTO Kaxgas cepusti NpoayKumu
COOTBETCTBYET cneundukaLmm Ha Hee.

35 KoHTponb kayecTBa He06X0OUMO OCYLLECTBMATL B COOTBETCTBUM C AOCbE HA NeKapCTBEHHOE CPEeACTBO
M cornmacHo uWHdopMauun, nNpPeLoCTaBNEHHONW CMOHCOPOM  YMOMTHOMOYEHHOMY OpraHy npu 3asiBke Ha
npoBeAeHne KIMHWYECKOro uccnegoBaHus. Cnegyet npoBoAnTb NPoBepKy 3¢ (EKTMBHOCTU KOOUPOBAHUSA U
pes3ynbTatbl ee 0POPMAATb AOKYMEHTANbHO.

36. Obpa3subl NEKapCTBEHHbIX CPEACTB AMNst KMMHUYECKUX WUCCNEAOBaHWA XpaHATCA B OBYX LEnsX: BO-
nepsbiX, 4N obecnevyeHns Hanuuns obpasua ong aHanMTUYEeCKUX UCTIbITaHWIA U, BO-BTOPbIX, AN obecneveHuns
Hanunuunsi obpasLa roToBoro ekapcTBEHHOro CpeacTaa.

Taknm obpasom, oOpasLibl MOXHO pas3denuTb Ha ABE KaTeropumn:

KoHTponbHbIn ob6pa3eu (reference sample): O6pasubl CEpMU UCXOAHbIX U YMaKOBOYHbIX MaTtepuanos,
NeKapCTBEHHOIO CpeacTBa B MEPBUYHOM YNaKOBKE WM FOTOBOIO fIEKApCTBEHHOIO CpeacTBa, KOTOpble XPaHST
ONs NpoBefdeHUs aHanm3a B Criydae BO3HUKHOBEHUsI Takom HeobxoammocTu. CriegyeT coxpaHsATb obpasubl C
KPUTUYECKNX MPOMEXYTOYHBLIX CTagui (HanpuMep, Mocne KOTopbIX npegycMmaTpuBaeTcs npoBefeHue
aHanUTM4YeCcKUX MCCrNeLoBaHWMI U Bblgada paspelleHuid Ha BbiMyck) M oOpasubl MPOMEXYTOYHBLIX MPOAYKTOB,
KOTOpble MOCTaBMATCS 3a Mpefenbl 30Hbl KOHTPOSS MNPOM3BOAMTENS, €Cn CcTabunbHOCTL 06pasLoB 3TO
nosBsornseT.

ApxuBHbIM obpasey (retention sample): Obpasel, B OKOHYATENBHOW YynakoBKe, OTOOPaHHLIN U3 cepun
rotoBo npoaykumu. Ero xpaHsT B uUensax noaTBEpXAEHWSI MOEHTUYHOCTW. Hanpumep, B TeuyeHue cpoka
XpaHeHus cepun MoxeT noTpeboBaTbCs OCMOTp oOOpasua MM YNakoBKW, MAapKUPOBKW, WHCTPYKUMM MO
NPVYMEHEHWIO, NoMyYeHne HopmaLnm 0 HOMepe Cepum U CPOKe rogHOCTH.

Bo MHOMMx cny4dasix KOHTpPOSbHblE M apxvBHble OBpasubl rOTOBOW MPOAYKLUMU WAEHTUYHbI U ABMASKOTCA
eVHMLaMM NPOAYKLMN B OKOHYATENbHON ynakoBke. B Takmnx crnyvasx KOHTPOSbHbIE U apXMBHbIE 0O6pasLbl MOryT
paccmaTpuBaTbCs Kak B3avMo3ameHsieMble. KOHTponbHble U apxuBHble 0bpasubl NeKkapCTBEHHOIO CpeacTsa
AN KIMHUYECKMX UCCNedoBaHMi, B TOM YUCMe 3aKoAMPOBAHHOIO fIEKapCTBEHHOro CpeacTsBa, LOSDKHbI
COXpPaHATbLCA HEe MeHee [BYX JleT Mocfe OKOHYaHus Wunu oduuuansHOro npekpawieHns nocrneHero
KMWHUYECKOrO UCCnefoBaHUs, B KOTOPOM WCMONb3oBanacb AaHHas cepus (B 3aBMCMMOCTU OT TOro, Kakom w3
nepuoaoB AorbLue).
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CnenyeTt yoenuTb BHUMaHUE XpaHEHUIO apXmMBHbIX 06pasLioB 40 TeX nop, Noka He ByaeT cocTaBneH oTyeT
O NpoBeAEeHUN KITMHUYECKOro nccneaoBaHus, 4tobbl obecneunts BO3MOXHOCTb NOATBEPXKAEHUS MOEHTUYHOCTU
NeKapCcTBEHHOr0 CpeAcTBa, 4YTO HeobxoAuMO npu  paccrnefoBaHWsIX HenpeaBUOEHHbIX CriydyaeB wnu
NPOTMBOPEYMBBLIX pe3ynbTaToOB TakUX MCCNeSOBaHWN.

37 MecTo XpaHeHWUs KOHTPOIbHbIX M apXUBHbIX O0Opa3uoB AOMMKHO OblTb OMNpefeneHo B TEXHUYECKOM
cornalwleHnM mexgy CrMoHCOpOM WM npou3BoguTenem(smu), Heobxogumo obecneynTb K HUM CBOEBPEMEHHbIV
OOCTYM YNOSTHOMOYEHHOIO OpraHa.

KoHTponbHble 06pasubl roTOBOrO JIEKapCTBEHHOrO CpeacTBa [OIDKHbI COXpaHsTbCsi B Pecnybnuke
benapycb unu B TpeTbel cTpaHe, ecrnm Mexay Pecnybnukoii benapycb M TpeTbew CTpaHOM-3KCMOPTEPOM
CYLLECTBYIOT COrMNalleHnsi, KOTOpble TrapaHTUpPYKT, 4YTO MPOU3BOAUTENb FlIEKAPCTBEHHOIO CpeacTBa AN
KNUHUYECKUX UMCCneaoBaHui npuaepxumeaetca TpeboBaHW npaBun Hagnexalwero npovM3BOACTBA, Kak
MUHUMYM, 3SKBUBANEHTHbIX YCTAHOBMEHHbIM HacTosAwwmm TKI1. B ucknountenbHbIX cnyyasix KOHTPOrbHble
obpasubl roTOBOro NEeKapCTBEHHOINO CPeACcTBa MOIYT COXPaHATLCS Y NMPOM3BOAUTENS B TPETbEN CTpaHe, B TaKOM
cny4ae 370 A0MKHO BbITb 060CHOBAHO U AOKYMEHTaNbHO OPOPMIIEHO B BUAE TEXHUYECKOro CornalleHns mexay
crnoHcopoM, umnopTepom B Pecnybnuky Benapycb n npousBoguTenem nekapCTBEHHOro CpeacTBa B TPeETbeW
cTpaHe.

KonnyectBo KOHTpONbHbIX 00pa3sLoB [OMKHO ObiTb [OCTATOMHbIM Afsl MPOBEAEHUST HE MEHee 4YeMm
OBYKPATHOIO aHanuMTU4eCcKoro KOHTPOMsi cepuy MNPOAYKUUW B COOTBETCTBMM C TpeboBaHMAMW [OCbe Ha
neKapcTBEHHOE CPEACTBO, MOA4AHHOMO B YMOMHOMOYEHHBIN OpraH AN MofyyYeHus pa3peLleHns Ha npoBeaeHue
KMMHUYECKNX NCCneaoBaHNN.

Ons apxmBHbIX 06pa3LoB AONYyCKAETCs XPaHUTb MHAOPMALMIO B OTHOLLEHMM OKOHYAaTENbHO YNakoBaHHbIX
€OWHWL, NEKapCTBEHHbIX CPEACTB B BWAE MUCbMEHHbLIX WM 3MEKTPOHHbIX 3anucel, ecnvu Takue 3anucu
obecneunBaldT OOCTaTOuHYyKO uHopmaumio. B nocnegHem cnydae cuctemMa XpaHeHUa  OOMKHa
cooTBeTCcTBOBaTh TpeboBaHuam MNpunoxenuna 11 Hactoswero TKI.

Bblpava pa3pelleHus Ha BbINyCK cepui

38 He ponyckaeTcsa Bblgava paspelleHust Ha BbIMYCK NEeKapCTBEHHbIX CpeacTB Ans uccneposaHun (43
HacTOSILLEro MNPUMOXEHWs!) OO0 Tex nop, Moka YNOMHOMOYEHHOE IULO He YOOCTOBEPUT BbIMOSIHEHME
YCTaHOBMEHHbIX TpeboBaHui u TpeboBaHW HacTodAwero npunoxeHus (39 HaCTOAWEro NPUNOXEHNS).
YNOMHOMOYEHHOE NMLO AOMKHO yYnThiBaTh hakTopbl, NpuBeaeHHble B 40 HAaCTOALLEro NpUNoXeHus.

39 Ha BbINnonHeHWe YNOMHOMOYEHHBIM JIULLOM CBOMX 00A3aHHOCTEN B OTHOLLEHUWN NIEKAapCTBEHHbBIX CPeaCTB
ANS KNUHUYECKMX MCCNed0oBaHUIM BAMSAIOT pasHble DaKkTopbl, KOTOPbIE MePeYMCeHbl HUXKE:

a) nekapcTBeHHOe cpeacTBo npoumsBedeHo B Pecnybnuke benapycb, HO He 3aperMcTtpMpoBaHO B
Pecnybnnke Bbenapycbk. NMpn nogaye 3asiBNeHWss Ha NPOBEAEHME KITMHUYECKMX WCCRefoBaHWi Heobxoammo
3acBMAeTenbLCTBOBaTb, YTO fEeKapCTBEHHOe CpeACcTBO AN KIMHUYECKUX WUCCNeaoBaHUMM MpOU3BEAEHO U
NpOBEPEHO B COOTBETCTBUM C TpeboBaHusAMKU HacToswero TKI1, gocbe Ha nekapcTBEHHOE CPEACTBO, a Takke
YTO MMeeTCHa COOTBETCTBYOWAA nHopMaLms, npeaocTaBneHHas CoHCOPOM YNONTHOMOYEHHOMY OpraHy.

b) nekapctBeHHOe cpeacTBo  3apernctpupoBaHo B Pecnybnuke  Benapycb, noctaensieTcs
ONCTPMOBLIOTOPOM, KOTOpPLIN HaxoguTca B Pecnybnuke Benapycb, He3aBMCMMO OT TOro, rae Npou3BOAUTCSA
nekapctBeHHoe cpeacTtBo. O653aHHOCTW, KOTOpble YyKasdaHbl Bbllle, OCTalOTCAd TeMW Xe, HO obbem
npeacTaBneHHbIX AaHHbIX MOXeT OblTb OrpaHuyeH MNOoATBEPXKOEHWEeM TOro, YTO NEeKapCTBEHHOe CpeacTBO
COOTBETCTBYET 3asiBNEHMIO Ha MPOBEAEHNE KIMHUYECKMX MCCcnedoBaHui n nobown nocnegyrowen obpaboTkm ¢
Lenblo KOAMPOBAaHWS, OCYLLECTBEHWUS CreumnanbHOW YNaKOBKM WM MapKUPOBKM ANs 3TOr0 WUCCNeaoBaHus.
[locbe Ha nekapcTBEHHOE CPEACTBO Takke MOXeT ObiTb OrpaHuMdeHHbIM No obbemy (cMm. 9 HacTosLwero
MPUIOXEHNS).

C) neKapcTBEHHOE CpeacTBO WMMMOPTUPOBAHO HEMOCPEACTBEHHO M3 TpeTbel CTpaHbl: Heobxoanmo
3acBuMAeTenbLCTBOBaTb, YTO OHO MPOU3BEAEHO U MPOBEPEHO B COOTBETCTBUWM C NpaBuiaMu Haanexatiiero
Npov3BOACTBA, Kak MUHUMYM, 3KBMBANEHTHbIMU YCTaHOBMEHHbIM HacTtoswmuM TKI1, pocbe Ha nekapcTBeHHoe
CpeacTBO, a Takke UTO UMMeeTCcs COOTBeTCTByWLWas uHpopMalms, npefocTaBneHHasi CrnoHCOPOM
YyNOMHOMOYEHHOMY OpraHy npu nojadve 3asaBfeHUs Ha npoBedeHue KIMHUYEecKoro uccnegosaHus. Ecnu
neKapCTBEHHble CPEACTBA ANS KIMHUYECKMX UCCNEeAOBaHWI BBE3EHbI N3 TPETLEW CTPaHbl U ABMAKTCA 0O6BHEKTOM
cornalenusi, NpuHsaToro mexay Pecnybnukorn benapycb 1 31O CTpaHONW, HaNnpUMeEp TakuMM, Kak cornalleHne o
B3aUMHOM npu3HaHuK, nwboe nogobHoe cornaweHne npegycmaTpuMBaeT npuMmeHeHue TpeboBaHunm B
OTHOLLUEHMM 3TOr0 JEKapCTBEHHOrO CpeacTBa, OKBMBAMEHTHbIX YCTAHOBMEHHbIM HacTtoAwmmM  TKI1. [Mpw
OTCYTCTBMM COIMaLLEHNss O B3aMMHOM NPU3HaHWM YMNOMHOMOYEHHOE MMLO Ha OCHOBE MH(OPMAaLMK O cUCTEME
KayecTBa NpouM3BOAWTENS  OOMMKHO  YCTAHOBWUTb, YTO MNPUMEHSOTCS TpeboBaHUSA, 3KBMBANEHTHbIE
yCTaHoBMeHHbIM HacToAwmum TKI1. 3Ty uHdopmaumio, kak npaBuIio, NonyyatT NyTeM y4yacTusi B ayguTte CUCTeM
KayecTBa npowussogutenen. V1 B nepBoM, U BO BTOPOM cCryyae YMNOMHOMOYEHHOE NULO MOXET BbIMOMHUTL
OLEHKY COOTBETCTBUS Ha OCHOBaHUW OOKYMEHTauuu, NpefocTaBneHHOW NPOoM3BOAMTENEM W3 APYron CTpaHbl
(cm. 40 HacToSLLEro NpUNoXeHus).

d) npu BBO3e NpenapaTtoB CPaBHEHMUS, KOrga HEBO3MOXHO MOMyYUTb rapaHTUo TOro, YTO Kaxaas cepwusi
npoaykumy 6Obina npousBefeHa B COOTBETCTBMU C  TpeboBaHUAMM, SKBUBANEHTHBIMU  YCTAaHOBMEHHbLIM
HacToswmmMm TKI1, YNonHOMOYEHHOE NMLO AO0SMKHO 3acBMaeTerNbCTBOBaTb, YTO Kaxgas npousBedeHHasd cepus
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npoLuna Bce Heobxoanmble BUObI KOHTPOMS M UCMNbITAHUA, HEOOXoaMMbIE ANt NOATBEPXKAEHUSA ee KavyecTBa, B
COOTBETCTBMM, a Takke 4YTO UMeeTCs COOTBETCTBYyWLWAs WHOopMauuns, MpefoCcTaBrieHHas CNOHCOPOM
YNONMHOMOYEHHOMY OpraHy npu nogaye 3asBreHus Ha NpoBeAEHNE KITMHUYECKUX NCCNeaOBaHUN.

40 Tlpy oOueHKe KaOOoW cepun NPOAyKUMM nNepeq Bbloaden paspelleHus Ha BbIMyCcK cregyeT
paccmaTtpuBaTthb:

- 3anmcu, OTHOCSILLMECS K cepum (JOCbe Ha Ccepuio), B TOM YUCIIE 3anncu No KOHTPOIKO KayecTBa, 3anmncu no
KOHTPOIO B Mpouecce NpPou3BOACTBA M 3aMvCy pas3peLLeHmns Ha BbIMyCcK, CBMAETENbCTBYOLNE O COOTBETCTBUU
[OCbe Ha flekapCTBEHHOE CpPeACTBO, 3akasy, MPOTOKONY WUCCReAOBaHUA U Kogy paHaomu3auun. B atu 3anucu
OOIMKHbI OblTb BHECEHbI BCE OTKIOHEHUS UMM BHECEHHbIE B MITAHOBOM MOPSAKE M3MEHEHMs!, a Takke nobble
[OMNONHUTENbHBbIE MPOBEPKM UNU UCTbITaHMSA. 3anucy OOSMKHbI ObiTb MOSMIHBIMU W COrfacoBaHbl NMepPCoHarnom,
YNOMHOMOYEHHbIM Ha 3TO B COOTBETCTBMM C CUCTEMOMN Ka4ecTBa;

- yCrnoBus NpOM3BOACTBA;

- faHHble 06 Banuaauun obopyaoBaHus, NPOLLECCOB 1 METOOUK;

- NPOBEPKY OKOHYaTENbHOW YNaKOBKMY;

- pesynbTatbl NOObLIX aHanuM3oB WM  UCMbITAHUN, MPOBEAEHHbIX MOoCne WUMNOPTUPOBAHUA, €Ccnu
Heobxoaumo;

- OTYeTbl O CTabUNBbHOCTU;

- JaHHble 0 NOCTaBLUMKE N MPOBEPKE YCNOBUIA XpaHEHUS N TPaHCMOPTUPOBAHUS;

- oT4YeTbl 00 ayauTax cCMCTEMbl Ka4ecTBa NPON3BOAMTENS;

- JOKYMEHTbl, NnoaTBepXAatoLimMe npaBo NPOU3BOAMTENS Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPeAcTB Ans
KNMMHUYECKUX UCCRefoBaHUN (BKMYas npenapaTtbl CPaBHEHMS) Ha 3SKCMOPT, BblgaHHbIE YMOMHOMOYEHHbBIMM
opraHamu CTpaHbl-3KCnopTepa;

- nNpu HeobXOAMMOCTU HOpPMaTuBHblEe TpebOBaHWST B OTHOLUEHUW PErmcTpauuoHHOW [OOKyMEeHTauuu,
npumeHsemble TpeboBaHMA MNpaBuN Haanexallero npousBOACTBa M NoOble oduumanbHble NOATBEPKAEHMS
BbINOMHEeHNs TpeboBaHM NpaBun Hagnexailero Nnpon3BoAcCTBa;

- BCe gpyrue chaktopsbl, KOTOpble YNOMHOMOYEHHOE NNLO CYMTAET 3HAYMMbIMK ONS KaYyecTBa Cepun.

3HaYMMOCTb BbILLENPMBEOEHHBIX (PaKkTOPOB 3aBUCUT OT CTpaHbl, B KOTOPOW MPOU3BOOAT JNeKapCTBEHHOE
CpencTBo, NPeanpusiTUS-Npon3BOAUTENS, cTaTyca perncTpauum nekapcTBEHHOTO CpeacTBa (3aperncrpyMpoBaH
nm oH B Pecnybnuke Bbenapyck, rocymapcrtee-unieHe Cowo3a mnvM B TpeTbMX CTpaHax), a Takke OT dasbl
pa3paboTku. CnoHCop OO0IMKEH rapaHTUpoBaTh, YTO BCe haKTopbl, NPUHATbIE BO BHUMaHUE YMNONIHOMOYEHHbIM
NMLOM, BBIMOSHSAIOWMM OLEHKY Cepun, COOTBETCTBYIOT WHOpMaLWW, NPedoCTaBNEHHOW YMNONTHOMOYEHHOMY
opraHy npwv nogave 3asiBfieHUsl Ha NPOBEAEHUE KITMHUYECKUX UCCNEOOBaHWI (44 HACTOALLEro NPUITOXEHMS).

41 Ecnu nekapCTBEHHble cCpeacTBa ANsl KIMHUYECKUX WMCCMNEeAOBaHUN MPOM3BOOAT WM YNAKOBLIBAKT Ha
pasHbiX Yy4yacTkax, 3a KOTOpble HEeCyT OTBETCTBEHHOCTb pasHble YMOMHOMOYEHHble nuua, Heobxooumo
BbINOMHATL TpeboBaHus MNpunoxeHuns 16 Hactoswero TKI.

42 Ecnu cornacHo 3akoHogartenbcTBy Pecnybnukn Benapycb ynakoBka unu MapknpoBKa OCYLLECTBASIETCSA
B MCCrneaoBaTeNbCKOM yupexaeHnm apmMaLeBToM, y4acTBYOLMM B NPOBEAEHUM KITMHUYECKOro UCCcneoBaHus,
unu nop ero HabnwageHvem, nnbo OpyruM MeguUMHCKUM PabOTHUKOM, TO KOHTPOSb 3TOW AESATENbHOCTU He
BXOOUT B 0693aHHOCTM YNONMHOMOYEHHOro nvua. OgHako CMOHCOP HECEeT OTBETCTBEHHOCTb 3a rapaHTuio TOro,
ytTo paboTa Hagnexawum obpa3om [OKyMeHTanbHO OdOpMIIEHa M  BbINOMHEHA B COOTBETCTBUM C
TpeboBaHnamMm HacTosawero TKI1. Mo aToMy BONpoOCY OH AOMKEH NONy4mMTb MHAOPMAaLMIO OT YNOMHOMOYEHHOIO
nuua.

TpaHcnopTMpoOBKa

43 JlekapcTBeHHble CpeAcTBa ANS KIMHUYECKUX WCCREedoBaHWii OOMKHbI OCTaBaTbCA Mo KOHTpOnem
CroHcopa [0 3aBeplleHVs ABYX3TanHoM Npoueaypbl Bbloayuu paspelleHns Ha BbiMyCK: OLEHKU COOTBETCTBUS
YNONMHOMOYEHHbBIM FIULIOM U Bblga4yy CMOHCOPOM paspelleHnst Ha BbIMyCK ANs UCMOSIb30BaHUS B KIMHUYECKUX
nccnenoBaHUsAX nocrie cobniogeHus TpeboBaHW 3akoHopaTtenbcTBa Pecny6nuku Benapycb. O6a aTana
JOIMKHbI GbITb 0POPMIIEHBI OKYMEHTANBHO, a 3anMcK AOMKHbI XPaHUTbLCS HEeNoCcpPeACTBEHHO Y CroOHcopa U y
nuua, koTopoe AeWcTByeT oT ero umeHu. dPopmaTt cepTudukaTa cepun JeKapCTBEHHbIX CpeacTB Ans
KMUHUYECKUX UccredoBaHui npveedeH B [ononHeHun 1 K HacTosiwemy npunoxeHuto. CnoHcop AO0SmKeH
rapaHTMpoBaTb, 4YTO BCS noApoGHas WHdopmauus, KoTopas MNpUIoXKeHa K 3asBMNeHWo Ha nposedeHue
KIMMHMYECKOrO MCCreaoBaHUsl, pacCcMOTpeHa YMONMHOMOYEHHbIM NMLOM M OTBevaeT WMHdopmauuu, KoTopasi
yTBEpXKAEHA YMONHOMOYEHHbIMM opraHamu. [omkeH 6biTb OdOpMIIEH COOTBETCTBYHOLUUA [OrOBOP O
BbIMNONHEHUM 3Toro TpeboBaHus. C MPaKTUYECKOW TOYKU 3PEHUsl, Haumny4yllMMm CriocoBOM BbIMONHEHUS STUX
TpeboBaHWii ABNSETCSA KOHTPONb U3MEHEHUIA B 10CbE Ha NeKapCTBEHHOE CPeACTBO, YTO AOIMKHO BObiTb BKMHOYEHO
B TEXHMYECKOE cornalleHne mexay YnosIHOMOYEHHbIM JIULOM M CIOHCOPOM.

44 TpaHCnopTMpOBaHWE NeKapCTBEHHbLIX CPEACTB AJ1s KMMHUYECKUX UCCIEeA0BaHWiA criedyeT OCYLLEeCTBNATb
B COOTBETCTBUM C MHCTPYKLUUSIMU, NPeaoCTaBNeHHbIMU B PACMOPSPKEHWNE CMIOHCOPOM UMW NULIOM, AENCTBYIOLNM
OT €ro UMEHM.

45 [lo nOCTaBKM JIeKapCTBEHHbIX CPEACTB AN KIMMHWMYECKUX WCCIedoBaHuii K MeCTy npoBendeHust
MUCCneaoBaHUA [OSKHbl  OblTb  YCTaHOBMEHbI MNpaBuna Mo  packoaupPOBaHWMIO NEKAPCTBEHHbLIX CpPeacTB
YNOSTHOMOYEHHBIM Ha TO NMEePCOHaNoM.
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46 CnepyeT XpaHUTb NoApobHbIA MepeyeHb OTIPY)XEHHOW MPOAYKLMW, COCTaBMEHHBLIN MPOM3BOAUTENEM
unu umnoptepom. Ocoboe BHMMaHME cnefyeT yaenaTb TOYHOCTW YKasaHWs HauMMeHOBaHWs U agpeca
nony4yarens.

47 Tepepadvy nekapcTBEHHbIX CPeACTB AN UCCregoBaHUi U3 0QHOro MecTa NpoBeAeHUs UCCNeLOBaHUN B
apyroe criegyeT NPoOBOAWUTb TOMbKO B WCKMOUUTENBHbLIX criydasx. [lopsaok Takonm nepepayn OormkeH ObiTh
YyCTaHOBMEH CTaHAapTHOM onepauuMoHHOW npoueaypon. CrnegyeT NpoBEpWUTb COBOKYMHOCTb UMEKLLMXCS O
NeKapCcTBEHHOM CpeacTBE CBeOEeHWMM 3a TOT nepuog, Korga OH HaxoAuricsl BHE KOHTPOMsS MNpPOM3BOAMTENS,
Hanpumep, C MOMOLLbI OTYETOB O MOHMTOPUHIE KITMHWYECKMX WCCMELOBaHUM WM perncrpaummn ycrioBun
XpaHeHus1 Ha npeablgyllemM MecTe NpoBedeHust MccredoBaHMi. Takash mpoBepka [OMMKHa y4uTbiBaTbCs MNpu
OLeHKe BO3MOXHOCTM nepedayn npoaykumm. K yyactvio B npoBepke Heobxoanmo npuerekatb YNONHOMOYEHHOe
nvuo. [lpu HeobxogMMOCTM nekapCTBEHHOE CpeacTBO cnedyeT BepHYTb MNPOM3BOAMTENO WM ApPYromy
nveruemMy Ha To npaBo npou3BoauUTENo OnA I'IOBTOpHOVI MapKUpPOBKN U ONA €ero oueHKu YNONMHOMOYEHHbIM
JINLOM. Cnep,yeT XpPaHUTb 3anncun n obecnevnBaTb NOMHOE OTCNEXWUBaHNE I'IOJJ,06HbIX nepegayv.

MpeTteH3uUn

48 BbiBogbl N0 pe3ynbtatam noboro paccnenosaHnsi, NPOBEAEHHONO B CBA3KU C NOCTYNNEHNEM NPETEH3NN
Mo Ka4yecTBY NIEKAPCTBEHHOIO CPEACTBA, AOMMKHbI ObiTb 0OCYXAEHbI MEXAY MPON3BOAUTENEM UITU UMMOPTEPOM U
CMOHCOPOM (€Ccnn 3TO HE OOHO M TO Xe NuuOo). B 3TOM JOMmKHbI y4acTBOBaThk YMNOMHOMOYEHHOE NULO M nuua,
OTBETCTBEHHbIE 3@ NPOBEAEHNE COOTBETCTBYIOLLErO KIMMHUYECKOro MCCneoBaHus, YToObl OLEHUTb BO3MOXHOE
BNUSHME MPETEeH3NM Ha KIIMHUYECKoe uccrefoBaHue, pas3paboTKy NeKapCTBEHHOro cpeacTBa U CyObekToB
nccrnegoBaHuni.

OT13bIBbI 1 BO3BpaThI

OT3bIBbI

49 TMopsaaok oT3biBa NEKapCTBEHHbIX CPeACTB AN KMMHWYECKUX UCCNEefoBaHUA U ero JOKYMEHTarbHOro
ocbopMneHust formkeH BbITb cornacoBaH Mexay CrioOHCOPOM M NPOU3BOAUTENEM UMM UMMOPTEPOM (€CNn 3TO He
0OHO WU TO Xe nuuo). MccnepoBaTenb U MOHWUTOP KIMHWYECKOTO WCCIEAOBaHUSi [AOSHKHbl MOHMMAaTb CBOM
06513aHHOCTM NPY BLINOSTHEHUM OT3bIBA.

50 CroHcop [JOSKeH rapaHTMpoBaTb, YTO MOCTaBLUMK JOGOro npenapaTta CpPaBHEHUS WU OPYrvx
NEeKapCTBEHHbIX CPEACTB, WUCMOMNb3yeMblX B KMUHWUYECKOM WCCNEeLoBaHUWM, UMeEeT CUCTEMY [ANsi U3BELLEHWs!
CNoHcopa 0 HeoBX0AUMMOCTH 0T3bIBa NHOro NOCTABNEHHOrO NIEKAPCTBEHHOrO CPeACcTBa.

BosBpaTbl

51 JlekapcTBeHHble cpeacTBa Ansi KMMHUYECKUX MCCedoBaHWMI criefyeT Bo3BpalwaTb ¢ cobniogeHvem
YCIOBUWI, YCTaHOBMEHHbLIX CMTIOHCOPOM U U3NOXEHHbIX B YTBEPKAEHHbLIX NMMCbMEHHbIX NpoLeaypax.

52 Bo3BpallleHHble NeKapCTBEHHbIE CPEeACTBa ANs KIMMHUYEeCKUX WCCNedoBaHWui [OMMKHbl OblTb 4eTKo
0603HayeHbl. WX cnegyeT xpaHuTb B cheuuanbHO MpedHa3HaAYeHHOW KOHTponupyemoil 3oHe. Cneayet
COXPaHsTb 3an1cy No y4eTy BO3BPaLLEHHbIX NTEKAPCTBEHHbLIX CPEACTB.

YHunuTOXEeHune

53 CnoHcop HeceT OTBETCTBEHHOCTb 33 YHUYTOXEHME HEeWCnomnb30BaHHbIX W (MM) BO3BpPALLEHHbIX
NeKapCcTBEHHbIX CpeACcTB AN KIMHWYECKUX uccrnegoBaHun. He gonyckaeTcss YHUUTOXEHME NeKapCTBEHHbIX
CpPeAcTB Ans KIMMHUYECKUX uccrneaoBaHuin 6e3 nonyyeHns NMCbMEHHOro pa3peLUeHns OT CMoHcopa.

54 [1na kaxxgoro mecta nNpoBeAeHUs CCrnefoBaHNn 1 Kaxaoro nepuoaa uccnefoBaHns CNoHCOP Un Nnuo,
JencTByolee OT €ero WMeHW, OOIpkeH uKkcupoBaTb, COCTaBnsaTb 6anaHC u MpoBepsATb KOMMYECTBO
NeKapCcTBEHHOr0  CPeAcTBa, KOTOpOe  MOCTaBfeHO,  WCMOMb30BaHO U BO3BPALLEHO.  YHUYTOXEHue
HEeMCnonb30BaHHbIX JIEKAapCTBEHHbIX CPEeACTB ANs  KIMHUYECKUX WCCredoBaHMM AN [aHHOro  Mecrta
npoBeAeHuss uccnegoBaHUi UnNu AaHHOro nepuoga nuccnegoBaHuin cnegyeT OCyLeCTBASATL TONbKO Nocne Toro,
kak OyaeT npoBedeHO paccrnefoBaHWe U yAOBNETBOPUTENbHO 06bACHEHbI Niobble HECOOTBETCTBUS, a Takke
OynoeT coctaBneH martepuanbHblil H6anaHc. [lokymeHTanbHoe odopMieHne onepauymin No  YHUUTOXEHWUIO
neKapcTBEHHOro cpeacTBa HeobxooMMO BecTu Takum obpasoM, 4ToObl MOXHO ObINO NpeacTaBuTb OTYET 060
BCeX onepauusix. 3anmcu o yHUYTOXEHNIO criefyeT XpaHUTb y CNOoHcopa.

55 B cny4ae yHUYTOXEHWS NeKapCTBEHHbIX CPEACTB AN KIMHUYECKUX MCCregoBaHUA CMOHCOPY AOSKEH
ObITb NPeACTaBNEH aKT C ykazaHWeM AaTbl MW OPYron AOKYMEHT 06 yHU4TOXeHun. B aTux gokymeHTax cnegyet
YeTKO ykasaTb HOMepa cepui 1 (Mnun) Homepa nauneHToB (MM obecnevnTb BO3MOXHOCTb UX OTCINEXMBaHNS), U
KONMMYECTBO YHUUTOXEHHbBIX JIeKapCTBEHHbIX CPEACTB.
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HononHeHune 1

MpumepHasn chopma cogepxkaHusa ceptudunkata cepum

[BNNAHK MPOU3BOAUTENA]

CopepxaHue cepTudmKaTa cepum

1) HasBaHue (Ha3BaHus) nekapcTBeHHOro(bix) cpeacTBa(oB) (MAaeHTMdUKATOpa(oB) NEKAapCTBEHHOIO
cpencTtea) B COOTBETCTBMU C 3asiBKOW HA NpoOBedeHne KIMHMYECKOro UCCrenoBaHus, B 3aBUCMMOCTM OT TOrO,
YTO MPUMEHMMO.

2) Homep(a) EudraCT (ObwweeBponenckas 6asa AaHHbIX KITMHUYECKUX MCCregoBaHnn) U Koga npoTokona
cnoHcopa (nNpu Hanuuun).

3) Oosnposka:

- Ha3BaHUS M KONMMYECTBO B eAuHWLE [03bl BCEX aKTUBHbIX dapMaLeBTUYECKMX CyOCTaHuun Anst KaXxaoro
neKkapCTBEHHOIO CpeAcTBa ANs KNMHMYECKUX uccriegoBaHun (Bkniovas nnauebo). Cnocod npepoctaBneHust
Takon MHdopmaumm He ormkeH cnocobCcTBOBaTb PacKOANPOBAHUIO «CINEMNOro» UCCeaoBaHus.

4) JlekapcTBeHHasa dopma.

5) Paamep ynakoBku (kOHTelHepa) 1 Tun (Hanpumep, gnakoHbl, OyTbinu, 6rmcTepsl).

6) Homep naptum (cepun).

7) Oata okoH4YaHus cpoka rogHOCTY (MOBTOPHOMO KOHTPOMS, CPOK MCMOMb30BaHUS).

8) HaumeHoBaHne npousBoautTensa (NPOM3BOLACTBEHHOW MMOLWAAKM) W €ero agpec, rae HaxoguTcs
BblgatoLee ceptudumkat Y NonHOMOYEHHOE nuuo.

9) Homep cneumanbHOro paspelleHus (nNMueH3nu) Ha NpPou3BOACTBO ANs NMPOU3BOLACTBEHHOW MMoLagku,
yKa3aHHOW B noanyHkTe 8.

10) KommeHTapum (npymeyaHus).

11) OononHutenbHas WHopMauusi, KoTopas SIBNSAETCA CYLWECTBEHHOW MO MHEHWIO YMNOMHOMOYEHHOro
nvua.

12) 3asBneHue o cepTucmkaumm.

13) OenaeTtcsa 3anuchb:

«Hactoswum A nogTBepxgat, YTO STa cepust  COOTBeTCTBYeT TpeboBaHusAM  (ykasbiBaeTcs
cooTBeTCTBYOWasa hopMa NOATBEMKAESHUS, UCXOASA UX HUKENEPEUYNCTTEHHbIX BO3MOXHbBIX BapuaHTOB NOCTaBKu
nekapCTBEHHbIX CPeACTB):

a) nekapcTBEeHHOe CpeacTBO npousBegeHo Ha TeppuTtopum Pecnybnukn bBenapycb, HO He
3apernctpuposaHo B Pecnybnuke Benapycb. [lpu nogave 3asBNeHMs Ha MpOBEOEHME  KIMHUYECKMX
uccrnegoBaHun  HeobxoaMMO  3acBMAETENbCTBOBaTb, YTO fleKApCTBEHHOE CPeacTBO  AM1A  KIMHUYECKMX
uccrnegoBaHUn NMpousBedeHo M NPOBEpPeHO B COOTBETCTBUM C TpeboBaHusmu Hactoswero TKI, gocbe Ha
neKkapcTBEHHOE CpeacTBO, a TakKe YTO MMeeTCs COOTBETCTBYHWOLAA MWHGoOpMauusi, npenocTaBrieHHas
CMOHCOPOM YMOJSTHOMOYEHHOMY OpraHy;

b) nekapctBeHHOe cpegcTBO  3apernctpupoBaHo B Pecnybnvke  Benapycb, nocTaBnsieTcs
ONCTPMOBLIOTOPOM, KOTOpPbIN HaxoguTca B Pecnybnuke Benapycb, He3aBMCMMO OT TOro, rae Npov3BOAUTCSA
nekapctBeHHoe cpeacTtBo. OO6SA3aHHOCTM, KOTOpble YyKal3aHbl BbIle, OCTATCA TEeMU Xe, HO 00bem
NPeACTaBMNEHHbIX AaHHbIX MOXET OblTb OrpaHu4eH MNOATBEPXKOEHWEM TOrO, YTO JIEKAPCTBEHHOE CPELCTBO
COOTBETCTBYET 3asiBNIEHMIO Ha MPOBEAEHNE KITMHUYECKMX MccrnedoBaHmin u nobor nocnegywowen obpaboTke ¢
Luenblo KOAMPOBaHWUS, OCYLLECTBMEHUSA ChneunanbHOW YNakoBKW MMM MapKMpOBKM ONA 3TOr0 UcCCregoBaHus.
[ocbe Ha nekapCTBEHHOE CpeAcTBO TakkKe MOXET ObiTb OrpaHvyeHHbIM no ob6bemy (cm. 9 lMNpunoxenus 13
HacToswero TKI);

C) nekapCTBEHHOE CpeacTBO WMMOPTUPOBAHO HEMOCPEACTBEHHO W3 TpeTben CTpaHbl, Heobxoaumo
3acBMAETeNbCTBOBATh, YTO OHO MPOU3BEAEHO M NPOBEPEHO B COOTBETCTBUM C TPEOOBAHUAMN, IKBUBATIEHTHBIMU
UM He HWXE YyCTaHOBMEHHbIX B HactosweM TKI1, gocbe Ha nekapCTBEHHOE CPeACTBO, @ TakkKe YTO MMeeTcs
COOTBETCTBYOLWAsA WHGPOPMaUMs, NpPeAcTaBfieHHas CMNOHCOPOM  YMOSTHOMOYEHHOMY OpraHy mnpu nogaye
3asBIeHNs Ha NpoBedeHME KIMHUMYECKOTO uccrnenoBaHusl. Ecnn nekapcTBeHHble cpeacTBa AN KITMHUYECKUX
uccrnefoBaHUn BBE3EHbl U3 TPETbEW CTpaHbl WU ABMASKTCA OOBEKTOM COMMalleHusl, MNPUHATOro Mexay
Pecnybnukon Benapycb 1 aTol cTpaHOW (HanpuMep, cornalleHve o B3aumMHOM npusHaHum), niboe nogobHoe
cornaweHnue npegycmatpvBaeT nNpuMeHeHne TpeboBaHWUA, SKBUBANEHTHbIX YCTAaHOBMNEHHbIM HacToswmum TKI1, B
OTHOLUEHMN 3TOr0 JlekapCTBEHHOro cpeactsa. [lpu OTCYTCTBMM COMMalleHWss O B3avMHOM MPU3HaHWUK
YNONHOMOYEHHOE N0 Ha OCHOBE MHpopMaLMn O CUCTEME KavyecTBa NPON3BOAUTENS OOIMKHO YCTAHOBUTb, YTO
NPUMEHSOTCA TpeboBaHMS, 3KBMBAIEHTHbIE YCTAHOBIEHHbIM Hactoswum TKI1. 3Ty wuHdopmaumo, kak
npaBumo, NonyyarT NyTeM ydyacTusd B aygute CUCTEM KadyecTBa npousBoguTenen. M B nepBom, n BO BTOPOM
cnyyae YMNONHOMOYEHHOE IMUO MOXET BbIMOMHUTE OLEHKY COOTBETCTBUS Ha OCHOBAHUM [OKyMEHTauuw,
npeacTaBneHHON NPON3BOAUTENEM U3 APYrOW CTPaHbI».

14) damunusa YNonHOMOYEHHOro nuua, nognucasLuero ceptTugukar.

15) Moanuce.
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16) OaTa noanucaHus.

MosacHeHue

JlekapcTBeHHbIE CpeAcTBa ANS KIMHUYECKMX MCCrefoBaHni He MOryT ObiTb MCMOMb30BaHbl B KITMHUYECKOM
nccnegoBaHumn B Pecnybnnke benapycb 40 OKOHYaHWsT ABYX3TanHOW npoLeaypbl, onucaHHon B 43 NMpunoxeHus
13 HacTogwero TKI. Ha nepsom atane gomkHa ObiTb 3akoOHYeHa 1 0hopMneHa AOKYMEHTaNbHO cepTudukaums
Kaxxgon cepyn YNONMHOMOYEHHbIM NMLIOM NMPOU3BOAUTENS UMM UMNopTepa B COOTBETCTBUM C 13 HacTosLlero
NPUNOXEHNS.

Cepuo nekapCTBEHHOro cpeactsa And KMUHUYECKMX UCCNeaoBaHWW, COMNPOBOXAAEMYIO MOAMUCAHHBIM
YNONHOMOYEHHbIM NUUOM CepTUUKaTOM Ccepun, He cnegyeT noaeeprate JanbHeEWWUM MNpoBepKam
OTHOCMUTENbHO MOMOXEHWMN, YKa3aHHbiX B 13 HacTosILLero MpUMoXeHUs Npu ee nepemMeLleHun B npeaenax
Pecnybnukun Benapycb, ecnu 3akoHogatenbcTBOM PecnyGnuvkn benapycb He npegycMmoTpeHo uHoe. [ns
obnerdyeHnss cBOGOOHOrO MepeMeELLEHNst NEKAPCTBEHHbBIX CPeACTB ANA KIMMHUYECKUX WCCNEAOBaHWUNA MeXay
rocygapcrtBamu-ysieHaMu COAepXXaHue Takux CepTUMKaToB AOMMKHO COOTBETCTBOBAaTb MPUBEAEHHOMY BbILLE
rapMOHU3MpoBaHHOMY dopmaTy. OToT dopmaT Takke MOXET ObiTb NMPUMEHEH AN cepTudUKauum cepun,
npegHasHa4YeHHbIX ANA UCMOMb30BaHWUA B rocygapcTBe-yrieHe, B KOTOPOM HaxoguTCA MpOM3BOAUTENb WM
nmnopTep.
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MpunoxeHwne 14
(obsi3aTenbHOE)

Tpe6oBaHusA K NPOU3BOACTBY NEeKapCTBEHHbIX CPeACTB, Nofy4aeMbiX U3 JOHOPCKOW KPOBU
Mnu nnasmbl

[ns uenen HacToALWEro NPUNOXEHUs NCMONb3YTCA NOHATUS, KOTOPbIE O3HAYaloT crneayoLlee:

KOMMOHEeHT KpoBM (blood component): TepaneBTu4eckas COCTaBMsOLWAsS KPOBU (3pUTPOLUTBI, NTENKOUUTHI,
TpombBouunTbl 1 Nna3ma), KoTopas MOXeT BbITb NOArOTOBIEHA Pa3NNYHBIMM METOAAMMN.

KpoBb (blood): LienbHas KpoBb, KOTOopasi B3ATa y AoHopa M obpaboTaHa Ans TpaHcysum vnu Ans
JanbHeunwero Npon3eoacTaa.

neKapcTBeHHble CpeAcTBa, NnosiydaemMmblie M3 AOHOPCKOW KpoBu unu nnasmbl (medicinal products
derived from human blood or human plasma): JlekapCTBEHHble CpeacTBa Ha OCHOBE KOMMOHEHTOB KpOBW,
KOTOpble MNpOM3BeAeHbl MNPOMBILWSIEHHBIM CMOCOOOM Ha FOCYAApPCTBEHHbIX WM HErocygapCTBEHHbIX
npeanpusaTUaAX.

obpaboTtka (processing): Jllobon n3 atanoB NOMy4YeHUS KOMMOHEHTOB KPOBW, KOTOPbIA OCYLLECTBMSETCA
nocne 3abopa KpoBu nepea nosiydeHmemM KOMMOHEHTa KpOBK (HanpuMmep, cenapauus 1 3aMopo3ka KOMMOHEHTOB
kpoew). B HacTosAwmx TpeboBaHusax nog o6paboTkon 4ONOMHUTENBbHO MOHUMAIOT BbINOMHAEMbIE B Y4PEXOEeHNAX
no 3abopy KpoBWM onepauuu, KOTopble SBASAITCA chneuuduryeckumn ansg nnasMbl, MCNONb3yemMon Ans
PpaKkLUMOHMPOBAHNSI.

OCHOBHoOe Aocbe Ha nna3my (Plasma Master File — PMF): OToenbHbIi OKYMEHT, KOTOPbIN HE BXOAMWT B
pervcTpauroHHOe AOCbe Ha NekapCTBEHHOe cpeacTBo. B HeM cogepxuTcsa BCA COOTBETCTBYHOLWAA noapobHas
WHopMaLns B OTHOLLEHUN XapaKTePUCTUK LieNbHON LOHOPCKOW MMa3Mbl, MCMOMb3yeMON Kak UCXOOHOE Cbipbe
0N NpOM3BOACTBA MPOMEXYTOYHbIX dpakumi (cybdpakumii), BcnomoraTernbHbiX BeLEecTB U aKTUBHbIX
dapmaLeBTUIECKUX CyOCTaHUWUA, KOTOpble SBMAKTCS YacTbl MfasMbl, fEeKapCTBEHHbIX CPeacTB  MIn
MeaULMHCKUX U3aenun.

oTtBeTcTBeHHOEe nuuo (Responsible Person): CneumanbHO HasHa4YeHHOE NULO B yypexaeHuax no 3abopy
(MpoBepke) KPOBU, KOTOPOE HECET OTBETCTBEHHOCTbL 3a:

- obecneveHne TOro, YTO KPOBb MMM €€ KOMMOHEHTbl ObinM B3SiTbl M NPOBEPEeHbl B KaxAowW eguHuue
He3aBMCMMO OT WX MpedHasHayeHus, a Takke 3a To, YTo (B Crnydvae npefHasHadeHus Ond TpaHcdys3um) nx
obpaboTka, xpaHeHue M OTMNyCcK ObiMM Mpou3BedeHbl B COOTBETCTBMM C 3akoHopaTenbCTBOM Pecnybnuku
Benapyce;

- npegocTaBfeHne COOTBETCTBYIOLLEN WHMOPMaLMA  YNONTHOMOYEHHbIM OpraHam (opraHusauusim)
Pecnybnukn Benapycb B OTHOLLEHUN NpeanMcaHuin, paspeLleHnin, akkpeamTauum unm MueH3npoBaHuns;

- BbINOMHEHNE B YydpexaeHun no 3abopy (NpoBepke) KpoBWM Bcex TpeboBaHWi 3akoHoOaTenbCcTBa
Pecnybnukun Benapycb.

OTBeTCTBEHHOE NULO JOMKHO OTBeYaTb Cneayow M YCrnoBUaM B OTHOLLIEHMM KBanudukaunn:

- UIMETb BbicLLee 06pa3oBaHMe B 0611acTu MeanumHbl nnm 6uonoruu;

- UMeTb CTax paboTbl He MeHee 2 neT B obnactu 3abopa (NpoBepKU) JOHOPCKOW KPOBM M KOMMOHEHTOB
KpOBW Mnn ux obpaboTkun, XpaHeHUss Unu pacnpegeneHus.

OB6a3aHHOCTN OTBETCTBEHHOro nuua, ykasaHHble B HACTOsLWeM MyHKTe, MOryT ObiTb nepedaHbl ApYyrum
nvMuam, KoTopble AOMKHbl UMETb COOTBETCTBYIOLLYIO KBanudumkaumio n ctax paboTbl AnA BbINOMHEHUS 3TWX
06s3aHHOCTEN.

YupexaeHusi no 3abopy (NpoBepke) KPOBWU LOMKHbI COOBLLNTL B YNOMHOMOYEHHbIA OpraH (OpraHnsaumio)
Pecnybnukun Benapycb damunuio (MMsi, OTY4ECTBO) OTBETCTBEHHOrO Nuua ¢ 06A3aHHOCTAMM, yKas3aHHbIMU B
HacToSALLEM NYHKTE, a Takke APYrMx nuu, yKasaHHbIX B HacTOsLWEM MyHKTe, BMecTe C WHopmauuen o
KOHKPETHbIX 06513aHHOCTSIX, KOTOPbIE HA HWUX BO3MOXEHbI.

Ecnu oTBeTCTBEHHOE NULO MNWN NULA, yKaszaHHble B HACTOSLLIEM MYHKTE, 3aMEHSAIOTCH Ha NOCTOAHHOW Unn
BPEMEHHOM OCHOBE, YyYpexaeHue Mo 3abopy (NpoBepke) KPOBM [OIMKHO He3aMeOSMTENbHO YBEeOOMUTb
YNOJSIHOMOYEHHbIE OpraHbl (opraHusauun) Pecnybnuku benapycb o cdamunumn (MMeHKn, OTYecTBe) HOBOro
OTBETCTBEHHOIO NuLa 1 gate ero HasHavyeHus.

nnasma gns dpakuymoHmpoBaHus (plasma for fractionation): >Kugkas yacte gOHOpCKOWN KPOBM, KOTOpasd
OCTaeTCs Nnocne OTAENEeHNs KNeTOYHbIX KOMMOHEHTOB KPOBU, OTOOPaHHasA B KOHTEMHEP C aHTMKOArynsHTOM, Unm
KOoTOpasi ocTaeTcs nocne cenapaumm ¢ NOMOLLbIO HEMPepbIBHON (hunbTpaumm Nnn LeHTpudyrupoBaHns KpoBsmu ¢
aHTMKoarynaHToM BO Bpemda npouedypbl adepesa. lMnasma gnsg gpakuuMoHMpPOBaHUSA MpefHasHadeHa AOns
NPOM3BOACTBA J€KAapCTBEHHbIX CPEACTB, MOSlydaeMblX W3 nnasmbl, B 4acTHOCTW, anbbymwuHa, caxkTopoB
CBEepTbIBaHUS KPOBU Y UMMYHOTNOBYnuHa YyenoBeka.

nporpamma ¢pakuMOHUPOBaHUA MO KOHTPAKTy ANA TpeTbux cTpaH (third countries contract
fractionation program): ®pakumMoHUpoBaHME MO KOHTPAaKTy Ha NpeanpuaTun Mo (ppakuUOHMPOBAHUIO WK
NPOU3BOACTBY NEKapCTBEHHbIX CPEeACTB U3 JOHOPCKOW Mia3Mbl C UCMONb30BaHNEM UCXOOHOIO Chipbsl U3 TPETbUX
CTpaH, Npu 3TOM NPOoU3BEAEHHAs NPOAYKUUSA He npefHasHaveHa Ang obpalleHus Ha Tepputopun Pecnybnukm
Benapycs.
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YnonHomoueHHoe nuuo (Qualified Person): Jlvwuo, HasHayeHHOe MpoOM3BOAUTENEM JIeKapCTBEHHbIX
CpeacTB, KOTOpPOE OCyLeCTBnseT MOATBEpPXAeHWEe COOTBETCTBUS NeKapCTBEHHbIX CpeacTB TpeboBaHUsM,
YCTaHOBMEHHbLIM MPU WX FOCYAApPCTBEHHOW pEerucTpauum, W rapaHTupyeT, 4YTO JieKapCTBEHHble cpeacTea
npovsBeaeHbl B COOTBETCTBMM C TpeboBaHMAMW Hagnexallen npou3BOACTBEHHON npakTuku Pecnybnuku
Benapycb. O653aHHOCTM YNONHOMOYEHHOMO NUUa AeTanbHO onucaHbl B pasgene 2 Yactu | n MNpunoxeHun 16
HacTtoswero TKIT.

yuypexaeHue no 3abopy (npoBepke) kpoBu (blood establishment): YupexgeHue, koTopoe HeceT
OTBETCTBEHHOCTb 3a Ntobow acnekT 3abopa 1 NPOBEPKM AOHOPCKON KPOBU UMM KOMMNOHEHTOB KPOBU HE3aBUCUMO
OT WX JarnbHeunlero npegHasHayeHusl, a Takke 3a ux obpaboTky, XxpaHeHMe M MOCTaBKy B Criyyae, Korga OHu
npegHasHaveHbl Ans TpaHcdy3uu. OTOT TEPMUH HE pacnpocTpaHseTcss Ha OaHkM KpoBum B 6GoMbHMLAX, HO
pacnpoCcTpaHseTCa Ha ydpexaeHusi, B KOTOPbIX NpoBOAAT nnasmacdpepes.

¢hpakunoHnpoBaHue, npepnpuaTMe no dpakumoHupoBaHuto (fractionation, fractionation plant):
TexHonorn4yeckMn npouecc Ha npeanpuatum (NpeanpuaTun no (ppakuMoHMPOBAHUIO), BO BpeMsi KOTOPOro
pa3genstoT (OYULLAKOT) KOMMOHEHTLI Mfas3Mbl C MOMOLLLIO Pa3NUYHbIX OU3MYECKUX U XUMUYECKUX METOLO0B
(Hanpumep, ocaxgeHue, xpomaTtorpadus).

1 O6nacTb npuMeHeHus

1.1 lMonoxeHna HacTosALWEero NPUMOXeHNs pacnpoCTPaHATCH Ha NeKapCTBEHHbIE CPEeACTBa, Nnonyvyaemble
13 JOHOPCKOW KPOBWU MMM Mna3mbl, PpakLuMoOHMPOBaAHHON NGO MMNOPTUPOBAHHOW Ha TeppuTopuio Pecnybnuku
Benapycb. HacTosilee npunoxeHue pacnpocTpaHAeTCs Takke Ha MCXOQHOE Cbipbe ANs TakuX feKkapCTBEHHbIX
cpencTtB (Hanpumep, AOHOPCKYK nnasmy) M NpUMEHUMbl K CTabumbHbIM OpakunsiM AOHOPCKON KPOBW MM
nnasmbl (Hanpumep, anbbymMuHa), KOTopble BKMOYAT B U3AENUS MEANLMHCKOrO Ha3Ha4YeHus.

1.2 Hacroswee npunoxeHne ycTaHaBnusaeT creuuwanbHble TpeboBaHMA B OTHOLUEHMM MPOU3BOACTBA,
XpaHeHus 1 TpaHCNopPTUPOBAHMSA AOHOPCKOWN NnasmMbl, MCNONb3yeMon Ana dpakLuMoHMPOBaHNSA U NPOU3BOACTBA
NeKapCTBEHHbIX CPEACTB, NoryvyaemblX U3 JOHOPCKOW KPOBU UMK Nila3mebl.

1.3 HacTtosiwee npunoxeHnme ycTaHaBnuMBalOT cneuuarnbHble MOMOXEeHWs ANS Cryyaes, Korda MCXOQHoe
Cbipbe UMMOPTUPYETCA U3 APYrNX CTPaH, a Takke B crnydvasx nporpaMmMm pakLMoOHUPOBaHUSA NO KOHTPaKTy Ans
OpYyrux cTpaH.

1.4 HacTosiee nMpunoXeHne He MNPUMEHSIOTCA AN KOMMOHEHTOB KPOBW, NpeAHa3HayeHHbIX Ans
TpaHcdy3uu.

2 MpuHUMn

2.1 JlekapcTBeHHble cpeacTBa, Moryyaemble M3 LOHOPCKOW KPOBW UMW MNasMbl (a Takke WX akTUBHbIE
hapmaLeBTMyeckne cybcTaHuMKn, UCMONb3yeMble B Ka4eCTBE MCXOQHOMO Cbipbsl), OOIMKHbI COOTBETCTBOBATb
TpeboBaHuam Hactoswero TKI, a Takke permcTtpauMoHHOMY [OCbe Ha nekapcTBeHHoe cpeAcTBo. OHu
paccmMaTpuBaloTCa Kak buonornyeckue rnekapcTBeHHble CpeacTBa M UCXOOHOE Cbipbe, B KOTOPbIX COAepXKaTcs
Takve Buonorvyeckme cybcTaHuuW, Kak YernoBeyeckue KrneTKn Win XMAKOCTWU (BKMYas KpOBb WUNU MNnasmy).
Bcnegcteme Guonormyeckon npupoabl UCTOYHWMKOB Chipbs MOCMEAHUE MMEKT onpedefieHHble XapaKTepHble
OCOBEHHOCTU (HanpuMmep, WCXOOHOE Cblpbe MOXET ObiTb KOHTaMUHWPOBAHO WHAUUUPYHOLMMW areHtamu, B
ocobeHHOCTU Bupycamu). [loaTomy kavecTBO M 6e30MacHOCTb TakUX MEeKapCTBEHHbIX CPEeACTB 3aBUCAT OT
KOHTPONS UCXOAHOrO ChIPbSi MU UCTOYHMKA €ro MpOUCXOXAEHUs, a Takke OT AanbHennX TeXHOMOrmyeckmnx
npoueayp, BKIoYasa NpoBepKy Ha MHAEKLMOHHbIE MapKepbl, yaaneHue n MHakTUBaLmio BUPYCOB.

2.2 Bce aktuBHble hapmaueBTUYeCkne CybGCTaHUMM, UCMOMb3yeMble B KayeCTBe MCXOQHOTO Cbipbs ANs
NEeKapCTBEHHbIX CPeACTB, [OOJKHbI OTBevaTb TpeboBaHuAM HacTosiwero TKIM (cm. 2.1 HacTtosiwero
MpunoxeHus).

B oTHOweHun 3abopa u NpOBEPKU UCXOOHOrO Chipbsi, MOMy4aemMoro M3 LOHOPCKOW KPOBW UMW Mnasmbl,
HeobX0AMMO NPUAEPKNBATHCS CMEeAYILWNX YCTaHOBMNEHHbIX TpeboBaHMI:

- 3abop ¥ npoBepky cregyeT MNpPOBOAWTbL B COOTBETCTBUM C HaAnexalwlenl CUCTEMOW KadvecTsa,
COOTBETCTBYHOLMMN CTaHgapTaMu u cneumdukaunsmu,;

- Heo6X0OUMO BbINOMHATE AENCTBYHOLWME TpeboBaHWS B OTHOLUEHWW MPOCIEXMBAEMOCTU OT AOHOpa Ao
peuvMnueHTa ¥ B OTHOLIEHWM YBEAOMIIEHUM O Cepbe3HbiX HexXenaTernbHbIX peakuusxX Uu CepbesHbIX
HexenaTenbHbIX ABNEHUsIX;

- He06XO04UMO PYKOBOACTBOBATLCSA hapMakonenHbIMU TpeboBaHUSIMMU.

2.3 VIMnopTnpoBaHHOE U3 TPETbUX CTPaH MCXOAQHOE Chipbe Afsi MPOU3BOACTBA NIEKAPCTBEHHbIX CPEAcCTB,
nony4yaembix M3 AOHOPCKOM KPOBU UMW MNNasmbl, €Cnu 9TWU NeKapCTBEHHble CpPeacTBa npefHas3HayeHbl Ans
npMMeHeHus nnu pacnpegenennss B Pecnybnuke Bbenapycb, OOMKHO OTBEYaTb HOPMaM, 3KBUBANEHTHbIM
devicteylowmm B Pecnybnvke Benapycb B OTHOLEHWM CUCTEM KadecTBa yuypexaeHui no 3abopy (nposepke)
KpoBW. Takke [OOMKHbI COOMOOATbCS YCTaHOBMEHHble TpebGOoBaHUSA MO MPOCMEXMBAEMOCTU OT AOHOpa OO
peuMnMeHTa W B OTHOWEHWM YBEAOMMNEHUA O Cepbe3HbIX HeXenaTenbHbIX peakunsix W CepbesHbIX
HexernaTenbHbIX SIBMEHMSAX, a Takke OOIPKHO obecrnevvBaTbCA COOTBETCTBME OENCTBYHOLMM TpeboBaHuAM K
KPOBU N ee KOMMOHEeHTaM.

2.4 Mpw BbINOMHEHUW NporpaMM OPakLMOHUPOBaHUS MO AOrOBOPY C APYrMMU CTPaHaM1 UMNOPTUPOBAHHOE
NCXOAHOE Chbipbe AOMMKHO COOTBETCTBOBATb TpeboBaHuaM, aenctytowmum B Pecnybnvke Benapycb. PaboThl,

183



TKM030-2017

nposoauMble B Pecnybnuke Benapycbh, 4OMKHbI B NONHON Mepe cooTBeTcTBOBaTbL Hactosiwemy TKI. Cneayet
BbINONHATE TpeboBaHus, aencteyolme B Pecnybnuke benapycb B OTHOLLEHUN CUCTEM KadecTBa y4YpeXaeHUn
no 3abopy (npoBepke) KkpoBu. Takke [OOMKHbI cobnogaTbCs  yCTaHOBMEHHble TpeboBaHWs  no
NpOCneXXmBaemMocTu OT JOHOpa A0 peUMnUEHTa U B OTHOLIEHUU YBEAOMIIEHUN O CEPbE3HbIX HexenaTenbHbIX
peakumsx M HexenaTenbHbIX SBMEHUSAX, a Takke AOMKHO obecneuMBaTbCsl COOTBETCTBUE OEMCTBYHOLLUM
TpeboBaHNAM K KPOBM U €€ KOMMOHEHTaM.

2.5 lNpaBuna pacnpocTpaHAKTCa Ha Bce cTaauu nocrne 3abopa v npoBepkn Kposu (Hanpumep, obpaboTka
(Bknoyasi pasgeneHue), 3amopo3ka, XpaHeHMe M TpaHCNopTUpoBaHWE K nmpomssoauTento). Kak npaswno, aTta
OesTenbHOCTb AOMKHA HaxoauTbCs B cdhepe OTBETCTBEHHOCTU YMOMHOMOYEHHOIO Nvua NpeanpusaTusl, KoTopoe
UMeeT IULEH3UI0O Ha MPOM3BOACTBO INEKApPCTBEHHbIX cpeacTB. Ecnu cneuudmyeckme atanbl ob6paboTky,
npegHasHayeHHoW Ans hpakLMOHMPOBaHUS NnasMbl, NPOBOAATCA B yypexaeHun no 3abopy (npoBepke) KpoBM,
B HEM MOXeT OblTb crneumanbHO Ha3Ha4yeHO YMNONMHOMOYEHHOE nuLOo, OdHako TpeboBaHMe K BPeEMEHU €ero
HaXOXAEHWI0 Ha NPON3BOACTBEHHOM y4YacTke U OTBETCTBEHHOCTU MOryT ObiTb HE NMPOMOpPLMOHANbHbI BpEMEHU
HaxoXAeHWs Ha NPOM3BOACTBEHHOM Yy4yacTKe U OTBETCTBEHHOCTM OTBETCTBEHHOro nuua. [ns paspelueHns aTon
cneumdudeckom cutyauum 1 obecneyeHusa Toro, 4YTOBbl 06SA3aHHOCTM  YMONMHOMOYEHHOro  nuua,
npeaycMOTPEHHbIE 3aKOHOOATENbCTBOM rocygapcTBa-yneHa u npaBoM CoKo3a, BbIMOMHANUCH Hagnexallum
obpasoM, npeanpusatTve No PakLNOHMPOBaHUIO (NPOM3BOAMTEND NEKAPCTBEHHbIX CPEACTB) AOIDKHO WMETb
[OroBOp C yyYpexaeHnem no 3abopy (npoBepke) KpoBu. [JoroBop AOIMKEH oTBeYaTh TpeOOBaHNSM, YKa3aHHbIM B
pasgene 7 Yactu | HacTosawero TKI1, B HEM ycTaHaBNMBalOTCS COOTBETCTBYOLMNE 00A3aHHOCTU U NOAPOOHbIE
TpeboBaHua aonsa obecneyeHus kadectBa. OTBETCTBEHHOE NMLO y4dpexaeHus no 3abopy (MpoBepke) KpoBW U
YNONMHOMOYEHHOE NULO MpeanpuaTnsa no (pakuMOHMPOBaHMIO (NPOM3BOAMTENS NEKAPCTBEHHbLIX CpPeacTB)
OOIMKHbI MPUHUMATL y4acTue B COCTaBMEHMMN YKa3aHHOro JoroBopa. [na NoATBepPXAEHUS TOro, YTO yYpexaeHme
no 3abopy (NpoBepKe) KPOBM UCMNOSHAET YCMOBMS [OAHHOrO A0roBopa, YMNOMHOMOYEHHOE nnUO AOSMKHO
obecneuntb NpoBeeHNe COOTBETCTBYIOLLMX ayaUTOB.

2.6 CneuwnanbHble TpeboBaHMS K JOKYMEHTAUMM U ApyrMe MeponpusiTUs B OTHOLUEHUW UCXOOHOTO Chipbs
Ons nonyvyaembix U3 nna3Mbl IEKApPCTBEHHbIX CPEACTB YKa3blBalOTCH B OCHOBHOM [OCHE Mra3Mbl.

3 YnpaBneHune KauecTBOM

3.1 YnpaBneHue ka4yecTBOM AOSIKHO OXBaTblBaTb BCe CTaguv OT OTOOpa AOHOPOB A0 MOCTaBKU rOTOBOW
npoaykuun. CrnegyeT BbINOMNHATL AeWCTBYyoWwMe TpeboBaHMS B OTHOLUEHUW MPOCAEXMBAEMOCTU Ha JTane,
npeaBapsioLLeM NOCTaBKy Mna3mbl Ha NpeanpusTne No pakuMoOHUPOBaHWIO, U HA CaMOM 3Tane MocTaBku, a
Takke B OTHOLUEHUW BCEX CTaaul, CBA3aHHbIX C 3abOpoM M MPOBEPKOW LOHOPCKOW KPOBW MIU MNra3wmebl,
npegHasHaYeHHbIX Ans NPOM3BOACTBA NeKapCTBEHHbIX CPeacTB.

3.2 3abop KpoBM wnM Mna3mbl, KOTOpble WCMONb3YIOTCA B KayecTBe Cbipbs Afs NPOM3BOACTBA
neKkapcTBEHHbIX CPeAcTB, criegyeT MpoBOAWTL B yypexaeHusix no 3abopy (npoBepke) KpPOBW, a MpPOBEPKY
npoBoautb B nabopatopusix, KOTOpble MNPUMEHSIOT CUCTEMbl KadecTBa, OTBeYalolMe YCTaHOBIEHHbIM
TpeboBaHMAM, MMEKT COOTBETCTBYIOLLEe paspelleHue, BbldaHHOE YMOSTHOMOYEHHbIM OpraHoM, W noanexar
perynspHoMy MHCNEKTMPOBaHWIO B COOTBETCTBUN C 3aKoHodaTenbcTBoM Pecnybnukun Benapyck. MNpu Hanuunm y
Npoun3BOAUTENSA Nporpamm OpakLMOHMPOBAHUS MO KOHTpaKTam AN TpeTbux CTpaH OH 06sA3aH yBegoMuTb 06
3TOM YMONTHOMOYEHHbIN OpraH.

3.3 B cnyyae umnopTta nnasMbl U3 Apyrux CTpaH OHa OOfKHA MOCTaBNATbCHA TOMNbKO YTBEPXKAEHHBIMM
nocrasLlmkaMmy (Hanpumep, ydpexaeHusMmu no 3abopy (NpoBepke) KPOBM, BKMOYas BHELWHWE cknagbl). OTu
NOCTaBLLMKN AOMKHbI ObITb YKa3aHbl B cneundukaumsax Ha UCXOQHOE Cbipbe, YCTAHOBIEHHbIX NPeanpusaTMem no
dpakunmoHmpoBaHnio  (MPou3BOACTBY), W YTBEPXAEHbl YMNOMHOMOYEHHbIM OpraHoMm (Hanpumep, nocne
WHCNEKTUPOBaHMKSA), a Takke YMNOMHOMOYEHHbIM NULOM NpeanpusaTusa no dpakuuoHnpoBaHuio B Pecnybnuke
Benapycb. B 6.8 HacTosiLLero npunoxeHus onucaHa oueHka 1 Bblava paspeLleHusi Ha UCNofb30BaHWe Nnasmbl
(nnasmbl 4na pakuMOHNPOBaHMWSA) Kak MCXOOHOMO CbIPbS.

3.4 Tlpeanpustue no pakuMOHUPOBaHMIO (NPOM3BOAMTENb T[OTOBbLIX JIEKAPCTBEHHbLIX CpeacTs) B
COOTBETCTBMU C MUCbMEHHbIMW MpoueaypaMy OOMKHO NMPOBOAUTL KBanuduKaumio NMoCTaBLUMKOB, BKIOYas MX
ayoutbl. CnegyeT NpoOBOAWTb PErYMsPHYIO MOBTOPHYH KBanuumKauuilo NOCTaBLUMKOB C Y4eTOM MNOoAXoAa,
OCHOBaHHOrO Ha OLeHKE PUCKOB.

3.5 Mpeanpuatve no dpakuMOHMPOBaHUIO (NPOU3BOAMTENb FOTOBbLIX JIEKAPCTBEHHbIX CPEACTB) AOIDKEH
3aKMYNTb MUCbMEHHbIE [AOroBOPbl C y4ypexaeHusamMu no 3abopy (MpoBepKe) KpOBW, KOTOpble SABMASKOTCH
nocTaBLLMKaMMU.

B kakgom Takom 4oroBope AOSMKHbI ObITh yka3aHbl Kak MMHUMYM CrieayoLlme CBeAeHUS:

- onpegeneHne oba3aHHOCTEN U OTBETCTBEHHOCTM;

- TpeboBaHMA K cMCTEME KavecTBa 1 AOKYMEeHTauuu;

- KpuTEpUN 0TBOPa AOHOPOB U MPOBEAEHNE UCNbITAHWIA;

- TpeboBaHus K pasgeneHuto KpoBY Ha KOMMNOHEHTBI KpOBU U NnasMmy;

- 3aMOopo3Ka Mnnasmbl;

- XpaHeHWe 1 TpaHCNopTMpOBaHWE Nnasmbl;

- MpocnexuBaemMocTb U MHpopMUpoBaHKe nocne caayvm (3abopa) Kposu (B TOM YMUCNE O HeXenaTernbHbIX
ABMNEHUSIX).
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Ha npeanpuatnm no dpakumoHMpoBaHuio (y Npou3BoaUTENs fNeKapCTBEHHbIX CPEeACTB) OOMKHbI ObiTh B
HanuuuMM pesynbTaTbl UCMbITAHUN BCEX €AWHWUL, CbIpbsl, NOCTABMNEHHbLIX yypexaeHueM no 3abopy (nposepke)
KpoBu. Jllobasa ctagus, BbINONHEHHAs No cybnoapsaay, 4OMmKHa OblTb NpeayCMOTpeHa NMCbMEHHbIM OrOBOPOM.

3.6 [na nnaHupoBaHUSl, OLEHKM W OOKYMEHTaNlbHOro OQOPMIIEHUSI BCEX W3MEHEHWA, KOTOopble MOryT
okasaTb BMMSHME Ha KayecTBO M 6e30MacHOCTb MPOAYKUMM WNN ee MNpPOCMNexnmBaeMoCTb, OO0/MKHa ObiTb
yCTaHOBMEHa Haanexawas cucrema KoHTpons. HeobxogMmo oueHuMBaTb MOTEHUMAanbHOE  BRUSHUE
npeanaraemblx nameHeHun. Cnegyet onpeaenntb HEOOXOAMMOCTb NPOBEAEHUS AOMOSTHUTENbHBLIX UCMbITAaHWNA
unu Banugaunmn, ocobeHHo Ha CTaamax MHaKTUBALMK U yYaaneH s BUPYCOB.

3.7 Ons MUHUMU3ALUN PUCKOB, CBA3AHHBIX C MHAULMPYIOLUMM areHTamu M HOBbIMU MHULMPYHOLLMMU
areHTamu, JOMKHbI OblTb BHEApPeHa Haanexallasi cuctema Mep B OTHOWEHUM 6esonacHocTu. Takas cuctema
OOJIPKHa BKIoYaTh B cebs OLLEeHKY pMCKOB AN TOro, YToObI:

- onpefenqTb BpeMs BblAEpXMBaHUSA NPOU3BOACTBEHHOrO 3anaca (BpemMsi BHyTPEHHEro kapaHTuHa) nepes
06paboTkon nnasmbl, YTOObI U3bATL A03bl, KOTOPbIE BbI3bIBAIOT COMHEHUS (O03bl, B3AThle B TeYeHMe nepuoaa,
onpegeneHHoro 3akoHodatensctBom Pecnybnuku Benapych, npexge 4em 6yaeT ycTaHOBMEHO, YTO A03bl,
B35iTble OT [AOHOPOB C BbICOKUM PUCKOM, OOMXHbl ObINW MUCKNOYEeHbl M3 0bpaboTkM (Hanpumep, B CBA3M C
NONOXMUTerbHbIM pe3ynbTaToM TecTa));

- yuuMTbIBaTb BCE acnekTbl, CBA3AHHbIE CO CHWKEHWEM KONMYecTBa BUPYCOB M (MNK) COKpaLLeHVEM
NCNbITaHUI HAa UHDULMPYIOLLME areHThbl UITM UX aHaroru;

- ONpeAennTb BO3MOXHOCTU CHIDKEHMST KONMYECTBA BUPYCOB, ONPeaEeMTb pa3mMep Cepun UCXOOHOrO Cbipbst
N NHble CYLLLECTBEHHbIE acnekTbl Npouecca Npon3BOACTBA.

4 MpocneXxnBaemMoCTb U MeponpuUATUA Nnocre 3abopa KpoBu

4.1 [JomkHa GbITb B HanNU4Mu cuctema, Kotopas AaeT BO3MOXHOCTb MPOCAEXMBaeMoCTU OT AOHOpa A0
[03bl, 3abpaHHON B yupexaeHun no 3abopy (NpoBepke) KPoBM, 4O Cepvmn NeKapCTBEHHOro CpeacTBa, a Takke B
06paTHOM HanpaBneHuw.

4.2 [lomkHa BbITb onpedeneHa OTBETCTBEHHOCTb 3@ MPOCMEXMBAEMOCTb NPOAYKUUW (OTCYTCTBME KaKOro-
nmMbo aTana He JonyckaeTcs):

- OT [JoHopa W [03bl, B3ATOW B Yy4ypexaeHun no 3abopy (NpoBepke) KpOBW, OO NpeanpusTus mno
hbpaKLMOHMPOBAHMIO (3TO sABMsSieTCA 00A3aHHOCTBI0 OTBETCTBEHHOMO NMLUa B ydpexaeHun no 3abopy (npoBepke)
KpoBW);

- OT NpeanpusaTua No dpakLUMOHUPOBAHMIO A0 NPOM3BOAMTENS NEKapPCTBEHHOro cpeacTtBa U Kakoro-nnbo
cybnogpsayunka, He3aBMCMMO OT TOro, SABMSAETCS N OH MpoM3BOAWMTENEM IeKapCTBEHHOro cpeactsa wunu
n3aenusa MeguuUMHCKOro HasHaveHus (3To sBnaeTcs 06593aHHOCTBLIO Y NOMHOMOYEHHOro nuua).

4.3 [aHHble, HeobxoouMble Afsi MOMHOW NPOCNeXnBaeMoCcTW, HeobxoanmMo xpaHuTb He meHee 30 ner,
€CNnn NHOe He YCTaHOBMEeHO 3akoHoaaTensctBomM Pecnybnuku Benapychb.

4.4 [loroBopbl, yKasaHHble B 3.5 HACTOALEro MPUIOXEHWS, 3aKMoYeHHble Mexay y4dpexgeHusmu no
3abopy (mpoBepke) KpoBM (B TOM 4WUCMle KOHTPOMbHbIMKM nabopaTopusMu) W nNpeanpusTMeM Mo
dpakuMoHMpoBaHuMio (MpomnsBoauTENeM), AOSMKHbI FapaHTUpoBaTb, YTO MPOCIEXMBAEMOCTb U MeponpuaTus
nocre 3abopa KpoBM OXBaTbIBAIOT BCIO Lenb OT 3abopa nnasmbl 4O BCEX NPOu3BoAMTenen, OTBETCTBEHHbIX 3a
Bblgayy paspeLleHns Ha BblMyCK roTOBOW NPOgYKLUUK.

4.5 YypexgeHus no 3abopy (npoBepke) KPOBM AOIMKHbI YBEAOMIATL Npeanpusatne no dpakuMoHMpPOBaHNIO
(nponsBoauTens) o kakoM-nnbo criyyae, KOTOPbI MOXET MOBMAMATL HA Ka4yecTBO MM 6e3onacHOCTb NPOAYKLUMK,
a TakKke O ApPYron BaXHOW WHGOPMaLWK, MOMyYEeHHOW Mnocre npueMa gOoHOpa WM Bbldayu paspelleHus Ha
BbIMyCK Mra3mbl (Hanpumep, obpaTHyto nHdopmaumio (MHopmMaumio, Nofy4yeHHyo nocne 3abopa kposwu)). Ecrin
npegnpusaTne no pPakuMOHMPOBAHUIO (NPOM3BOAMTENb) HaXOOUTCA Ha Tepputopuu rocydapcTBa, He
ABMSAOLLEroca rocyaapcTBOM-YrieHOM, MHGOpMauuio crnegyeT CoobWmUTb NPOU3BOAMTENIO, HaxoAsiLeMycs B
Pecnybnuke Benapycb, OTBETCTBEHHOMY 3a Bblgayy paspelleHMs Ha BbiMyCcK fleKapCTBEHHbIX cpeacTB. B
yKasaHHbIX Cryyasix Takasi UHOopMauus, ecrnv oHa UMeeT OTHOLEHWe K KayecTBy M 6e30macHOCTM roToBOM
npoaykuuu, gomkHa OblTb AOBedeHa A0 cBedeHUs YNOMHOMOYEHHOro opraHa, B Be4eHUU KOTOPOro HaxoauTcs
npeanpusitTue nNo pakLMoHMPOBaHMIO (NPOM3BOANTENb) NEKAapPCTBEHHbIX CPeACTB.

4.6 B cnyyae ecnu pe3ynbTaTtOM MHCNEKTUPOBAHMWS YMOMHOMOYEHHBIM OpraHoM y4ypexgeHus no 3abopy
(npoBepke) KpOBU SABMASETCA aHHYNMpPOBaHME CheunanbHOro paspelleHns (nuueHsun, cepTudmkara),
HeobXx04MMO Takke caenatb yBeOOMITEHNE, KaK yKa3aHo B 4.5 HACTOSILLEro NPUMOXEHNS.

4.7 B craHgapTHbIX OnepauMoHHbIX Mpouedypax AOMKHO ObiTb onucaHo ynpaereHne WHdopmaumnen,
nony4yeHHon nocne 3abopa KpoBW, NP 3TOM AOMKHbI ObiTb YY4TEHbI NMLEH3NOHHbIE TpeboBaHMa 1 Npoueaypbl
NMHOOPMMNPOBAHMS YNONTHOMOYEHHbIX OpraHoB. HeobxoaMmMo npegycMoTpeTb COOTBETCTBYIOLLME MEPONpUATUS
nocre 3abopa KpoBW, KOTOpbIE YCTAHOBMEHbI 3akoHodaTenbcTBoM Pecnybnukn benapyce.

5 NomeweHnsa n obopyaoBaHue

5.1 C uenbto cBegeHNs K MUHUMYMY MUKPOBHOW KOHTaMUHaLMW UM BHECEHUSA NOCTOPOHHEro Matepuana B
cepvio nnasMbl OTTamBaHue W obbeanHeHMe eavHuL Nnasmbl criefyeT MpoM3BOAUTL B 30HAX, KOTOpble
COOTBETCTBYIOT TpeOOBaHUSAM Kracca 4MCTOTbl He MeHee D, ycTtaHoBneHHbiM B [MpunoxeHun 1 HacTosLwero
TKI. CnegyeT ucnonb3oBaTb CneumarnbHY OAeXay, BKYas Macku Ha nuue u nepyaTtku. MHble onepaumm ¢
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OTKpPbITON (HeynakoBaHHOW) MNPOAYKUMEN B XoOe TEXHOMNOrnyeckoro npouecca crnefyeT OCYLWEeCTBNATb B
YCIoBUsIX, COOTBETCTBYHOLLMNX TpeboBaHuam Mpunoxenns 1 Hactosawero TKI1.

5.2 B cootBeTcTBUM TpeboBaHusamu MNpunoxenusa 1 HacToawero TKI cnegyeT ocylwecTBnATh perynspHbIn
MOHUTOPWHI NPOM3BOACTBEHHON Cpefbl, 0COOEHHO BO BPEMSI OTKPbIBAHUS KOHTEMHEPOB C NNa3Mou, a Takke BO
BpeMs NnpoLeccoB oTTanBaHus n o6beanHeHus. [JomkHbl 6bITb YCTAHOBMNEHbI KPUTEPUM NPUEMIIEMOCTH.

5.3 Tlpu npou3BoACTBE nEKApCTBEHHbIX CPEeACTB, MOMy4YaeMblX W3 [AOHOPCKOM MnasMbl, [OOIDKHbI
MCMnonb30BaTbCs COOTBETCTBYHOLUME METOAbl WHaKTMBaUMM WU yaaneHus BUPYCOB WM MPUHUMAThCS
COOTBETCTBYIOLME Mepbl MO NPedoTBPaLLEHUMIO KOHTaMuMHaumMmM obpaboTaHHOW MpogyKuuu elwe He
obpaboTaHHON npoaykuuen. [ns ctaguMn TEXHONOMMYECKOro npolecca, KoTopble NPOBOAATCH MOCHE BUPYCHOM
WHaKTVBauuu, crnegyeT MWCMonb3oBaTb ChleuuanbHO MpefHasHadeHHble  OTAernbHble  MOMELLEHNUs U
obopynoBaHue.

5.4 [INsi CHWKEHMS PUCKOB KOHTaMMHaLUM TEKyLLEero NpoM3BoACTBa BMpPYyCaMu, KOTOpblEe UCMONb3YTCA BO
BpeMS BanuMAaUMOHHbIX MWCMbITAHWA, BanuMaauuilo METOAOB CHUXEHMSI KONMM4ecTBa BUPYCOB He creayet
NPOBOAUTL C UCMOMb30BaHWEM MPOM3BOACTBEHHBLIX TEXHUYECKMX cpeacTs. Banvpauuio B ykaszaHHOM criyyae
cnenyeT NpoBOAMTbL B COOTBETCTBMM C HOPMATMBHBIMU NpaBoBbiMY akTamu Pecnybnukn benapyceb.

6 NMpounsBoacTBo

UcxogHble MaTepuanbl

6.1 NcxogHble maTepuarnbl OOMKHbI COOTBETCTBOBaTb TpeboBaHWMAM COOTBETCTBYHOLUMX hapmakonenHbix
cTaTel, a Tawkke YOOBNETBOPATb YCMNOBMSAM, KOTOpble COAEepXaTcs B COOTBETCTBYKOLLEM PErncTpaumoHHOM
AoCcbe, B TOM 4MCrie B OCHOBHOM [OCbe nnasMbl. TU TpeboBaHWA AOMKHbl OblTb M3NOXEHbl B MUCbMEHHOM
poroBope (cMm. 3.5. HacToAWEro nNpuUNoXeHUs) Mexay ydvpexaeHnem no 3abopy (npoBepke) KpoBU WU
npeanpusTnemM no pakunMoHMpoBaHuio (MponssoauTenem). Vix cnegyeTt KOHTPONMPOBaTb C NOMOLLbIO CUCTEMbI
KavecTBa.

6.2 VicxogHble maTepuansl Ans NporpaMm (OpakLMOHUPOBAHUSA MO KOHTPaKTy ANs TPeTbWUX CTpaH AOSKHbI
CcooTBeTCTBOBaTb TpebOBaHUAM, YKa3aHHbIM B 2.4 HACTOSALLErO NPUIIOXKEHWS.

6.3 B 3aBucumocTn oT Tuna 3abopa (Hanpumep, 3abop UenbHOW KPOBW WM aBTOMaTuyeckun adepes)
MOryT noTpeboBaTtbCsa pasnuyHble ctagum obpaboTkn. Bece ctagum obpaboTkm (Hanpumep, LeHTpudyrmpoBaHue
n (vnn) pasgenexue, otbop Npob, MapkupoBka, 3amoOpaKMBaHWE) AOMKHbI ObITb ONpeaeneHbl B MUCbMEHHbIX
WHCTPYKLUUSIX.

6.4 Cnepyet n3beratb kakoro-nMbo nepenyTbiBaHWUA eAnHUL 1 06pa3LoB, 0COBEHHO BO BpeMs MapKMpOBKMU,
a TaKKke KaKom-nMbo KOHTaMuHauuu (HanpuMep, nNpuW OTPEe3aHuM CermMeHToB TpyboK (yKynmopwmBaHum
KOHTENHepOoB)).

6.5 3amopaxumBaHue SHABMSETCH KPUTUYECKOW CcTaguen BbleneHus MpOTEeVMHOB, KOTOpble B MnasmMe
aBnsAloTCA  nabwunbHbiMKM  (HanpuMep, dakTopoB cBepTbiBaemocTh). [losToMmy 3amopaxuvBaHue cneayeT
OCYLLECTBMATb C MOMOLLbI BanMAMPOBaHHbIX METOAOB Kak MOXHO ObicTpee nocne 3abopa kposu. [Npu aToM
HeobxoaMMO NpuaepXxmnBaTbcs TpeboBaHM COOTBETCTBYHOLLMX hapMaKonenHbIX cTaTew.

6.6 YcnoBus xpaHeHUsi 1 TPaHCNOPTUPOBaHMSA KPOBU UMM NNasmbl K NPeAnpuATUIO No PPakLMOHNPOBAHMIO
(nponsBoanTENto) AOMKHBI ObITh OnpeaeneHbl U AOKYMEHTanbHO OpOpMIIEHbl Ha BCeX aTanax Lenu noCTaBKu.
OB OTKNOHEHUSIX OT YCTaHOBIEHHOW TeMnepaTypbl CneayeT yBegoMnATh npeanpuatne no ppakuMoHNPOBaHMIO
(nponsBoguTens). Heobxoammo ncnonb3oBaTb 060pyAOBaHNE, KOTOPOE MPOLLSO KBanudukauuo, 1 npoueaypsbl,
KOTOpble NPOLUW Banuaaumio.

OueHka (Bblgaya) paspeweHus Ha BbINyCK MnasmMmbl Ansa  ¢pakumoHMpOBaHMUA,
MCMNONb3yeMOW Kak UCXOAHOE Cbipbe

6.7 PaspelleHve Ha BbiNyck nnasmMbl Ans pakuMoHMpoBaHUSA (M3 KapaHTUHA) MOXET MNPOU3BOAMTLCSA
TONbKO NMOCPEACTBOM CMCTEM UK npoueayp, KoTopble obecneunBaloT KayecTBo, HeobxoammMoe A5is NPOM3BOACTBA
rotoBou npoaykumu. NMnasma MmoxeT ObITb NOCTaBNEHa NPEANPUATIIO N0 (PPAKLNOHUPOBAHMIO (MPOU3BOAUTENHO)
TONbKO MOCNe AOKYMEHTANbHOIO NOATBEPXAEHMS OTBETCTBEHHBLIM NULIOM (B criyqae 3abopa KpoBu (Nfasmbl) B
OpYrMx cTpaHax, JIMUOM C 3KBMUBANEHTHbIMW ODA3aHHOCTAMWU W KBanudukauuen) cooTBETCTBMS Mnasmbl Ans
hPpakuMoHMpOBaHNs TpeboBaHMAM U cneundukaLmsam, YCTAHOBIIEHHbIM B COOTBETCTBYIOLLMX MUCbMEHHbIX
[oroBopax, a Takke Toro, YTo Bce cTaauum Obiny NpoBeaeHsbl B COOTBETCTBMM C TpeboBaHnsiMu HacTosiwero TKI.

6.8 Vicnonb3oBaHWe KOHTEMHEPOB C Na3Mol Ans (PPaKUMOHMPOBAHNUS NPY NOCTYNIEHNM Ha NpeanpusitTue
no ¢ppakuMOHNPOBAHUIO OOMMKHO ObiTb paspelleHo YNOHOMOYEHHbIM NMULIOM. YNOMHOMOYEHHOE NULO LOMMKHO
noaTBEPAWTb, YTO Mfla3amMa COOTBETCTBYET BCEM TpeboBaHMAM hapMakonewmHbiX CTaTen, U YOOBNETBOPSET
YCINOBMSAM COOTBETCTBYIOLLErO PErmMcTpaLMoOHHOIrO JOCbE, B TOM YMCIEe OCHOBHOMO AOCbe Mfa3Mbl, a B crydae
MCMNOMb30BaHWs Mra3mbl AN NnporpamMmm OPakLMOHMPOBaHUS MO KOHTPaKTy AN TPeTbUX CTpaH — TpeboBaHUSaM,
yKasaHHbIM B 2.4 HAacCTOSLLEro NPUoXeHus.

O6paboTka nnasmbl Ana pakuMoHNpPoOBaHUA

6.9 Ctaamu npouecca pakLMOHNPOBAHUA PasnNnyaoTCa B 3aBUCUMOCTM OT MPOAYKLUMUM U NPOU3BOAUTENS.
Kak npaBuno, oHW BKIOYalOT B ce0si pasnunyHble onepaummn dpakLMOHNPOBaHNS (OYMCTKM), 8 HEKOTOPLIE U3 HUX
MOTyT Cnoco6CTBOBaTb MHAKTUBALMK U (UNK) yOaneH o BO3MOXHOM KOHTaMUHaLMK.
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6.10 Cneayet yctaHoBuTb M obecneunTb cobnogeHne TpeboBaHMIn K npoueccam obbeguHeHus, oTbopa
npo6 n3 06beAMHEHHON NNasMbl, PPaKLMOHUPOBAHUSA (OYUCTKM) U MHAKTUBaLUK (YOaneHns) BUPYCOB.

6.11 MeTogpl, ucnonb3yemble B MPOLECCE BMPYCHOW MWHAKTUBaLUKU, criedyeT MPUMEHSITb CO CTPOrum
cobniogeHeM BannaMpoBaHHbIX npoueayp. AT MeTodbl AOMKHblI COOTBETCTBOBaTb MeToAaMm, KoTopble Bbinu
Mcnonb3oBaHbl NPV Banugauuy npoueayp BUMPYCHOM WHakTuBauuwn. CriegyeT BbINOMHATL paccrnegoBaHue
HeydaBLUMXCS Npoueayp BUpYCHOWM uHakTnsaumm. CobniogeHme BanMaMpoBaHHOrO TEXHOMOMMYECKOro npouecca
ABNsieTCA 0CODEHHO BaXHbIM B Mpouefypax CHWKEHWS! KONMYeCcTBa BMPYCOB, MOCKOSIbKY OTKIIOHEHUS MOTyT
npeacTaBnsTe PUCKU A 6e30nacHOCTM roTOBOW Npoaykuun. [JormkHbl ObiTb B HanvMymMm npoueaypbl, KoTopble
YYUTBIBAKOT 3TN PUCKMU.

6.12 Kakyto-nnb6o noBTopHYyt0 06paboTky nnm nepepaboTKy MOXHO NPOU3BOAUTL TOMBKO NOCIe NPOBEeAEHMS
MEepPONPUSATUIA NO YNPaBMEHUIO PUCKaMK OIS KAa4eCTBa U TOMbKO Ha onpedeneHHbIX CTaamsax TEXHONOMMYECKoro
npouecca, YTo yKka3blBaeTCs B permcTpaLMoHHOM AOCbE COOTBETCTBYIOLLErO CPEACTBa.

6.13 [HomkHO cyuiecTBoBaTb pasfeneHue (pasnuyeHne) IeKapCTBEHHbIX CPeACTB U MPOMEXYTOYHOW
NpOAYKUMUW, KOTOpblE NPOLLNN NPOLEAYypY NHaKTUBauuu (yaaneHunsi) BUPYCOB U KOTOPbIE eLle He MPOLUMX Takyto
npouenypy.

6.14 B 3aBMcMMOCTU OT pe3ynbTata NPOBELEHHOrO NpoLecca ynpaseHnus puckamm (C y4eTOM BO3MOXKHbIX
OTNINYMIA B 3MMAEMMUOSIONMYECKMX [OaHHbIX) MOXEeT ObiTb paspelleHo MNpPOM3BOACTBO MO  MPUHUUMNY
NMPOU3BOACTBEHHBIX LUKMOB B cryyae, ecrnv Ha 1 npegnpuatuym obpabaTtbiBaloT nnasmy (MPOMEXYTOUHYH
NPOAYKLMIO) Pa3NMYHOr0 NPONCXOXAEHMS, BKITIOYas HeobxoanmMble NpoLeaypbl YETKOro pa3geneHms n Hanuame
YCTaHOBMEHHbIX BanWiMAMPOBAHHbLIX Mpoueayp OYucTkM. TpeboBaHMA ANst TakMX MEPONPUSATUA  LOIDKHbI
OCHOBbLIBaTbCSl Ha COOTBETCTBYIOLUMX HOpPMaTUBHbIX MpaBoBbiXx akTtax Pecnybnukun Benapycb. [lpouecc
ynpaBreHusi pyckaMu ycTaHaBnMBaeT HEOOXOAMMOCTb MUCMOMb30BaHNS crneLmanbsHoro obopyaoBaHms B cryyae
nporpaMmm (opakLMOHNPOBAHMNS MO KOHTPAKTy C TPETbMMM CTpaHamMm.

6.15 [ns npoMexyTO4YHOW NPOAYKUUW, MpefHasHa4yeHHOW ANs XpaHeHusl, cnegyet yCTaHOBWUTb CPOK
XpaHeHWs1 Ha OCHOBaHUN AaHHbIX O CTabunbHOCTN.

6.16 [omkHbl ObiTb YCTAHOBMEHbI W [OOKYMEHTanbHO OQOpPMIeHbl TpebOoBaHUS K XpaHEHU U
TPaAHCMOPTUPOBAHUIO MPOMEXYTOYHON MPOOYKUMU U FOTOBbIX NEKapCTBEHHbIX CPeACTB Ha BCEX aTanax uenu
noctaeku. CnegyeT mcnonb3oBaTb 060pyaoOBaHMe, KOTOPOE MPOLUNO KBanudukaumio, 1 npouenypbl, KOTopble
NpoLUny Banuaaumio.

7 KoHTponb KayecTBa

7.1 TpeboBaHus K UCTIbITAHWSIM Ha BUPYCHI UM ApYrMe UHpUUMPYIOLLME areHTbl criegyeT ycTaHaBnmMBaTb C
Yy4€TOM HOBbIX 3HAHMI 06 MHPULMPYIOLMX areHTax U Hanuums BanuamMpoBaHHbIX METOA0B UCMbITAHWUA.

7.2 MepBbIli ogHOPOAHbIV MyN Nnasmbl (HanpyMep, Nocrie oTAeNeHus KpuonpeuunuTarta ot nyna nnasmbl)
crieflyeT KOHTPONMPOBaThb C UCMONb30BaHWEM BanMaMPOBaHHbIX METOAOB C HaAnexallei YyBCTBUTENbHOCTLIO U
CneundUYHOCTBIO COrMacHO COOTBETCTBYIOLLMM hapMaKkoneHbiM TpeboBaHusM.

8 Bblgaua pa3pelwieHnA Ha BbiNyCK ﬂpOMG)KyTO‘-IHOI?I M roToBom npoaykuuu

8.1 PaspeluaeTcs BbIMYCK TOMbKO TEX CEpWiA, KOTOPble NPOM3BedeHbl M3 MyfoB MnasMbl, KOTOpble Obinn
MPU3HaHbl B pe3ynbTaTe KOHTPONA HeratTMBHbIMU B OTHOLUEHWW BUPYC-MapkepoB (aHTuTen), a Takke
COOTBETCTBYHOLLMX hapMaKonenHbiM TpeboBaHVAM (BKIOYas 3Ha4YeHNs B pamkax Npedenos, OrpaHnyMBaloLLmMX
cofiepXaHune BMPYCOB) N YyTBEPXOEHHbIM crielmdurkaumnsam (Hanpumep, OCHOBHOMY A0ChbEe Ha Nnasmy).

8.2 Bblgaya paspelleHus Ha BbINyCK NPOMEXYTOYHOW NpOoAYKUUKW, NpefHasHayeHHOW Ans AanbHeunwen
06paboTkn BHYTPW NPEAnpUATAS UM MOCTaBKU Ha Apyroe npeanpustiie, a Takke Bbiaadva paspelleHus Ha
BbIMYCK rOTOBbIX NTEKAPCTBEHHbIX CPEACTB AOMKHA OCYLLECTBNATLCS YNOMHOMOYEHHbBIM NMUOM C cobrnogeHnemM
TpeboBaHWI YTBEPXKAEHHOIO PErMCTPaLMOHHOIO 4OChE.

8.3 YNonHoMo4eHHoe nuuo OOMKHO OCYLLECTBATL BblAavy paspeLleHrs Ha BbINYCK MPOMEXYTOYHOW UK
roTOBOW MPOAYKUMW, UCMOMb3yeMon Ans nporpaMm (pakLMOHMPOBaAHUA MO KOHTPAaKTy Ans ApYrux CTpaH, Ha
OCHOBaHUM HOPMAaTUBOB, COMMACOBAaHHbIX C 3aKa34MKOM, @ Takke B COOTBETCTBUM C TpeboBaHNAMM HACTOSLLErO
TKI1. Ecnu Takue nekapCcTBEHHbIE CpeacTBa He npedHasHayeHbl And peanusaumun Ha TeppuTtopumn Pecnybnuku
Benapycb, K HUM MOryT He MPUMEHSTBCS apMakonenHble TpeboBaHuSA, ycTaHOBrneHHble B Pecnybnuke
Benapycsb.

9 XpaHeHune obpa3uoB NynoB nnasmbl

9.1 OgvH nyn nnasmbl MOXeT OblTb WCMNOMb30BaH AN NPOW3BOACTBA HECKONbKUX cepuii 1 (Mnn)
nekapcTBeHHbIX cpeacTs. KoHTpornbHble 06pasLbl KaXaoro nyna nnasmbl, a Takke COOTBETCTBYIOLUME 3ammcu
criegyeT XpaHWTb He MeHee 1 roga mMocre OKOHYaHMS CPOKa XpaHeHUst MOJIyYEeHHOro W3 3TOro nyna
NeKapCTBEHHOTO CPEACTBA C HaMBOMbLUMM CPOKOM XPaHEHWS.

10 YpaneHune oTxoaooB

10.1 CnenyeT UMeTb NMUCbMEHHbIE NpoLeaypbl 6e30MacHoOro XpaHeHusl U yaaneHusl 0TXo40B, 0AHOPAa30BbIX
N OTKITOHEHHBIX MaTepuanos (Hanpumep, KOHTAMUHUPOBAHHLIX €AVHUL, €AVHUL OT UHPULIMPOBaHHbLIX L4OHOPOB,
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a TakKxke KpoBu, nnasmbl, npomemyTquon npoayKUumMn Unn rotoBbiX NEKapCTBEHHbIX CpeacTB C UCTEKLLUMM CPOKOM
FO,EI,HOCTI/I), YTO OOJTKHO Od)OpMJ'IFITbCFl OOKYMEeHTallbHO.
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MpunoxeHune 15
(obsizaTenbHoe)

TpeboBaHuAa Kk KBanudukaum n Banugaumm

MpuvHUMN

B HacTosiLleM NpuUAOXeHUW onucaHbl MPUHLUMMBLI KBanMUKauuM v Banugauuu, KOTopble MPUMEHUMbI K
nomMeLleHusIM, 06opyaoBaHNO, BCMOMOraTenbHbIM CUCTEMaM M MpoLeccam, UCMofb3yeMbIM MPpU NPOU3BOACTBE
rOTOBLIX JIEKAPCTBEHHLIX CPeACTB, U KOTOpble MOrYyT OblTb MCMOMb30BaHbl TaKKe B KAa4eCTBE OOMOSTHUTENLHOro
Heobsa3aTenbHOr0 PyKOBOACTBA [Ans  apmaueBTMYecKkux cybctaHumn 6e3 BBeAEHUA OONONHUTENbHbIX
TpeboBaHui k Yactu |l HacTtodawero TKIT.

KoHTponb npousBoanTENEeM KPUTMYECKMX acnekToB OTAENbHbIX oOfnepauui nyTeM KBanudukaumm u
Banuaaumm Ha MPOTSIXKEHUN XM3HEHHOrO UuKna npoaykra v npouecca ssnseTtca tpedosaHnem GMP. Jliobbie
nnaHupyemble U3MEHEHMS B NMOMELLEHMAX, 060pyaoBaHUM, BCMOMOraTenbHbIX CUCTEMaX M npoLeccax, KoTopble
MOTYT MOBMMATb Ha Ka4yeCTBO MPOAYKTa, AOMMKHbI ObiTb orumansHO 0POpPMIEHbl Y OOJPKHO ObITb OLEHEHO UX
BMMSHWE Ha cTaTyCc Banupauuun Unv cTpaTternio KOHTpons. KomnbioTepuanpoBaHHbIE CUCTEMBI, UCMONb3yEMble
ONs NMpou3BOACTBa JIEKAPCTBEHHbIX CPEACTB, OOSKHbI OblThb Takke BanuMaupoBaHbl B COOTBETCTBMM C
TpeboBaHUs MU NpunoxeHus 11.

Takke [OMkHbl OblTb MNPUHATHI BO BHUMaHWE COOTBETCTBYHOLUME KOHUENUUM W pekoMeHZauuu,
npueeneHHble B MaBax Il u Il Yactw Il HacToswero TKI, a Takke B pykoBoactBax ICH Q8(R2) Pharmaceutical
Development, 2009 n ICH Q11 Development And Manufacture Of Drug Substances (Chemical Entities and
Biotechnological/Biological Entities), 2012.

OOLwme nonoxeHus

Ha npoTspkeHMM BCEro >KM3HEHHOro LMKNa JeKkapCTBEHHOro cpeacTBa crneayeT MNPUMEHSITb NoAXoA,
OCHOBaHHbIV Ha yrnpaBneHun puckamm ns kadectsa. B pamkax cuctembl ynpaBneHus pyckamy Ans kayecTtsa
pelleHns o macwrtabax M cTeneHn Keanvdukaumm u Banupaumm OomkHbl 6a3upoBaTbcs Ha 0O6OCHOBAHHOWM U
OOKYMEHTUPOBAHHOWM OLEHKE pucka MoMeLleHun, obopyaoBaHWs, BCMOMOraTerbHbIX CUCTEM U MPOLIECCOB.
PeTpocnektuBHas Banvaaums 6onblle He CYMTAETCA NpuemMnemMblM Nogxoaom. MoryT ncnonb3oBaTbCs AaHHble
B NOAOEPXKKY UCCNEeLOBaHUA NO KBanudukaumum n/mnm sanungauum, Kotopble 6binm nonydeHsl N3 UCTOYHMKOB 3a
npegenamm cobCTBEHHON MNporpaMmbl Banvaauun MpPouM3BOAWUTENEN, MpU YCIOBMM, YTO Takoh noaxon Obin
onpasfaH, 1 YTO MMeeTCs JOCTaTOYHO rapaHTUi TOro, YTO B XOAE NOMYyYEeHUs1 TaKUX AaHHbIX OCYLLECTBANCA UX
KOHTPOJb Ha MecTe.

1 OpraHusauMﬂ n nnaHnpoBaHune KBa.HVId)VIKaLIMM n Banuvaaumnm

1.1 Bca peaTenbHOCTb MO KBanudmkauMm v BanugaumMum [ofkHa ObiTb 3anfiaHupoBaHa C Yy4YeTOM
XXU3HEHHOTO LMKNa noMmeLleHun, obopynoBaHusi, BComMoraTernbHbIX CUCTEM, MPOLiecca U NPOAYKTa.

1.2 [JeatenbHOCTb MO KBanuduvkauum 1 BanupauMm AOMMKHA BbINOMHATECS TOMbKO COOTBETCTBYHOLLUM
06pa3omM 06y4YeHHbIM NepCcoHarnoM, KOTOpbI JOSMKEH CNeL0BaTb YTBEPXKAEHHBIM MpoLeaypam.

1.3 B3apgencTBOBaHHbLIM B KBanudumkaumm/BanMgauum nepcoHan AorkeH ObiTb MOAOTYETEH B paMkKax
hapmMaLeBTMYECKON CUCTEMBbI KadecTBa, HO He 00a3aTenbHO cryxbe MeHemkmeHTa wnu obecneyeHus
kadectBa. B nmobom cnyyae Hag HUM JOmkeH ObiTb YCTaHOBMEH HagnexalluMi Haa3op CO CTOPOHbI CyXObl
KayecTBa Ha NPOTSXKEHUM BCETO XXUIHEHHOIO LuKNa Banuaaumm.

1.4 KntoyeBble anemMeHTbl NporpaMmbl KBanudmkalmMm u Banvaaumm nponsBo4CTBEHHOMO yyacTka AOIMKHbI
ObITb YETKO OnpenerieHbl U JOKYMEHTUPOBaHbl B BanvaauMoHHOM macTtep-nnaHe (BMIT) nnu skBuBaneHTHOM
OOKYMEHTE.

1.5 BMIT mnnn 3kBUMBanNeHTHbIN OOKYMEHT AOMKEeH Oonpefensatb cucTeMy Ksanudukauuu/sanupgaumum u
copepXatb, No KpanHen mepe, CneayLwyo NHHPOPMaLUMIO (MK CCbINIKM Ha Hee):

i) nonuTKKa KBanudukaumm n sanugauumu,

i) opraHM3auMOHHas CTPykTypa, B TOM 4ucrie ponu U 00A3aHHOCTM B OTHOLUEHMU AEATENbHOCTM MO
KBanudukauumn n Banvaauum;

iil) kpaTkoe onucaHve NomeLLeHuin, 06opyaoBaHNS, CUCTEM, NMPOLECCOB Ha NPON3BOACTBEHHOM Y4YacTKe U
TEKYLUUIA cTaTyc UX KBanudukaumm n sanugauum;

iV) KOHTPOMb U3MEHEHWI U YrpaBneHne OTKIOHEHUAMU NpU KBanudukaumm n sanuaaumm;

V) yKasaHusi no pa3paboTke KpUTepmneB NpUEMNEMOCTH;

Vi) CCbIIIKM Ha MEeLMNECs OKYMEHTbI;

vii) Tekywlaa cTpaTernst KsanudwukauMM W Banugauuun, BKOYas MOBTOPHYK KBanuMdukauuo, ecnm
NPUMEHNMO.

1.6. Ona KpynHbIX U CMOXHbIX MPOEKTOB MnaHuMpoBaHue npuobpeTtaeTr ocoboe 3HauyeHue, u Bonbluen
YETKOCTM MOXHO AOCTUYb MPY NOMOLLM OTAEMbHbIX MaHOB UX Banugauuu.

1.7. Ons gesTenbHOCTU NO kBanudukauum 1 Banvaaumm JOJPKeH ObiTb MCNONb30BaH NOAX0A, OCHOBaHHbI
Ha ynpaBneHuuM puckamu Ans kadecTtsa. [1pu HeobxooMMOCTM OLIEeHKY pucka cnefyeT MNOBTOPSATb B CBeTe
yrnybneHms 3HaHUA U NOHUMaHWSA Ans MobblX U3MEHEeHW Ha CcTaguu NPOEKTUPOBaHWUS WM BO BpPeEMS
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NnpoMbliLLfeHHoro npoussoAcTea. Cnocobbl OLEHKM PUCKOB, MCMOMb3yeMble B MOAAEPXKY OEATEeNbHOCTU Mo
KBanudukauum 1 Banuaaumm, 40MHKHbI ObiTb YETKO AOKYMEHTUPOBAHbI.

1.8. PaboTa no ksanudukaumm n Banuaauumn AomKHa BKIMoYaTh NPOBEPKU ANna obecneyeHns LenocTHOCTH
BCEX MOMyYeHHbIX AaHHbIX.

2 NokymeHTauus, Bkrnrovas BMI

2.1 Hagnexalwlas npakTuka AOKYMEHTMPOBaHWS BakHa AN NOAAEPKaHWs yNpaBrneHus 3HaHUSMWU Ha
NPOTSKEHUWN BCETO XU3HEHHOTO LIMKINa NpoayKTa.

2.2 Bce OoKyMeHTbl, NOMy4YeHHble B Xo4e KBanudukauuu v Banugaumu, OOMKHbI ObiTb coOrrmacoBaHbl U
yTBEPXAEHbl COOTBETCTBYIOLLMM NEPCOHANOM, Kak 3TO onpeaeneHo B hapMaLeBTUYECKON CUcCTeMe KavecTBa.

2.3 [omkHa OblTb 4E€TKO oOnpederieHa B3avMMOCBSA3b MeXAy AOKYMEHTaMu Npu Banugauuu CIIOXHbIX
NPOEKTOB.

2.4 [omkeH ObiTb MOArOTOBMEH MPOTOKON Banuaauuu, KOTOPbIN onpefensieT KpUTUYeckne CUcTeMbl,
nokasaTenu n napameTpbl U CBA3aHHbIE C HUMW KPUTEPUW NPUEMIIEMOCTM.

2.5. MNpu HeobxooUMOCTM OOKYMEHTbI Mo KBanudukauun, Hanpumep, No keanudukauum moHtaxa (1Q) u
kBanudpmkaumm dyHkunoHmposanust (OQ), MoryT 6biTb 06bEANHEHDI.

2.6. Ecnu npoTtokonbl BanupauuMu W Apyras [OOKYMEHTauusi MOCTaBnsilOTCS TpeTbeW CTOPOHOW,
NpegocTaBnaloWEen ycnyrm no Banupauun, COOTBETCTBYHOLUMI MepcoHan Ha MpOu3BOACTBEHHOM Yy4yacTke
OOMKeH MoATBEPAMTb MX NMPUrogHOCTb M COOTBETCTBME BHYTPEHHMM npouenypam Ao yTBepxaeHus. MNepen
ncnonb3oBaHVeM B NPOTOKOSbI nocTaBLLMKa MOXeT 6bITb BKIIIOYEHA OONonHUTENbHas
[OKYMEHTaunsa/MpoTOKOMbl UCMbITAHWNA.

2.7 Iobble 3Ha4MTENbHBIE W3MEHEHWS,, BHOCUMbIE B YTBEPXAEHHbI MPOTOKON B XOAE BbINOMHEHUS,
Hanpumep, B KpUTEpUM MNpuvemMnemMocTu, paboune napamMeTpbl U T.0., AOMKHbl ObiTb AOKYMEHTUPOBaHbI Kak
OTKIMOHEHUS N HAYYHO 06OCHOBAHbI.

2.8 PesynbraTbl, KOTOpble HE COOTBETCTBYIOT 3apaHee onpederieHHbIM KPUTEpUsM NpueMnemocTHy,
OOMKHblI  ObITb  3aperMcTpypoBaHbl Kak OTKMOHEHMS M MOJIHOCTbIO paccrnefoBaHbl B COOTBETCTBUM C
BHYTPEHHMMM npoueaypamu. JTiobble nocrneacTemsa Ans Banuaaumm OIKHbI ObITb paCCMOTPEHBI B OTHETE.

2.9 [JomxHbl 6bITb MpeacTaBneHbl 0630p M 3akMioYeHUs Mo Banvaauuu, a MNofydYeHHble pesynbTaTtbl
OOMKHbl BbITb 0BO6LLEHBI B CpaBHEHUW C KpuTepusamu npuemnemoctu. Jliobble nocnegyowme n3MeHeHus
KpUTEPUEB NPUEMNEMOCTU [OIMKHbI OblTb Hay4yHO OOOCHOBaHbI, U MO MTOram BanWAauUW [AOMKHblI OblTb
COCTaBMeHbl OKOHYaTENbHblE peKOMeHAauuu.

2.10 OdbmuymnanbHoe paspelleHMe Ha Mepexo K creylllen cTagum npouecca KeBanvdpukauum wu
Banvaauum JOMmKHO ObITb 3aBEPEHO OTBETCTBEHHbLIM MEPCOHANOM Kak YacTb YTBEPXKAEHNS OTYeTa O Banngaumm
WNN Kak OTAEenNbHbI WTOrOBbIM OOKYMEHT. YCrnoBHOe opobpeHve And nepexoja K criegylolen craguum
KBanumkaumMm npu Hannium OTAEMbHbIX OTKIOHEHUA WNW HECOOTBETCTBUMA KPUTEPUSM MNPUEMIEMOCTU
JonyckaeTcsl TOMNbKO Mocne AOKYMEHTMPOBAHHOW OLIEHKW, NOATBEPXAAlLlen, YTO 3TO He OKaXeT HMKAaKoro
CYLLLECTBEHHOIO BNUSIHUS Ha AarnbHeWLWne 4ENCTBUS.

3 dTtansbl KBaﬂM(bMKaLIMM OﬁOpynOBaHMﬂ, nomeu.q,eHmZ, BCnomMoraTesibHbIX U gpyrux cuctem

3.1 [esTtenbHoCTb Mo KBaJ'II/I(bl/IKaLI,MVI OOJDKHa Yy4YuTbiBaTtb BCe CTagun: OT Ha4dana pa3p860TKVI
CﬂeLJ,I/I(bVIKaLI,I/II/I TpeGOBaHMVI nonb3oBaTtenda OO0 3aBeplleHua MnCcnoJsib3oBaHUA O60pyﬂ,OBaHVIFI, NoMeLLEHUI,
BCnomMoraTtesibHblX UK Opyrnx CUCTEM. Hunxe npuBeaeHbl OCHOBHblE 3Tanbl M HEKOTOpPble MnpeanaraemMmbie
Kputepum (XOTH OHM 3aBUCAT OT MHOMBUAYyalbHbIX ocobeHHocTen npoeKkTa n MoryTt OTJ'IMLIaTbCﬂ), KOTOPpbl€ MOryTt
ObITb MCMOMb30BaHbI HA KaXA0W CTaaun:

Cneuudmkauma Tpe6oBaHum nonb3oBartens (URS)

3.2 TpeboBaHus gna HOBOro o6opynoBaHUs, NOMELLEHWUA, BCMOMOraTeNbHbIX UMW OPYrMX CUCTEM LOJDKHbI
OblTb onpegeneHbl B cneuudwmkaumm TpeboBaHun nonb3oBaTenda (URS) w/wvnn  dyHKUMOHANBHON
cneumdpukaumm. Ha aton ctagmm OOMKHbI OblTb BCTPOEHbI OCHOBHbLIE 3IEMEHTbI KayecTBa W CBeAEHbl K
MUHUMYMY Ttobble pucku, cBsdaHHble ¢ GMP. URS pomkHa ObiTb TOYKOW OTCYeTa Ha NPOTSKEHWMM BCEro
YKWU3HEHHOro L1Kna Banuaaumu.

Keanudukauus npoekra (DQ)

3.3 Crepgylolmm anemMeHTOM B KBanudmkaumMm HOBoro 0060pygoBaHus, MOMELLLEHUI, BCNOMOraTesbHbIX Unn
Opyrux cuctem sienisietcsa keanudukauua npoekta (DQ), B xoge KOTOPOW JOJHKHO OblTb NPOAEMOHCTPUPOBAHO U
[OKYMEHTUPOBAHO COOTBETCTBME NpoekTa TpeboBaHnsm GMP. B xoge kBanuduvkauum npoekta OOMKHbI ObiTb
BepndmumpoBaHbl TpeboBaHus cneundmrkalmm TpeboBaHMn NonNb3oBaTens.

MpremMoyHbIe UcnbITaHMA Ha NnpeanpuaTun-usrotoeurtene (FAT) /npneMoyHble UCNbITaHUA HA MecTe
ycTaHoBku (SAT)

3.4 O6opynoBaHue, 0COH6EHHO BKIOYatOLLLEee HOBbIE UMK COXHbIE TEXHOMOMMU, MOXeT OLEeHNBaTbCS, ecnu
NPYMEHUMO, y MOCTaBLUMKa OO MOCTaBKU.

3.5 lNepepn yctaHoBkoM obopyaoBaHMsa OOMKHO ObiTh noaTBepxaeHo cobnoaeHne URS/ dyHKUMOHaNbHOM
crneyndmrKaumm Ha NPeanpuUATMN-U3roTOBUTENE, ECNN MPUMEHNMO.
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3.6 Ecnn npumeHMMo u o6OCHOBaHO, MpPOBEpKa AOKYMEHTaLMu W HEeKOTOpble WCMbITaHWUS MOryT ObiTb
BbINONHeHbl Ha cTagum FAT unu Ha apyrnx ctagusax 6e3 HeobxoammocTu ux nostopeHusa npu IQ/OQ no mecty
YCTaHOBKU, €CN MOXET ObITb MOKa3aHOo, YTO 3TO HE NOBNUSAET Ha PYHKLUNOHANBHOCTL NOCMe TPaHCNOPTUPOBKY
N yCTaHOBKM.

3.7 FAT wmoryT ObiTb [OOMNOMNHEHbl NyTem BbiMnonHeHUss SAT nocne nonyveHuss obopygoBaHMs Ha
NPOU3BOACTBEHHOM y4acTKe.

Keanudukauma moHTaxa (1Q)

3.8 1Q cneayeT BbINONHATL Ans 060pyaOBaHMS, MOMELLEHWUIA, BCTIOMOraTernbHbIX U PYTMX CUCTEM.

3.9 1Q gomkHa BKMto4YaTb, MO KpaHen Mepe, crieaytoLlee:;

i) BepucmKaumMio NPaBUIIbHOCTU MOHTa)Xa KOMMOHEHTOB, npubopoB, obopyaoBaHus, TpybonpoBoaoB wu
CEPBMCHbIX CUCTEM YepTexam U cneumdurkaunsmM NpoekTa;

i) BepncmKaLunio NpaBUNbLHOCTU MOHTaXa 3apaHee onpeaeneHHbIM KpUTEpPUsIM;

iii) cuctematmsauuio u conoctaBrneHne QYHKUMOHANbHbIX W pabounx WHCTPYKUMN U TpeboBaHui
MOCTaBLLMKa K TEXHUYECKOMY OBCITY>KMBaAHWIO;

iv) kKannbpoBKy NPUBOPOB;

V) BepudmKaLmio KOHCTPYKLNOHHBIX MaTepunarnos.

Ksanudmkaumusa dyHKLMoHMpoBaHua (0Q)

3.10 OQ o6blvHO criegyeT nocne 1Q, HO B 3aBMCUMOCTM OT CFOXHOCTM 06OpyAoOBaHWA MOXeT ObiTb
BbINOMHEHa B BMAe KOMOMHUPOBAHHON KBanudukaumm moHTaxka/dyHkumnoHuposaHus (10Q).

3.11 OQ gormkHa BKNO4YaTb, N0 KpalHen Mepe, cnegylouee:

i) ncnbiTaHus, KoTopble pa3paboTaHbl HA OCHOBE 3HaHMSA MPOLIeCCOB, CUCTEM U 0bopyaoBaHMSA, YTOObI
rapaHTMpoBaTb, YTO cucTeMa (PyHKUMOHMPYET Tak, Kak MPeayCMOTPEHO MPOEKTOM;

i) ucnbITaHMa ANA NOATBEPXAEHUS BEPXHMX U HUXKHUX pabounx npedenosB W/WnM ycrioBUA «Hamxygwero
cnyyasy;

3.12 YcnewHoe 3aBeplieHme OQ AOMKHO NMO3BONUTL 3aBepLUNTb pa3paboTKy cTaHO4apTHbLIX Npoueayp no
3KCMfyaTaumMm M ouvucTke, TpeboBaHMM K MNpoMNakTMYecKoMy TEXHUYECKOMY OOCHyXuBaHWUIO U 00y4veHne
onepaTopoB.

Keanudukaumsa sakcnnyarauum (PQ)

3.13 PQ pgormkHa, kak npasuno, crnefoBaTth nocne ycnewHoro 3asepwenns 1Q n OQ. Tem He meHee, B
HEKOTOpbIX CyyYasix BO3MOXHO BbINOMHUTL ee B coveTaHnm ¢ OQ wunu Banuaaumen npowecca.

3.14 PQ gormkHa BKNoYaTh, MO KpanHen Mepe, cnegyollee:

i) MCMbITaHUS C UCMOMb30BaHMEM MPUMEHSEMbIX B MNPOW3BOACTBE MaTepuanoB, aTTeCTOBaHHbIX
3aMeHuTene unv MogerbHbIX NPOAYKTOB C [AOKa3aHHbIM 3KBMBANEHTHbIM MNOBEAEHWEM B HOPMarbHbIX
YCNOBUSAX 3KCNNyaTaumm ans «Hamxygliero» pasmepa cepumn. [JomkHa 6biTe o6ocHOBaHa yacTota otbopa npob
ONs noATBepX4eHMs TOro, YTO NPOLLECC HaxOAMTbLCS NOA KOHTPOMeM.

i) ucnblTaHMa [JOMMKHbI OXxBaTbiBaTb pabouni Avana3oH 3adaHHOro npouecca, €ecnv  HegoCTYNHO
OOKyMeHTarnbHoe noareepxgeHne paboymx AnanasoHoB CO cTagun pa3paboTku.

4 MNMoBTOpHaA KBanudpukauma

4.1 O6opygoBaHue, NOMELLEHMs, BCMNOMOraTenbHble W ApyrMe CUCTEMbl [OSKHbl OblTb OLEHEHbI C
COOTBETCTBYHOLLEN NEepUOANYHOCTLIO, YTOOLI NOATBEPAUTL, YTO OHW OCTalOTCH B KOHTPONUPYEMOM COCTOSIHUM.

4.2 Ecnu HeobxoaMmMa W OCYLIECTBNSETCA uYepe3 OnpedeneHHbli nepuos BpPeMeHW MoBTOpHas
KBanudvkauus, gomkHa bbiTb 06ocHOBaHa ee NMepuoAMYHOCTb U onpedeneHbl Kputepun oueHku. Kpome Toro,
[OOIMKHa ObITb OLiEHEHA BO3MOXHOCTb HAKOMMEHMs HEOOMbLUNX M3MEHEHMWI C TEYEHNEM BPEMEHN.

5 Banupauusa npouecca

O6Lwure nonoxeHus

5.1 TpeboBaHMA U NPUHLUUMBI, U3MNOXEHHbIE B HAcTOsILLEeM pasfene, NPUMMEHUMbI K NPOU3BOACTBY BCEX
nekapcTBeHHbIX ¢opM. OHM OXBaTbiBalOT MEPBOHAYaNbHYH Banuaauuio HOBbIX MPOLIECCOB, MOCEaYHLLYH
Banuaaunio MoanULMPOBaHHBLIX MPOLECCOB, NEpeHoca NPOLIECCOB Ha ApYyrMe NpOM3BOACTBEHHbLIE YYACTKU U
NpoAosKaLLyoCs Bepudukaumio npouecca. B HacTodwem npunoxeHnn nogpasymMeBaeTcsd, UYTO UMeeTcs
HaZeXHbl npoLecc pa3paboTkv NpoAyKTa, MO3BONAOLLMIA 0OecnevnTb YCNEeLwHY BanMaauuo npotecca.

5.2 Hactoswwui pasgen QOMmKeH NPUMEHATbCA B codeTaHum € TpeboBaHuaMM K uHOpmaumm no
Banuaauunmn npouecca, NnpeabaBrseMbiMU NPU perncTpaunmn nekapcTBEHHOro cpeacTaa.

5.2.1 PykoBogCTBO MO BanvaauuMy npouecca npegHasHavyeHo AN onpegeneHns MHgpopmauum u
OaHHbIX, KOTOpble OOMMKHbI coaepXaTbCsl B 3asiBKe Ha peructpaumtio. OgHako TpeboBaHna GMP k Banugaumm
NPoLECCOB PacnpoCTPaHAITCA Ha BECb XXM3HEHHbIA LMK nNpouecca.

5.2.2 laHHbI noaxoa JormkeH BbiTb UCNONb30BaH, YTObbl CBA3aTh pa3paboTKy NpoayKTa 1 npolecca.
OH obecneunBaeT Banugauuio NPOMBbILLIIEHHOrO MPOU3BOACTBEHHOIO MpoLecca U NogaepXaHue npolecca B
KOHTPOSTMPYEMOM COCTOSIHUM BO BPEMS OObIMHOIO MPOMbILLSIEHHOIO NPOU3BOACTBA.
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5.3 lNMpon3BOACTBEHHbIN MPOLECC MOXET ObiTb pa3paboTaH C UCNONb30BaHMEM TPaAMLMOHHOIO Noaxoaa
unu noaxoga HenpepbiBHOW Bepudukaumn. OgHako, He3aBMCMMO OT MCMNONb3yeMoro noaxona, MnpoLecchl
OOIDKHBI 4EMOHCTPUPOBATb HAAEXHOCTb 1 0becneunBaTb CTabUNbHO BbICOKOE Ka4eCTBO MPOAYKLMM A0 BbiNycka
Ha pblHOK nwoboro npogykta. [lpon3BOACTBEHHbIE Mpouecchl, pa3paboTaHHble C  UCNONb30BaHUEM
TPaguUMOHHOIO Nnoaxoda, OOMKHbl NPOWMTM MNporpaMmbl MEPCNEKTMBHOW Banugauun MO BO3MOXHOCTM OO0
BbiMyCcka npogykTa B peanu3auuio. PeTpocnekTMBHas Banvaauusi Oonblle He cuMTaeTcs NpuemneMbiM
noaxoaoM.

5.4 Banungauma npouecca And HOBbIX MPOAYKTOB [AOMMKHA OXBaTbiBaTb BCE nNpeAHas3HayeHHble Ans
peanusauun OO3MPOBKN U MPOU3BOACTBEHHbIE yYaCTKW. sl HOBbIX MPOAYKTOB MOXET ObITb onpaBgaH noaxopn,
OpeKkeTHra Ha OCHOBaHMM OBLLMPHBIX 3HAHWUI O NpoLecce, NOMydYeHHbIX CO CTaaun pas3paboTku, B coveTaHnn ¢
COOTBETCTBYIOLLIEN NPOrPaMMON TeKyLLen Bepudmkauuu.

5.5. [1lna Banugauum npouecca ans NpoaykToB, KOTOpble NepefarnTcsl C OQHOMo yvacTka Ha OApyron unm B
npegenax OAHOrMO YyyacTka, KOMMYECTBO BanuvAauUMOHHbIX Cepud MOXeT ObiTb YMEHbLUEHO 3a CYeT
nucnonb3oBaHua noaxona épeketnHra. OgHaKO AOMKHbI ObITh AOCTYMHBI UMEIOLLMECS 3HaHUSA O NPoAYKTe, B TOM
yucrne cogepxaHuwe npegbiaywen Banuaauuun. Ecnu oBocHoBaHO, noaxond OpekeTuMHra Takke MOXeT
NCNonb30BaTbCA ANSA PasfnuyHbIX JO3UPOBOK, pa3MepPOB CEPUN U pa3MepPOB YNakoBOK / TUMOB KOHTENHEPOB.

5.6 [Insa nepeHoca Ha y4acTOK YK€ UCNONb3yeMbIX NPOAYKTOB, NMPOM3BOACTBEHHbLIX MPOLECCOB U METOO0B
KOHTPONS OOJMKHbI OblTb 0GecrnedeHbl COOTBETCTBME WX PErUCTPALMOHHOMY OOCbE U BbINONTHEHUE TEKYLLUMX
perncTpaumoHHbix TpeboBaHuM aOnNs  AaHHoro Tuna npoaykta. [lpy HeobxoguMMoCTW, [OMKHbI  ObITb
npeacTaBneHbl UAMEHEHNs1 B permcTpaunoHHoe Aocke.

5.7 Banupgaums npouecca OOSMKHA YCTaHOBWUTb, OEMCTBUTENbHO N C NMOMOLLBI Mpouecca MoXeT ObiTb
obecrnevyeHO MOCTOSIHHOE COOTBETCTBME BCEX MNOKasaTenen kavectBa M NapaMeTpoB MNpoLecca, KoTopble
CUMTalTCA BaXHbIMM Ona obecnevyeHns BanuAauMOHHOIO cTaTyca M MNPUEMIIEMOro KayecTBa NPOAYKLUW.
OcHoBHble napameTpbl MpoLecca 1 nokasaTtenu Kayectsa, KOTOpble Obinn onpeaeneHbl Kak KpUTu4eckue mnm
HEeKpUTUYECKME, OOMKHbI ObITb YETKO 3a40KYMEHTUPOBaHbI C y4eTOM pe3ynbTaToB nobon OeATensHOCTM no
OLLEHKe pu1CKa.

5.8 Kak npaBuno, cepuu, Npou3BedeHHble AN Banugauuu npouecca, OOMMKHbl OblTb OQHOrO pasmepa,
TaKoro e, Kak npegnonaraemMbiii pasmep MNPOMbILLSIEHHBIX CEPUN, U UCMONb30BaHUE Cepuii NoObLIX APYrux
pa3mepoB A0SHKHO BbiTb 060CHOBAHO UMM YCTAHOBIIEHO CO CChIflkaMu Ha Apyrve pasgensl HacToswero TKIT.

5.9 lMomelyeHus, obopyaoBaHme, BCNOMOraTernbHble U Apyrue CUCTEMbI, UCMONb3yeMble Npu Banugaumm
npouecca, [OOMKHbI ObiTb KBanuMduumpoBaHbl. MeToabl MCMbITaHWA  AOMKHbI  OblTb  BanMAUpPoOBaHbl B
COOTBETCTBMM C UX NpeanoriaraeMbiM UCMNOSb30BaHNEM.

5.10 Ons Bcex NpoAyKTOB HE3ABUCUMO OT MCMOMb3yeMOro Noaxo4a 3HaHus O npoueccax, nofydeHHble npu
pa3paboTke nnm n3 apyrmx MCTOYHUKOB, JOIDKHbI OblTb OCTYMHbI AN NPOU3BOACTBEHHOrO yyacTka, eCnm nHoe
He 060CHOBaHO, 1 ObITb OCHOBOW ANS AEATENBHOCTM MO BanuaaLuu.

5.11 [nsa npou3BOACTBa BanuaauUMOHHbLIX CEPUN MOXET ObiTb NMPUBIIEYEH NPOU3BOACTBEHHbLIA NepcoHarl,
nepcoHan pa3paboTyMKOB WNKU MepcoHan € OPYrMX Y4YacTKOB, 3a4EeMCTBOBAHHbLIX B MEPEHOCe TEXHOMOrmu.
Cepun JOmMKHbI MPOU3BOANTLCS TOMNBKO 0BYYEHHBIM nepcoHanoM B cootBetTcTBun ¢ GMP 1 ¢ ucnonb3oBaHuem
YTBEPXXAEHHON AOKyMeHTaumn. OxumpaeTcs, YTO B MPOU3BOACTBE BanuMAaLMOHHBIX cepui OyaeT npvHMMaThb
y4acTue Npoun3BOACTBEHHbIN NepCcoHar, YToObl 00NerYnTb NOHMMaHUe NpPoayKTa.

5.12 lMocTaBLWMKM KPUTUYECKUX UCXOAHBIX U YMAKOBOYHbIX MaTepranoB OOMKHbI ObITb KBannduumpoBaHbl
[0 NpPoM3BOACTBA BanvMAaaLNOHHbIX CEPUIA; B MPOTUBHOM CIlydae LOIMKHbI OblTb JOKYMEHTMPOBaHbl 0O0CHOBaHUS
Ha OCHOBE NPVMEHEHNS NPUHLUUMOB YNpaBreHnsl puckamm ansi kavecTsa.

5.13 OcobBeHHO BaXkHO, YTOObI ObINIM AOCTYMNHbI NeXxaline B OCHOBE Mnpolecca 3HaHus nsi 060CHOBaHUSA
npocTpaHcTBa pa3paboTku (ecnu mcnonb3yetcs) U Ana pas3paboTku nobbix MaTemaTudeckux Mogernen (ecnm
NCnonb3ylTCcs) Anst MOATBEPXKOEHNSI CTpaTerMm KOHTPOIS npolecca.

5.14 Ecnu BanugauuoHHbIE CEpUM BbIMyCKalOTCS OIS peanu3aunu, 3TO OOIMKHO OblTb NpeaBapuTenbHO
onpegeneHo. Ycnosusi Ux NpovM3BoACTBa JOJDKHbI MOSTHOCTBLIO COOTBETCTBOBATh TpeboBaHnsam GMP, kputepusam
Banugauun, a Takke IoObIM KpUTEPMSM HEMNpepbIBHOW Bepudukaumm npouecca (ecnu ucnonb3yercs) u
perncTpaumoHHOMy A0Cbe.

5.15 [lns Banvaaumm npoLecca B Criydyae MccriefyemMbix NeKapCTBEHHbIX CPEACTB crieayeT obpaTtutbes K
MpunoxeHuto 13.

ConyTcTBylowas Banvaaums

5.16 B ucknouuTenbHbIX 06CTOATENLCTBAX, NPU 0CO60 GNaronpUATHOM COOTHOLLEHUU «MOMNb3a-pUCK» AN
nauueHTa, OOnycKkaeTcs HayaTb PYTUHHOE MPOW3BOACTBO 40 3aBepLieHus NporpaMMbl Banuaauun, U MOXeT
ObITb MCMONb3oBaHa conyTcTBYoLLaa Banuaauns. OQHaKko pelleHne o NpoBedeHUn ConyTCTBYIOLLEN Banuaauum
[OMKHO GbITb AOKYMeHTanbHo o6ocHoBaHO B BMIT 1 yTBEpXOEHO YNONHOMOYEHHbLIM NEePCoHanom.

5.17 Ecnu Gbin MNpWHAT noaxod COMyTCTBYKOLIEN Banuaauuv, OOMMKHO ObiTb A0OCTaTOYMHO AaHHbIX B
noadepKKy BbiBoda, yTo Nobas OAaHHas cepusi NPoaykTa ABNAeTCA OAHOPOAHOW M OTBeYaeT YCTAHOBIEHHbLIM
KpUTEPUSAM NpuemMnemMocTu. Pe3ynbTaTtbl U 3aknoueHne AOMKHbl ObiTb oduuMansHO 0gOpPMIIeHbl U AOCTYMHbI
YnonHoMo4yeHHOMY Ny A0 NOATBEPXKOEHNSA UM COOTBETCTBUSA CEpUM NPOAYKLMM C LIeNblo ee Bbinycka.
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TpaguuuoHHas Banuaauusa npouecca

5.18 NMpu TpagMLUMOHHOM Noaxoae paL Cepuii roTOBOW MPOAYKLMM NPOU3BOAATCA B OObIYHbIX YCNOBUAX ANs
NOATBEPKAEHNS] BOCMPOU3BOOUMOCTMN.

5.19 Konun4yecTtBo NnpousBeeHHbIX CEPUIM U KONNMYECTBO OTOBpaHHbIX 06pa3uoB AOMKHbI ObITb OCHOBaHbI Ha
nNpyvHUMNax ynpaBlieHWs puckamyM [And  KadyectBa M MO3BOMWTb YCTAHOBUTb HOPMAasbHbI  Ouana3oH
M3MEHYMBOCTM W TeHAeHUun u obecneunTb [JOCTAaTOYHOE KOMWYECTBO [OaHHbIX ANd oueHku. Kaxgpin
npousBoauTenb AOMKEH ONpeaenvTb U 060CHOBaTb YMCIIO Cepun, Heobxoanmoe, YTobbl MPOAEMOHCTPUPOBAaTh
BbICOKYIO CTEMeHb YBEPEHHOCTUM B TOM, 4YTO MpOLEecC CnocobeH MOCTOSIHHO MPUMBOAUTL K MOMyYeHUIo
KayeCTBEHHOro npoaykra.

5.20 HesaBucumo oT 5.19 B uenom cuuMtaeTcd npuvemriemblM, YTO Npwv BanuMgauum npouecca OyayT
npeacTaBneHbl Kak MWHMMYM Tpu MOCMNefoBaTeribHble Cepun, NPOU3BEAEHHble B OObIYHbLIX YCIOBUSX.
AnbTepHaTUBHOE YNCNO Cepuin MOXeT OblTb ONpaBAaHO C y4eTOM TOro, CTaHg4apTHbLIE MU METOAbl NPOM3BOACTBA
OyoyT MCnonb3oBaTbCs, U HACKOMbKO MOAOOHBI YXe MWCMNOfb3yeMble Ha y4vacTke NpoAyKTbl WMAWM NPOLIECCHI.
lMepBOHavanbHble BanuaaUMOHHbIE UCCNEOOBaHNS Ha TPeX Cepusix, BO3MOXHO, OOJMKHbI ObiTb AOMOSNHEHbI B
AanbHenweM OPYrMMW  OaHHbIMKW, MOMYYEeHHbIMU ANS NOCNeayllWmMX Cepui Kak 4acTb OCYLLEeCTBIEHMS
npogosrKatoLLencs sepndukalmm npouecca.

5.21 [omkeH 6biTb MOArOTOBIIEH MPOTOKON Banugauuu npouecca, KOTOpbIN onpeaenseTr Kputuyeckme
napameTpbl npouecca (CPP), kputudeckue nokasatenu kadectBa (CQA) M COOTBETCTBYKOLLME KpUTEPUM
NpMemMremMocT, B OCHOBY KOTOPbIX AOIMKHblI ObITb MONOXEHbI AaHHble paspaboTKM UM AOKYMEHTUPOBaHHbIE
3HaHWA O npovecce.

5.22 lNpoTokonbl Banuaauuy npoLecca AOIMKHbI BKYaThb, N0 KpanHen mepe, cnegyloLlee:

i) KpaTKkoe onucaHWe npouecca W CCbiIKy Ha COOTBETCTBYIOLLYD OCHOBHYI AOKYMEHTauui no
NpoOu3BOACTBY Cepuu;

i) pyHKUMN N 0BA3aHHOCTK;

iil) nepedyerHb CQA, koTopble ByayT nccrnenoBaHsl;

iv) nepeyeHb CPP 1 cBAi3aHHbIE C HUMMW Npeaensbl;

V) KpaTKoe U3NoXeHne ApYyrnx (HEKPUTUYECKUX) NoKa3aTenen u napameTpoBs, KoTopble ByayT uccrneqoBaHbl
UM NPOBEPEHbI B XOA4E OEATENbHOCTU N0 BanMaauun, 1 OCHOBaHWUS AN UX BKITHOYEHNS;

Vi) nepeyveHb WCMONb3yeMoro obopyAoBaHUS/TEXHUYECKMX CPeAcTB (B TOM uucrie obopyaoBaHust Ons
n3MepeHuni/ MOHUTOPUHra/ perucTpaumm) ¢ ykasaHmem crtaTyca ux kanmbposku;

Vvii) nepeyeHb aHanMTU4YEeCKUX METOA0B M Banugaumno METOA0B, NP HEOOX0AMMOCTY;

viii) npegnaraemble BUAblI KOHTPOMS B NpoLecce NPOM3BOACTBA C KPUTEPUSMU NPUEMIEMOCTU U NpUYNHa
(b1), NO KOTOPOW BbIOPaH KaXKAbIi BUA KOHTPOMS B NpoLecce;

iX) 4OMONHUTENbHbIE NCMbITAHUSA, KOTOPbIE BYAYT NPOBEeAEHbI, C KpUTEPUAMN MPUEMINEMOCTH;

x) nnaH otbopa nNpob n ero o6ocHoBaHMeE;

Xi) MeTOAbI pErncTpaumn 1 OLEHKN pPe3yrnbTaToB;

Xii) npouecc Bbinycka u cepTucukaumm cepum (ecrnvm npUMeEHnmMO).

HenpepbiBHas Bepudukauusa npouecca

5.23 [ns npogykToB, pa3paboTaHHbIX C UCMOMb30BaHMEM NoAXo4a «KadecTBO Yepe3 AM3alH», ecnu npu
pa3paboTke ObINO HAYy4YHO YCTAHOBMNEHO, YTO NPUHATas CTpaTernsa KOHTpons obecneynBaeT BbICOKYIO CTENeHb
rapaHTMM KayecTBa MPOAYKLMM, B KaYeCTBE arnbTepHaTMBbl TPA4UMLMOHHOW Banuvgaumm MOXET ObiTb
ncnonb30BaHa HenpepbiBHasa Bepuukaumna npowecca.

5.24 [omkeH ObITb onpefeneH MeTop, C NOMOLLBI KOTOPOro 6yaeT BepudnumpoBaH NpoLecc.

HomkHa ObiTb HaydyHO OOOCHOBaHHasA cCTpaTerMs KOHTpOns Tpebyembix MokasaTenen MNoCTynaroLmx
MaTepunanos, KPpUTUYECKUX MoKasaTenen kadyectBa M KpUTUYeCKMX napameTpoB npouecca. Cioaa xe cneayet
OTHECTU PErynsipHyl0 OLEHKY cTpaTermm KoHTpons. B kayecTBe WMHCTPYMEHTOB MOryT ObiTb MCMNONb30BaHbI
NPOLECCHO-aHaNMTUYeCkne TEXHOMOrMM N MHOFOMEPHbIN CTaTUCTMYECKUIA KOHTPONb npoueccoB. Kaxabin
npousBoauTenb AOMMKEH onpeaenuTb 1 060CHOBaTbL YMCINO Cepuin, HEOBXOANMbIX ANt AEMOHCTPAaL MU BbICOKON
CTENEHN YBEPEHHOCTM B TOM, YTO MPOLIECC CMOCOOEH MOCTOSAHHO MPUBOAWUTL K MOMYYEHUIO KayeCTBEHHOIO
npoaykra.

5.25 Takxke cnefyeTt npuaepXxmBaTbcsa 00LUX NPUHLUMMNOB, U3NOXEHHbIX Bbiwe B 5.1 - 5.14.

M'6puaHbIn (KOMOMHMPOBaHHLIN) Noaxoa

5.26 MoxeT ObITb NCNONBb30BaH Takke rMOpPMAHBIN NOAX0S C UCMONb30BaAHNEM TPAAMLMOHHOIO nogxoda v
HenpepbIBHOW BepudurKkaumm npouecca npyv HanuuMm 3Ha4YUMTENbHOrO KONMYECTBa 3HaHMS U NMOHUMaHUS
NPOAYKTOB U npoLiecca, NonyyYeHHbIX U3 NPON3BOACTBEHHOIO ONbITa U UCTOPUYECKNX OAHHBIX O CEPUSIX

5.27 [aHHbIn noaxon MOXeT OblTb WCMONb30oBaH Takke AnA BanuaauUOHHOW [OesATEeNbHOCTU nocne
N3MEHEHNI UNN BO BPEMS MPOAOIIKAOLWMIACA BepMdUKaLmMmM npoLecca, Aaxe eCcnu NpoaykT nsHadanbHo Obin

BanMaUPOBaH C UCTONb30BaHNeM TPaAULIMOHHOTO NOAX0Aa.

Mpogomkarowasca BepudmKaumusa npouecca Ha NPOTSKEHUM XKU3HEHHOTO LiMKna
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5.28. MNyHkTbI 5.28-5.32 NnpyMeHMMbI KO BCEM TPEM YNOMSHYTbIM Bbllle NOAX04aM K Banuaauum npouecca,
TO €CTb K TPaAMLMOHHOMY, HENPEPLIBHOMY U TMOPUAHOMY.

5.29 lNpounsBognTenu OOSMKHbI NPOBOAUTbL MOHUTOPUHI KayecTBa NpoaykTa C COOTBETCTBYHOLLEN OLIEHKOWN
TEHAEeHLUMN npolecca, YTobbl y6eanTbes, YTO KOHTPONUPYEMOE COCTOSIHUE COXPAHSIETCS Ha NPOTAXEHUU BCEro
XXM3HEHHOTO LMKNa npoaykTa.

5.30 MacwTtab u yacToTa npOAOMKaKLWMIACA BepuduKauum npouecca [[OIMKHbI MNEepUOaAMNYECKN
nepecmaTpuBatbcs. B noboON MOMEHT Ha MPOTSHKEHUM BCEro >KWU3HEHHOro LMKNa MpOoAyKTa MOXET ObiTb
LenecoobpasHbiM U3MEHUTL TpeboBaHWs, NPUHUMAs BO BHMMaHWE TEKYLUUA YPOBEHb MOHMMAaHUS MpoLecca u
NPUroAHOCTM Npouecca.

5.31 MNpogomxatowasnca BepudgukaLmsa npoLecca AoMmKHa NPOBOANTLCA B COOTBETCTBUM C YTBEPXKAEHHbBIM
NPOTOKOSIOM WUIM 9KBMBANEHTHbIM JOKYMEHTOM W ANS AOKYMEHTUPOBAHWUS MONYYEHHbIX pe3ynbTaToB AOSMKEH
ObITb NOArOTOBMNEH COOTBETCTBYOLLMIA OTYET. [[Ae 370 LenecoobpasHo, AOMKHbI UCMNOMb30BaTbCA MHCTPYMEHTbI
CTaTMUCTMYECKOrOo aHanmsa, 4ToObl nopaepxaTb Kakue-nvbo BbiBOAbI B OTHOLLEHUM BapuabenbHOCTM W
BO3MOXHOCTEN AaHHOro npouecca 1 obecnevyntb KOHTPONUPYEMOE COCTOSTHME.

5.32 lMpogomxaroLlasics Bepudmkaumsa npouecca Ha MNPOTSHKEHUMN XUIHEHHOro LMKNa npoaykTa OOoSmhkHa
OblTb MCMONb30BaHa B MOAAEPXKKY cTaTyca Banupauuu npu ob3ope kadecTtBa npoaykumu. [locTeneHHble
N3MEHEHNs1 C TeYEHMEM BPEMEHN TaKkKe OOJMKHbI paccmaTpmBaTbCs, U OOIMKHA ObITb OLeHeHa HeobXoauMOCTb
KaKMX-NMbo AONONHUTENbHbLIX AEACTBUIN, HANPUMEp, pacluMpeHHoOro otbopa npoo.

6 Bepudmkaumsa TpaHcnopTupoBaHus

6.1 loToBble nekapCTBEHHble CPeAcTBa, MCcrnegyemble FeKkapCTBEHHble CpeAacTBa, HepacdacoBaHHas
nNpoaykuus M o6pasubl OOMKHbI TPAHCMOPTMPOBaTLCHA C MPOWM3BOACTBEHHbLIX Y4YaCTKOB B COOTBETCTBUMM C
yCcrnoBusMK, OnpedefieHHbiIMU B PErMcTpauuoHHOM [OoCbe, B YTBEPXOEHHOMW MapkupoBke, B hanne
cneumdmrKaLuii NPoayKTa nnm Kak 060CHOBaHO NPou3BoanTENEM.

6.2 lNpusHaHo, 4YTO Banupauus TPAHCMOPTUPOBaHUSA MOXeT OblTb TPyOHOW 3agayen M3-3a MHOXEeCTBa
BO34ENCTBYIOLMX (DaKTOPOB, OAHAKO TPAHCMOPTHble MapLIpyTbl AOMKHbI ObiTb YeTKO onpefdeneHbl. [lpu
BepudMKaumMmn TpaHcnopTa A0MKHbI OblTb Takke y4TeHbl Ce30HHbIE 1 ApYyrie Bapuauum.

6.3. [HomkHa OblTb BbIMONMHEHa OUEHKA pucka C y4eTOM BIMSHUA NEPEMEHHbIX B Mpouecce
TPaHCNOPTUPOBAHMSA, HAaNpUMep, 3agepXXek BO BpeMs NepeBO3Kku, OTkada YCTPOWCTB ANs MOHUTOPUWHIa, JoNnunBa
XXMAKOro a3oTta, YyBCTBUTENbHOCTM NPOAYKLUMM M MOOLIX OPYrMX COOTBETCTBYIOLNX (hakTopoB, 3a UCKNOYEHNEM
TeX, KOTOpble HAaXOAATCSA NOA NOCTOSAHHLIM KOHTPOMEM MU MOHUTOPWHIOM.

6.4 B cBA3uM Cc BapuvabenbHOCTbIO YCMOBWN, OXMAAeMblX BO BpemMs TPaHCMOPTUPOBKWU, OOMKeH OblTb
BbINOMHEH HEMNpepbIBHbIN MOHUTOPWHI M perncTpaums niobbiXx KPUTUYECKMX YCMOBUWA OKpyXaroLwen cpegbl,
KOTOPbIM MOXET nogBepraTbCs NPoayKT, €Crv MHoe He 0BOCHOBaHO.

7 Banuaauusi ynakoBKu

7.1 NameHeHne napameTpoB 0b0opyAoBaHUSA B NpoLecce ynakoBkM, OCOGEHHO NEPBUYHON, MOXET OkasaTb
CyLLEeCTBEHHOE BMMSIHWE Ha LernoCTHOCTb W NpaBuibHOE (PyHKLUMOHMPOBaHME yNakoBKu, Hanpumep, 6nncrepos,
MakeToB calle M KOMMOHEHTOB YMakKOBKW CTEPUIbHbIX NEKapCTBEHHbIX CPeAcTB, MO3aToMy obopydoBaHve Ond
NnepBMYHON M BTOPUYHOW YMaKkoBKM rOTOBOW M HepacdacoBaHHOW NPOAYKLMKN AOSMKHO ObiTb KBanuduumposaHo.

7.2 Keanudukauua o0OpyaoOBaHUSA, MWCMOMb3YEMOro [Ans MEepBUYHOM  YMaKOBKW, [AOMKHa OblTb
OCYLLIeCTBIIEHa MPU MUHMMAaSbHBIX U MakCUManbHbIX paboumx Avanas3oHax, onpedernieHHbIX ONA KPUTUHEeCKUX
napameTpoB Mnpouecca, Takux Kak TemnepaTypa, CKOPOCTb MallvHbl, AaBfieHUe repmeTusaunum u ans nobbix
Apyrux akTopos.

8 KBanudmkauma scnomoratesnbHbIX CUCTEM

8.1 KauectBo mapa, BoApl, BO3ayxa, APYrMx rasoB W T.Mn. AOMMKHO ObiTb NOATBEPXOEHO B XO4E MOHTaxa C
ucnonb3oBaHWEM CTaaunin kBanudukaLmm, onucaHHbLIX Bbllle B pasgene 3.

8.2 lMeprognyHOCTE U 00bEM KBanMuKauumn OOSMKHbI YYUTbIBATh FOObIE CE30HHbIE konebaHus, ecnu
NPUMEHNMO, U Ha3Ha4YEeHNE BCNOMOraTeNlbHbIX CUCTEM.

8.3 Tam, roe moxeT ObITb NPsIMON (Hanpumep, CUCTEMbl HarpeBa, BEHTUMASALMU U KOHAMLMOHWPOBaHUS
(HVAC)) unm KocBeHHbIN (Hanpumep, Yepes3 TeNNOOOMEHHMKN) KOHTaKT C NPOAYKTOM, AJS YMEHbLUEHUS MoObIX
PUCKOB OTKa3a AoMkHa NMpoBOAUTLCS OLIEeHKa pucka.

9 Banugauua meToauK UcnbITaHUNA

9.1 Bce aHanuTMyeckne METOOMKM UCNbITAHWUMI, UCMOMb3yeMble NpU MUcCcneoBaHWsX Mo KBanudukaumu,
Banuiauun unu Banuaauumn OYUCTKM AOMKHbI BbITb BanMAMPOBaHbl B OTHOLIEHUM NpeaenoB obHapyXeHnsa u
KONMMYECTBEHHOIO onpeaeneHus, Nnpu HeobxoaMMoCTK, Kak onncaHo B pasagene 6 Yactu | Hactoswero TKI1.

9.2 Ecnn BbINOMNHAKTCA MWUKPOOMONOrM4eckne UCMbITaHUs nNpoaykTa, MEeTOOMKM OOIDKHbl  ObiThb
BaNMONpPOBaHbl, YTOObI yoeauTbCs, YTO UCTIbITbIBAEMBIV NPOAYKT HE BMMSET HA POCT MUKPOOPraHM3MOB.

9.3 Ecnn ocCywwecTBASATCA MUKPOBMONOrM4YeckMe WUCMbITaHUS MOBEPXHOCTEN B YUCTbIX MOMELLEHUSIX,
METOAMKN LOMKHbI ObiTb BanNMANPOBaHbl, YTOObI MOATBEPAUTL, YTO AE3VHPUUUPYIOLLME CPEACTBa HE BIUSIOT
Ha POCT MUKPOOPraHN3MOB.
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10 Bannpauusi oOMUCTKMU

10.1 Banngaumsi O4MCTKM OOIMKHA BbITb BbINOMHEHA ANt TOro, 4ToObLl NoaTBEpPANTL 3P EKTUBHOCTL NOOOI
npouenypbl OYUCTKM ONS BCEro KOHTaKTMpylLWero C npogykrtom obopydoBaHus. [MpyM COOTBETCTBYHOLLEM
Hay4YHOM O0OOCHOBaHUM MOryT ObITb WCMOMb30BaHbl MOAErNbHbIE MNPOAYKTHl. EcCnvM aHanoruyHble Buabl
obopynoBaHus CrpynnupoBaHbl BMeECTe, crnegyetT 0bocHoBaTb BbIGOP KOHKPETHOW eAnHuuUbl ANd Banupauuu
OUYUCTKMN.

10.2 BusyanbHbIi KOHTPOSb YACTOThI ABMSIETCA BaXKHOW YaCTbi0 KpUTEPUEB NPUEMIIEMOCTM NPY Banuaaumm
ouncTkn. OgHako ero He NpUeMNeMo Mcnonb3oBaTh B Ka4eCTBE €AMHCTBEHHOro Kputepusi. [oBTOpeHne 04nCTKU
N NpoBeAEeHNe MOBTOPHbIX UCMbITAHUWA, NoKa He ByayT Nony4vyeHbl Npuemnemble pesynbTaTbl AN OCTAaTOYHbIX
KONMMYeCTB, HE ABMAOTCHA NPUEMMEMbIM NOAXOAOM.

10.3 lMpun3HaHHO, YTO 3aBepLUEHWEe Nporpammbl Banugauum OYMCTKM MOXET 3aHATb HEKOTOPOe BpeMS U
MoryT OblTb Heobxoaumbl Banvpauus ¢ BepudmKaumen nocne Kaxgow cepum Ans HEeKOTOpbIX MPOAYKTOB,
Hanpumep, nccnegyeMblX NIeKapCTBEHHbIX CPEACTB.

Bepudmkauuss gomkHa npefocTtaBnATb AOCTATOYHYHO MHGOPMaUMIo AN NogTBEpXOEHVS BbiBOAA, YTO
obopynoBaHue ABMASETCH YUCTBIM M NPUrogHbIM ANS AaNbHEWLWEro NCNofb30BaHNs.

10.4 Banupauus JofkHa yuuTbiBaTb YPOBEHb aBTOMaTM3aumy mpouecca oducTkn. Ecnm mcnonbsyetcs
aBTOMaTUYECKMA Npouecc, [AOMKeH ObiTb BanMAMPOBaH 3adaHHbll  HOpMarbHbI - pabounii  gnanasoH
BCMOMOraTernbHbIX CUCTEM 1 0BOpyaO0BaHuMS.

10.5 [ns Bcex MpoLEeCcCOB O4YMCTKM OOIMKHA ObiTb NpoBedeHa OueHKa AN onpefeneHvst nepemeHHbIX
hakTopoB, KOTOpble BMAMSAOT Ha 3IPPEKTUBHOCTL M BOCMPOU3BOAMMOCTb OYMCTKW, HampuMmep, onepaTopos,
YPOBHSA AeTanusauunm B npoueaypax Takmx acrnekToB, Kak KpaTHOCTb ononackuBaHus v T.4. Ecnvn ans pyyHon
MOWKN ObINN BbISIBNEHbI NEpeMeHHble akTopbl, B KA4eCTBE OCHOBbI ANsi UCCNEeAOBaHNs BanugaumMm OYUCTKM
OOIMKHbI UCMOMNb30BaTbCA CUTYaALMN «HAUXYALIEro Criyyasi»

10.6 [lpepenbl [QONyCTMMOrO nepeHoca OCTATKOB MNPOAYKTa OOMKHbl  OblTb  OCHOBaHbl  Ha
ToKcukonormdeckon oueHke (cm. TKIM 596). O6GocHoBaHWe BbIOpaHHbIX MpedenoB  OOMKHO  ObiTb
OOKYMEHTUPOBAHO MpY OLEHKE PUCKOB, BKIHOYAs BCE BCMOMOraTeribHble CCbIKM. [OmKHblI ObiTb YCTAHOBIEHbI
npegensl And yganeHus mobbiX UCMOMb3yeMbIX MOK0OLWMX cpeacTB. Kputepun npuvemnemocT LOJSIKHbI
YYUTbIBaTb MOTEHUMANbHbIN KYMYNATUBHBLIN 3DMEKT HECKONbKNX eanHuL, 0b6opyaoBaHWs B TEXHOMOMMYECKOW
TIMHUN.

10.6.1 TepaneBTnYecKkMe NeNTUObl U MaKpPOMOJIEKYIbl, KaK M3BECTHO, pasnaraloTcs U OeHaTypupyloT npu
BO30ENCTBUN 3KCTPEMarnbHbIX 3HayeHu pH w/vnu Tenna, U MOryT ctaTb ()apMakofiormyeckn HeakTUBHBbIMU.
[MoaTomMy TOKCHKONOrMyeckas oLeHKka MoOXeT OblTb HeMpUMEHMa B 3TUX 0BCTOATENbCTBAX.

10.6.2 Ecnu He npeactaBnsetcss BO3MOXHBIM BbIMOMHWUTL MCMbITAHUS ANS OCTATOYHbIX KONMYECTB
KOHKpPETHOro npoAykta, MoOryT ObiTb BblOpaHbl ApyrMe nokasaTenbHble napameTpbl, Hanpumep, obwwui
opraHudeckun yrnepog (TOC) n anekTponpoBOAHOCTb.

10.7 Mpu pa3paboTke NPOTOKONOB BanuaauMm OYUCTKM CrieqyeT yuuTbiBaTbh PUCK, KOTOPLIN NpeacTaBnsaet
3arpsi3HeHMe MUKPOOPraHN3MaMm U S3HOOTOKCUHAMMU.

10.8 [na onpegeneHnss BpEMEHN XpaHeHUs1 B 3arpsi3HEHHOM M YMCTOM COCTOSIHUWM B MPOLIECCE OYUCTKU
OOMKHO MPUHMMATLCH BO BHUMaHWE BWUSHWE BPEMEHU MEXAY NPOM3BOACTBOM M OYUCTKON U BPEMEHU MEXAY
OYUCTKOW M UCMOSb30BaHNEM.

10.9 Ecnum ocyllecTBnsieTcs Npon3BOACTBO KaMnaHUAMU, UCCNEeAOBaHMS Npy Banuaaunm O4UCTKA OOSKHbI
YYUTbIBaTb BIMSHWE FErKOCTM OYUCTKM B KOHLE KamnaHuMm M OCHOBOW Afs MCCNeAoBaHWMM MNo Banugauuu
OYMCTKN OOMKHA ObITb MakcMMarbHash MPOAOIPKUTENBHOCTb KaMNaHuM (kak BO BPEMEHM, TaK U MO KOMNNYECTBY
cepun).

10.10 Ecnn B kavecTBe Mogenu BanuvaauMu OYUCTKU WCMONb3YEeTCA MOoOXon «Hauxydwero cryyas»,
OOIMKHbI BbITb NpeAocTaBneHbl Hay4YHble 000CHOBaHUA Anst Bblbopa NpoAayKTa, NpeacTaBnsatoLWEero Hamxyawnmi
Crny4aw, 1 OLEHEHO BIMSIHNE HOBLIX MPOAYKTOB Ha y4acTok. Kputepuu ons onpegeneHnst «HamxygLwero cnyvas»
MOTyYT BKIMoYaTb pacTBOPMMOCTb, NENKOCTb ANsl OYUCTKU, TOKCUYHOCTb U aKTUBHOCTb.

10.11 B npoTtokonax Banugauum OYUCTKM CriefqyeT ykasaTb UIM MPUMBECTU CCbISIKM HA MecTa Ans oTbopa
npo6, obocHoBaTbL BbIOOP 3TUX MECT U ONPEAENUTL KPUTEPUN NPUEMITIEMOCTMU.

10.12 OT6op npob AOMKEH OCYLLECTBNSATLCSA B3ATMEM Ma3KOB C MOBEPXHOCTENW U/MnuM Npob XuAKOCTU
nocrne OnonackMBaHus unu Jpyrumy cnocobamm, B 3aBUCUMOCTM OT MPOU3BOACTBEHHOrO 060pyaoBaHUS.
Matepwvanbl ana ot6opa Npob 1 MeToabl He OOIMKHbI BNMATE Ha pe3ynbTaT. [ns Bcex Ucnonb3yemblX MeTOA0B
oTbopa npob AosmkHa OblTb NMPOAEMOHCTPUPOBAHA BO3MOXHOCTb M3BJIEYEHUST ANSA BCEX KOHTAKTUPYHOLLMX C
NpoayKTOM MaTepuanos B 060pyaoBaHnm, C KOTOPbIX OTOUpaoTCcs Npobbl.

10.13 YT06bI gokasaTb, YTO METOA OYUCTKM BanuaMpoBaH, npouenypa O4YUCTKU AorkHa 6biTb BbINOIHEHA
COOTBETCTBYIOLLEE YMCIO pas, ofpedefleHHOe Ha OCHOBE OLEHKM PUCKOB, U COOTBETCTBOBATb KpUTEPUSM
npuMemMnemMocTu.

10.14 Ecnu npouecc o4ncTkn HeadhpeKTUBEH UM He MPUrOAeH AN HEKOTOpbIX BMAOB 006OpyAOBaHUS,
criefyeT ucnonb3oBaTb BblaeneHHoe obopyaoBaHve wWNuU [Apyrue COOTBETCTBYIOLUME Mepbl AN Kaxaoro
NpoayKTa, kak ykasaHo B pasgenax 3 n 5 Yactu | Hactoswero TKI1.

10.15 Ecnn ucnonb3dyetcd pydyHas ovucTka obopynoBaHMs, OCOBEHHO BaxHO, 4TODObl 3(PHEKTUBHOCTL
py4HOro npotecca noareepxganacb ¢ 060CHOBaHHOW NEPUOANYHOCTBIO.
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11 KoHTponb nameHeHun

11.1 KoHTpOnb M3MEHEHUN SABMSETCA BaXHOMW YacCTblo yNpaBneHust 3HaAHWSIMU U OOMKEH NPOBOAUTLCS B
pamkax chapMaLeBTUYECKON CUCTEMbI KayecTBa.

11.2 JomkHbl GbITb B HanmuuMM NUCbMEHHbIE MPOLIeAYpbl, ONUCbIBaKOLMEe OENCTBUS, KOTOpble crenyet
npeanpuHATL B Criydyae, ecrniv nnaHupylTCs U3MEHEHUS B OTHOLLIEHUU UCXOAHbIX MaTtepuarnos, KOMMNOHEHTOB
npoaykra, npouecca, obopyaoBaHus, NOMELLEHMIN, HOMEHKNaTypbl nNpoaykuuu, cnocoba npoumsBoacTBa Wnu
UcnblTaHWM, pasMmepa cepuun, NPoekTa NOMELLLEHUN unu nobble gpyre U3MEeHEHUs Ha NPOTSAXEHUN KU3HEHHOTO
LMKNa, KOTOpble MOryT NOBMMATH HA KAYEeCTBO NPOAYKTa UMM BOCNPOU3BOAMMOCTb.

11.3 Ecnu ncnonb3yeTcs NPOCTPaHCTBO pa3paboTKM, BAUSIHUE U3MEHEHWU Ha MPOCTPaHCTBO pa3paboTku
OOMKHO OblTb PacCMOTPEHO B OTHOLUEHUW 3apPerncTpupoBaHHOrO MNPOCTpaHCTBa pa3paboTkM B pamkax
pervcTpaumoHHOro JOCbe, a Takke oLueHeHa HEODXOAMMOCTb KakMX-Nmbo perynsaTopHbIX AEACTBUN.

11.4 B uenax WCKMIOYEHUa HexenaTenbHbIX MOCNeaCcTBUA UM NNaHMPOBaHWSA ycunum no nwobown
HeoOxoavMMON Banvaauun, Bepudukaumnm unu pesanugaumn npouecca Anst OUEHKU NiaHUpyeMbIX N3MEHEHWI
OOIMKHO NMPUMEHATBCSA YNpaBfieHne pyuckammn Ons KadectBa, YTobbl onpegenvTb NOTeHUManbHoe BO3OencTBume
Ha Ka4yecTBO MpoAyKumu, hapMaLeBTUYECKYI0 CUCTEMY KayecTBa, AOKYMEHTaLMIo, Banvaauuio, perynsaTopHbIi
cTaTyc, KanMbpoBKy, TEXHMYECKOoe 0DCNyXXNBaHWE U Ha MOy APYryl0 CUCTEMY.

11.5 MV3meHeHMss [OIKHbI OblTb COrMacoBaHbl WM YTBEPXKAEHbl OTBETCTBEHHBIMM NMLAMU UMK
COOTBETCTBYIOLLMM (PYHKLMOHAIbHBIM MEPCOHANOM B pamkax hapmMaueBTUYECKON CMCTEMBI KavyecTBa.

11.6 [JormkHbl ObITb pPacCMOTPEHbl BCrOMoraTerlbHble [OaHHble, HanpuMMep KOMUW [OOKYMEHTOB, Aris
NnoaTBEPKAEHMS TOrO, YTO BNUSIHUE U3MEHEHUS ObINO NPOAEMOHCTPUPOBAHO 4O OKOHYATENBHOIO YTBEPXKOEHUS.

11.7 HomkHa ObiTb npoBedeHa oueHKa 3@EKTUBHOCTM W3MEHEHUSA MNocre peanusauunm M no Mepe
HeobxoaMMocTK, YTobbl NOATBEPANTL, YTO M3MEHEHUE ObINO YCNELLHbIM.

12 TepMuHbI U onpeaeneHus

Hwxe npuBedeHbl onpefeneHns TEPMUMHOB, OTHOCALLMXCA K aTTecTauum u Banugauum, KOTopble He
npuBeLeHbl B Apyrnx pasgenax Hactosiwero TKI.

noaxoad Ha ocHoBaHMM BpekeTuHra (Bracketing approach): Hay4Hbli © OCHOBaHHbIN Ha pucke noaxon,
NO3BOMSAOLLNA BO BpEMS Banugauumn npoLecca UCMbITbiIBaTb TOMBKO CEPUM C KpalHUMMK 3HAYEHUSAMM HEKOTOPbIX
npeaBapuTeNnbHO 3afaHHbiX M OBOCHOBAHHLIX (DAKTOPOB MflaHa, Hanpumep, C OnpenenieHHon [03VMPOBKOW,
pasMepoM cepuy W/unu pasMepom YMNakoBKW. TakoW nnaH npegnonaraeT, 4YTo Banugaums Kakux-nubo
NPOMEXYTOYHbIX YPOBHEWN MpeAcTaBrneHa Banvpauuen KpamHux 3HavyeHun. BpeKkeTuHr MoXeT ObiTb NPUMEHUM
ONs psiga A03MPOBOK, MoAnexallmx Banugauuv, ecnv JO3MPOBKM COBMagdaloT UM ov4eHb Bnmsku no cocTasy,
Hanpumep, Ans TabneTok, NONy4YeHHbIX C PasfUYHbIM YCUIMEM MPECCOBAHMS U3 aHaNoOrMYHOro rpaHynsTa, unm
Ona paga Kancyn pasHblX pasMepoB C PasfvMyHbiM OOBEMOM 3anoOfHEHUS TEM K€ OCHOBHbIM COCTaBOM.
BpekeTuUHr MoXeT OblTb MPUMEHEH K pasHbIM pa3mMepamM KOHTEMHEPOB UNM pasHbiM OObemMam HamnofHEeHMUs
OOHOW 1 TOW € CUCTEMbl KOHTENHEP/yKyrnopKa.

KOHTpPONlb  UM3MeHeHMW (change control): ®opmanbHass cucTema, C  MNOMOLWBK  KOTOPON
KBanM@uuMpoBaHHble NpeAcTaBUTENM COOTBETCTBYHLUUX AWCUUMNIUH pacCcMaTpyBaloT npeanaraeMble vnm
aKTUYeCKne WU3MEHEHUs, KOTOpble MOryT MOBMAWSATb Ha BanMAaALMOHHBIA CTATyC MOMELLEHUA, CUCTEM,
obopynoBaHusi unu npoueccoB. CMmbicn cOCTOUT B onpegeneHun HeoOXOAMMOCTU MPUHATUA Mep Mo
obecneyeHno 1 JOKYMEHTUPOBAHUIO TOTO, YTO CUCTEMA NOAAEPKMBAETCS B BANUANPOBAHHOM COCTOSIHUN.

Banuaaumus o4mcTku (cleaning validation): Banvpauus o4nucTkM - 9TO AOKYMEHTanbHOoe nogTBepXaeHue
TOro, YTO YTBEPXAEHHas npoueaypa O4YMCTKM OygeT BOCMPOM3BOAMMO yAansaTb Npeablayliuin NpoaykT wunm
YNCTALLME CPEeACTBa, UCMNonb3yemble B 0OOpyLOBaHWM, A0 YPOBHS HWXKE Hay4yHO YCTAHOBIEHHbLIX 3HAYEHWUI
MaKcMMarbHO A40NYyCTUMOrO NepeHoca.

Bepudmkaumusa oumcTtkm (cleaning verification): C6op gokasaTenbCTB C MOMOLLBI XMMUYECKOTO aHanmaa
nocrie Kaxxaomn cepum/kamnanum, YTobbl NoKasaTb, YTO OCTATKU NpeablayLLero Nnpoaykra UM YUCTALWMX CPeacTB
ObINIM CHWXKEHBbI 4O YPOBHSA, HE MPEBbLILLAOLErO HAYYHO YCTAHOBIEHHbBIX 3HAYEHU MaKCMMarbHO OOMYCTUMOrO
nepeHoca.

conyTcTByllWaa Banuaauusa (concurrent validation): Banupauus, npoBoaumMasi B UCKMHOYUTENbHbIX
crny4asix, onpaBOaHHbIX HanMYMEM 3HAYUTENbHBLIX NPEUMYLLECTB AfNs NauueHTa, Korga npoTOoKoN Banvpauum
BbINOSHAETCS OOHOBPEMEHHO C BbINMYCKOM BanuaaLMOHHbLIX CEPUIA B peanuaauutio.

HenpepbiBHaA Bepudmkauus npouecca (continuous process verification): AnbTepHaTUBHbLIN Banuaaumm
npouecca Noaxon, Npu KOTOPOM MOCTOSHHO KOHTPONUPYETCS U OLEHMBAETCA NPUIOLHOCTbL NMPOU3BOACTBEHHOIO
npovecca.

cTpaterna koHTpons (control strategy): 3annaHnpoBaHHbI HAbOP 3NIEMEHTOB KOHTPOSS, CreayoLwmx n3
TEKyLLero NOHMMaHusa MNpOoAyKUUM M MPOLECcCOB, KOTOPbIN obecneymBaeT MPUrogHOCTb Mpouecca (process
performance) u KayecTBO MNpPOAYKUUW. ONEMEHTbl KOHTPONS MOryT BKIHOYaTb MapameTpbl M MokasaTenw,
CBSi3aHHble C Martepuanamv uU KOMMOHeHTaMy apMaLeBTUYECKUX CyOCTaHUMA U NIeKapCTBEHHbIX CpeacTs,
YCINOBMAMMU  (DYHKLMOHMPOBAHUSA MOMeLeHnd n obopyaoBaHWs, KOHTpPONieM B npouecce Mpou3BOACTBa,
crneundmrKaumMsamMn roToBOM NPOAYKLUKN, TEXHUYECKUMUN XapaKTePUCTUKaMU M CBA3AHHBIMU C HUMU METOAaMu U
NepuoanNYHOCTbI0 MOHUTOPWHIA N KOHTPOIS.
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KpUTUYecKkne napameTpbl npouecca (critical process parameter; CPP): TlMapameTpbl npouecca,
M3MEHYMBOCTb KOTOPbLIX OKasblBaeT BMUSHWUE Ha KpUTUYECKME MokasaTenn KadectBa W, KoOTopble
crnepoBaTenbHO, noanexar MOHUTOPWHIY WKW KOHTPOM And obecneyeHust TOro, YTO Mpouecc npoussBoauT
Xenaemoe Ka4ecTBo.

KpUTUYEeCKMe nokKasaTenum kKauvectBa (critical quality attribute, CQA). ®dusumyeckne, xumuudeckue,
BGuonorndeckme, MMKPOOMONOrMYECKME CBOWCTBA WNWN XapaKTEPUCTUKKW, KOTOpble AOMMKHbI ObiTb B pamkax
YTBEPXKAEHHbIX MNPedenoB, Auana3oHa wnu pacnpegeneHns ana obecneyeHuss Tpebyemoro kadecTBa
nNpoayKunw.

kBanudmkauma npoekta (design qualification; DQ): [JokymeHTanbHO noaTBepXAeHue TOro, 4To
npegnaraemMbli  MPOEKT MOMELLEHW, cuctem U 0o0OpyooBaHUA MPUrodeH ANd  MCMoNb30BaHWA B
3annaHMpoBaHHbIX LEensx.

npocTpaHcTBO pa3paboTkm (design space): MHoromepHoe co4veTaHve W B3avMOAEWCTBME BXOAHbIX
nepemMeHHbIX, Hanpumep, nokasatenen KkadyectBa MaTepuanoB, W napamMeTpoB npouecca, KoTopoe
aemoHcTpupyeT obecneyeHue kayectBa. PaboTta B npegenax npoctpaHcTBa pa3paboTkm He paccmaTpuBaeTcs
Kak u3meHeHue. Bbixog 3a npegenbl npocTpaHcTBa pa3paboTkm cuuTaeTcsd u3MeHeHueM U obblYHO
WHULMUPYETCS Nocre perynsatopHoro npouecca BHECEHUS W3MEHEHWUA M NOCTPErncTpaumoHHOro ogobpeHus.
MpocTpaHcTBO pa3paboTku npegnaraeTca 3asiBUTENEM U SBNSETCA OOBLEKTOM pErynsaTOPHOM OLEHKM W
YTBEPXAEHUS.

kBanudmkauma moHTaxa (installation qualification; 1Q): JokymeHTUpoBaHHOE MOATBEPXAEHUE TOro, YTo
MOMELLEHNS, CUCTEMbI U OOOpPYyOOBaHWE YCTAHOBIIEHbI UMW M3MEHEHbl B COOTBETCTBUM C YTBEPKOEHHbLIM
NPOEKTOM U peKkoMeHAaLMAMN NPON3BOANTENS.

ynpaBneHue 3HaHusmmu (knowledge management): CuctemaTvyeckmn noaxon K MOMyYeHWIo, aHanusy,
XPpaHeH1Io U pacnpocTpaHeHno uHopmaumm.

*u3HeHHbIM umkn (lifecycle): Bce cragum Xu3Hu npoaykta, 06OpyooOBaHUS WU MOMELLEHUA OT
nepBoHavarnbHON pas3paboTku NNy MCNonb3oBaHUS A0 NpeKpaLleHns NCMONb30BaHWs;

npogonxawwasaca Bepudumkaumm npouecca (ongoing  (continued) process  verification):
[okyMmeHTanbHOe MOATBEPXAEHUE TOro, YTO MPOLECC HaxXOAMTCA B KOHTPONUPYEMOM COCTOSIHUM BO BpeEMS
NPOMBbILLIIEHHOTO MPON3BOACTBA.

kBanudukauma dyHKkunoHnpoBaHua (operational qualification; OQ): [okymeHTUpoBaHHas BepudUKauns
TOro, 4TO MOMELLEHUs, cuUcTeMbl U 0OOpPyOOBaHWE, YCTAHOBIMEHHBIE WITM U3MEHEHHble, paboTalT Tak, Kak
NpegycMOTPEHO B paMKax OXugaeMbix paboynx Ananas3oHoB.

kBanudmkauma akcnnyatauum (performance qualification; PQ): [JokymeHTupoBaHHasa Bepudmkaums Toro,
4yTO cuctembl N obopyaoBaHve MoryT pabotaTb 3h(PEKTMBHO U BOCMPOU3BOOUMO HA OCHOBE YTBEPXOEHHbIX
MeTOAO0B npoLecca v cneyudmrkaumm npoaykTa.

Banupauus npouecca (process validation): [JokyMeHTMpoBaHHbIE AOKa3aTenbCTBa TOro, YTO npouecc,
NpoBeAEHHbIN B Mpegenax yCTaHOBNEHHbIX NapamMeTpoB, MOXET BbINOMHATECS 3PEEKTUBHO U BOCMPON3BOANMO
ONs NPOM3BOACTBA feKapCTBEHHOTO CPEeACTBa, OTBEYaloLWero yCTaHOBNEHHbIM cneundgmrkaumam 1 nokasartensam
KayecTBa.

peanusauma npoaykrta (product realisation): CosgaHve npoaykta C nokasaTensMm KayecTsa,
YAOBMNETBOPSLLNMN NOTPEOHOCTAM NauUMeEHTOB, pabOTHMKOB 34pPaBOOXPAHEHUS U PErynsiTOPHbIX OPraHoB U
BHYTPEHHUM TpeboBaHMAM 3aka3yuka.

nepcnekTuBHasa Banupaumsa (prospective validation): Banugaums, 3asBeplueHHas A0 Havana pyTUHHOTO
NPOu3BOACTBA NPOAYKLMM, NpegHa3Ha4YeHHOM A58 MPOSaXN.

KayecTBO 4epe3 ausamH (quality by design): CuctemHbI MOAXOA, KOTOPbIA HayMHaeTcs C 3apaHee
onpeaeneHHbIX Lenen n okycMpyeTcs Ha NOHMMaHUK NPOAYKTa U NpoLiecca U KOHTPOSs npouecca Ha OCHOBE
HaZEXHbIX HAYYHbIX AAHHbIX W yNpaBneHus pMckamu Ans KkavyecTsa;

ynpaBreHue puckamu ana kadectBa (quality risk management): CucremaTnyeckum npouecc OLEHKW,
KOHTpOns, MHHPOPMUPOBaHMSA U 0630pa PUCKOB AN KayecTBa Ha BCeX aTanax XM3HEHHOTo LmMKna.

MopenbHbIN NpoAyKT (simulated product): MaTtepuan, 6nm3knii o U3NYECKUM U, ECIIN 3TO MPAKTUYECKU
BO3MOXHO, XMMWUYECKUM XapaKTepucTukam, Hanpumep, BA3KOCTb, pa3mep 4actuy, pH v ap., K BanMampyemomy
NPOaYKTY.

KOHTponupyemoe coctosiHue (state of control): CocTtosiHue, npu KOTOpOM HaboOp SMEMEHTOB KOHTPOIS
NOCTOSIHHO NPefOoCTaBMAeT rapaHTUN HENPEPbLIBHOW BOCNPOM3BOAMMOCTU NpoLEecca U KadecTBa NpoayKLmK.

TpaguMUMOHHbIN nopxon (traditional approach): lMogxon k paspaboTke npogykTa, MpU  KOTOPOM
onpegensetcss Habop KOHTPOMbHbLIX TOYEK M pabouynx AMana3oHOB NapameTpoB npouecca Ans obecneyeHus
BOCMPOW3BOANMOCTMU.

Hauxyawun cny4vam (worst case): YCrnoBWsi Unu B COBOKYMHOCTb YCMOBWUIA, BKOYaKOLWUE BEPXHUE U
HWXHWE npedenbl MapameTpoB mnpouecca u obcToAaTenbCTBa, B pPaMKax BbIMOMIHEHUS CTaHOAPTHbIX
OonepaunoHHbIX Mpouedyp, KOTOopble CO3[4alT  HavboNnblLuyld BEpOSTHOCTb Aedbekta npoaykuuu  wunm
TEXHOMNOrM4Yecknn OO MO CPaBHEHUIO C MAeanbHbIMK YCNOBUSIMU. Takme ycnoBus He 0683aTenbHO BbI3bIBAKOT
AedekT NpoayKLnmM Nnmn TEXHONOrMYECKuin coon.
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cneundukauma TpeboBaHMM nonb3oBartensa (user requirements specification; URS): [MepedveHb
COOCTBEHHbIX, MOMb30BATENBCKUX U UHXEHEPHbIX TpeboBaHUA, HEOOXOAMMBIX M OOCTATOYHBLIX AfS CO34aHUs
MUCNOJTHMMOTIO NpPOoeKTa, oTBEYatoLlero HamMe4eHHoMn Luenn CUCTeMbl.
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MpunoxeHne 16
(obsi3aTensHoe)

TpeboBaHusi K NOATBEPXKAEHMIO YNONMHOMO4YEHHbIM NIMLLOM COOTBETCTBUA Cepumn NpoayKuum c
Lenbio ee BbiMycka

O6nacTb NnpMMeHeHus

Hactoawum npunoxeHnem ycTaHaBnUBAOTCA MOPSOOK NOATBEPXKOEHWS COOTBETCTBUS, BbINOMHAEMOro
YNonHOMOYEHHbIM NULOM, 1 TpeboBaHMA K BbINYCKY Cepuin 3apernctTpmpoBaHHbiX B Pecnybnuke benapycb nnm
npov3BeaeHHbIX AN 9KCnopTa NekapcTBEHHbIX CPeacTB.

HacTtosilee npunoxeHve MOXeT ObiTb Takke NPUMEHEHO K NEKapCTBEHHbIM CPeACTBaM ANSA KIMMHUYECKUX
nUccneaoBaHU, Ha KOTOPblIE PaCnNPOCTPaHAOTCH 3akoHodaTenbHble U Apyrme obsizaTenbHble TpeboBaHus
Pecnybnuku Benapyck, a Takke TpebosaHus MNpunoxeHns 13 HacToswero TKI.

B HacToflleM npunoxeHuM He pacCcMaTpuBalOTCS paspelleHnss Ha BbIMYCK CepuKn, BblAaBaemble
YMONTHOMOYEHHbIM opraHom Pecnybnukun Benapycb, KoTopble MOryT WMeETb CrneuuduKy Afs HEKOTOpbIX
NEeKapCTBEHHbIX CPEeACTB, MONMy4YyaeMblX W3 [OOHOPCKOM KPOBM WNM nnasmbl U MMMYHOOMONOrMYECKMX
NEeKapCTBEHHbIX CPeACTB. TeM He MeHee, HacTOsWWMA [OKYMEHT pacnpoCTPaHAETCAa Ha noAaTBepXaeHue
COOTBETCTBMS YNONMHOMOYEHHbBIM NMLOM W NOCMEAYIOLNA BbIMYCK TAKUX CEPUNA.

OcHoBHble TpeboBaHMS K BbIMYCKY Cepuv NPOAYKLUUN NPUBOOATCS B pErMcTpaunoHHom gocke. Hu ogHo m3
MONOXEHWN HACTOSILLErO NPUMOXEHUST HE MOXET MCMONb30BaTbLCS, ECMNMN OHO BLIXOAWUT 3a PaMKM YCTaHOBIEHHbIX
TpeboBaHuWi.

O6wme NpMHUUNDI

OKoH4aTenbHas OTBETCTBEHHOCTb 3a MPUrOAHOCTb JIEKAPCTBEHHOINO CpeacTBa Ha MNPOTSKEHWMM €ro
XXM3HEHHOTO uuMKna, ero 6e30nacHoOCTb, Ka4ecTBO M 3PEKTUBHOCTb NEXUT Ha OepxaTene perncTpaunoHHOro
yOOCTOBEPEHUS.

OpHako YMNONMHOMOYEHHOE IULO HeceT OTBEeTCTBEHHOCTb 3a obecneyeHune TOro, 4Tobbl Kaxgdas
wHaMBmMAyanoHas cepusi Obina npousBegeHa W MPOKOHTPONMPOBaHa B COOTBETCTBMM C  AEWCTBYIOLLUM
3akoHogartensctBoM Pecnybnukn benapycb, TpeboBaHMAMM perucTpauMoHHOro gocbe M Hapnexawen
Npou3BoACTBEHHOW NpakTukm (GMP).

Mpouecc BbiNycka cepun COCTOUT M3:

i) NpoBepKN yCroBWUiA NPON3BOACTBA U UCMbITAHWUIA CEPUU B COOTBETCTBUM C ONpeaernieHHbIMU npoueaypamu
BbINYyCKa;

il) nogTBEpPXOEHNS COOTBETCTBUSA CEPUN FOTOBOW NPOAYKUMN YIONMHOMOYEHHbBIM NULIOM, KOTOpPOe 03Ha4aeT,
4yTO cepusi cooTBeTcTBYeT TpeboBaHuam GMP 1 peructpaumMoHHOMY Aocbe. OTO SABMSETCS MOATBEPXKAEHUEM
KayecTBa BblNycKkaemon cepuu;

iii) nepegayn cepum roToBOW MPOAYKLMM Ha TOBApPHbIA CKMag W/WNM Ha 3SKCNopT, MpU KOTOpOW criegyet
NpMHUMaTb BO BHMMaHWe MNOATBEPXAEHMEe COOTBETCTBUSA, BbINOMHAEMOro YMNOMHOMOYEHHbIM nuuoMm. Ecnm
nepegada OCyLWECTBMASETCA He Ha TOM YyyacTke, rae npoxoouT noAaTBepXdeHue COOTBETCTBUS, TO B
MMCbMEHHOM  COrnalleHuM Mexgy yvacTkamu [domkHa OblTb  JOKYMEHTMpOBaHa COOTBETCTBYyHOLAs
OOrOBOPEHHOCTb.

Llenbio KOHTPONMPYEMOro Bbinycka cepun sBnseTcs obecnevyeHne cBMaeTenbCcTB TOro, YTo:

i) cepus 6bina Npon3BegeHa 1 UcnbiTaHa B COOTBETCTBUM C TpeboBaHNSIMM perMcTpaumoHHOro OOCHE;

i) cepusi Obina npovsBeaeHa N UCMbITaHa B COOTBETCTBUM C NpUHLMNaAmMu u npasunamu GMP;

iii) yuTeHbl Nobble apyrve obsizaTenbHble TpeboBaHUS;

iv) rapaHTMpoBaHa OMNepaTMBHOCTb MOEHTUdMKAUMN NOOLIX YMNOMHOMOYEHHBLIX f1L, y4acTBOBaBLUMX B
NoATBEPXKAEHUN COOTBETCTBUSA CEpuUM U MOATBEPXOEHUW COOTBETCTBUS OTAENbHbIX CTaavh MNpou3BoacTBa
cepun, 1 NobbIX COOTBETCTBYHOLLMX 3anucen B cnyyae, ecnu AedekT kavyecTBa, Kak ykazaHo B pa3gene 8 Yactu
| HacTosiwero TKI, nognexut paccrnefoBaHuio, UNn cepust NOANEXUT OT3bIBY.

MpumevaHne — MHdopmauus, Heobxoanmas Ans noaTBepXXOeHUst COOTBETCTBUS OTAENbHbIX CTaAui NpoM3BOACTBA

cepuu, ecnm 00s13aHHOCTM  YMOMHOMOYEHHOrO Nnua B OTHOLWIEHUM cepun  Obinv  pacnpefeneHbl  Mexay

npon3BoACTBEHHbIMK y4aCTKaMu, npeacrtaBneHa B ,D,OI'IOJ'IHeHVIVI I K HacTodweMy NpunoXxeHuto

1 NMpouecc noaTBepPXXAEHUA COOTBETCTBUA

1.1 MoaTteepxaeHne YNONMHOMOYEHHBIM NULIOM COOTBETCTBUS KaXK4OW CEPUM FOTOBOW MPOAYKUUWN OOSHKHO
ObITb MpPOBEAEHO [0 BbiMycka B peanu3auumio Ha BHYTPEHHEM pblHKE WM OO0 MOCTaBKM Ha 3KCMOPT.
MogTBEpXXOeHNE COOTBETCTBUSA MOXET ObITb BbIMOSIHEHO TOMLKO YMOMHOMOYEHHBIM NIMLOM NPON3BOAUNTENS, Ha
KOTOPOro BO3M0XeHbl 0051I3aHHOCTHN B COOTBETCTBMM € 2.6 YacTtu | HacToswero TKI1, n numerowmm obpasoaHue,
o0y4yeHune 1 ctax paboTbl, COOTBETCTBYHOLLNE TPEOOBAHMAM, YCTAHOBMEHHbLIM 3aKOHOA4ATENbCTBOM Pecnybnuvkm
Benapycb, MexgyHapoOHbIMM OOroBOpamMu M peLleHUsMU opraHoB EBpasniickoro aKOHOMMYECKOro COH3a,
cocTtasnstowmmm npaso Cotosa.

I'IpmmeanVle - I'Ipmmep AOOKYMeHTa, noAarBepXxaaruero CcooTBeTCTBue cepun nekapCTtBeHHOro cpencrtea,
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npencTaBrieH B ,D,OI'IOJ'IHeHVIVI Il k HacToALleMy NpuroXxeHuto.

1.2 Jlioboe YNOMHOMOYEHHOE muUO, YyYyacTBywllee B MNOATBEPKAEHUN COOTBETCTBUS CEepuu WU
NOATBEPXKAEHUN COOTBETCTBUSA OTAENbHbLIX CTaaui NPOM3BOACTBA CEPUN, AOMKHO UMETb AeTarnbHble 3HaHUS O
cTagusx, 3a KOTopble OHO MpUMHUMaeT Ha cebs OTBETCTBEHHOCTb. YMOMHOMOYEHHble nuvua AOMKHbI BbiTh B
COCTOSIHMM MOATBEPAUTb CBOE HenpepbiBHOE Oby4YyeHWe B OTHOLIEHWW Tuna NpoayKuuu, MPOU3BOACTBEHHbIX
NPOoLECCOB, TEXHUYECKNX OOCTMXKEHUN U M3MeHeHnn B GMP.

1.3 PasnnyHble cTagun Npov3BOACTBA, BBO3a, UCMBbITAHUA U XPaHEHMS OQHOW U TOW Xe Cepuv MOoryT
BbIMOMHATECA Ha pasHbiXx ydyacTKax. HesaBucumo OT uyucna Takux y4yacTkoB YMOMHOMOYEHHOE nuuo,
OCYLLECTBIIAIOLLEE MOATBEPXKAEHNE COOTBETCTBMS CEpuM TOTOBOM MPOAYKUUW, AOIMKHO ybeawTbcs, 4TO BCe
HeoOXxoavMble MeponpuaTMS ObiNM 3aBepLUeHbl B paMKax MPUHATbIX dapMaueBTUYECKMX CUCTEM KayecTBa,
yToObl 0Gecneuntb CcOOTBETCTBME cepunm TpeboBaHuaM GMP, permctpauvMoHHOro pJocbe U Opyrum
ob6s3aTeneHbIM TpeboBaHWsIM, yCTaHOBMEHHbIM B Pecnybnvke benapycb unv uHOW cTpaHe, Ansl MOCTaBku B
KOTOpYIO NpefHa3Ha4vyeHa cepus.

1.4 Ecnv pa3nuyHble cTagum Npon3BoACTBa OCYLLECTBISIOTCS Ha Pa3HbIX y4acTKax, KaXabli TaKON y4acToK
[OIDKEH UMETb, NO KparHen mepe, 0gHO YNOMHOMOYEHHOE NULLO.

1.4.1 Ecnu y4acTok OTBe4YaeT TONbKO 3a YacTb MPOM3BOACTBEHHbIX OMepauuii B OTHOLUEHUU CEepun, TO
YNONHOMOYEHHOE NMLUO Ha 3TOM y4yacTKe OOSPKHO, MO KpavHen mepe, noaTBepauTb, YTO onepauuu Ha ydacTtke
Oblnn BbINONHEHbI B cooTBeTCTBMM € GMP 1 yCnoBUSIMW MUCLMEHHONO COrMalleHUsl, OnpeaensoLwero
onepauun, 3a KOTOpble OTBeYaeT y4yacTok. Ecnu YnonHoMoueHHOe nuMuo HeceT OTBETCTBEHHOCTb 3a
NOATBEPXKAEHNE COOTBETCTBUSA 3TUX Onepauuin perncrpauuoHHOMY [OCbe, TO OHO [OJPKHO UMEeTb AOCTYM K
HeOoOXOAMMbIM HYacTAM pPermcTpauMoHHOro 4OChE.

1.4.2 YNONHOMOYEHHOE InULO, KOTOPOE BbLIMNONHAET MOATBEPKAEHNE COOTBETCTBUSA CEpun roTOBOM
NPOAYKUUN, MOXET NPUHATL Ha cebsA NOoMnHyt OTBETCTBEHHOCTb 3a BCE 3Tarnbl MPOM3BOACTBA CEpUMM UM aTa
OTBETCTBEHHOCTb MOXEeT ObiTb obwen ¢ ApyrMMM YMNOMHOMOYEHHBIMM NULAMW, KOTOpble MpesocTaBuUu
NOATBEPXAEHNE ANs onpederneHHblX CTagui NMPOWM3BOACTBA M KOHTPOMS cepumn. OTO MOryT ObiTb Apyrue
YNonHoOMo4eHHble nuua, paboTalowme y OOHOro Aepxatens fMUeH3MM Ha NpOM3BOACTBO, WU
YnonHoMo4eHHble nuua, paboTatome y pasHbix gepxartenen nuueH3nn Ha NponM3BoACTBO.

1.4.3 Jlwboe pacnpegeneHne obsizaHHOCTEN MexXAy YMONMHOMOYEHHbIMU IULAMW B OTHOLUEHMWM
COOTBETCTBMS CEpUM AOIMKHO ObiTb ONpeaeneHo B AOKYMEHTE, oumumnansHO cornacoBaHHOM BCEMW CTOPOHAMMN.
OTOT JOKYMEHT [AOMKeH AeTanu3mpoBaTb OTBETCTBEHHOCTb 3a OLEHKY BO3AEWCTBUS MOObIX OTKIMOHEHMN Ha
cooTBeTCcTBME cepum GMP un pernctpauMoHHOMY JOChe.

1.5 [na nekapCTBEHHbIX CPeACTB 3apybexHOro npousBoAcTBa BBO3 W MOATBEPXKAEHWE COOTBETCTBMSA
cepun B Pecnybnuke Benapycb ocywlecTBnsAwTCA cornacHo TpeboBaHWsiM 3akoHogatenbcTBa Pecnybnuvku
Benapycb 4o NnoCcTynneHus B peanv3auuio.

1.5.1 Tlpouecc nNoATBEPXAEHUA COOTBETCTBUHA, OMUCaHHbIM B pasgene 1 HaACcToOALWEro NPUIoXeHUs,
OTHOCUTCS KO BCEM NeKapCTBEHHbIM CpeacTBaM, NpefHa3HavYeHHbIM Anga peanv3auum B Pecnybnuke Benapycb
NN Ans 9KCnopTa, He3aBWCMMO OT CMOXHOCTU LeMOYKM MOCTABOK M MECTOHAaxXOXAEHUS 3adeCTBOBaHHbIX
NPON3BOACTBEHHbIX Y4aCTKOB.

1.5.2 B coOTBETCTBUM C MpUHUMNAMU, U3NOXEHHbIMU B nogpasgene 1.4 Hactosiwero [Mpunoxexus,
YNonHOMOYeHHOe NuUo, NOATBEPXKAAOLEee COOTBETCTBME CEepuMU rOTOBOrO NIEKAapCTBEHHOTO CPeacTBa, MOXET
YUMTbIBaTb MNOATBEPXOEHUS OPYrUMM  YMNONMHOMOYEHHBIMX  NULAMKM  COOTBETCTBMS  OTAENbHbIX  CTagumn
NPON3BOACTBA CEPUN U MOXET pasfenntb C HUMU 0DA3aHHOCTM B OTHOLUEHMM NOObIX NPOM3BOACTBEHHbIX
onepauun, pasmeLLeHHbIX Ha Apyrux ydactkax B Pecnybnuke Benapyck u y apyrux gepxarenen niueHaum Ha
NPOW3BOACTBO, ONPELENEHHbIX B COOTBETCTBYIOLLEM PETMCTPALMOHHOM [OCHE.

1.5.3 MNepen noaTBepXaeHMeM COOTBETCTBUS CepyM YNOMHOMOYEHHBbIM NMLOM OOIMKHbI OblTb MPUHSTHI BO
BHMMaHWE YCINOBUSA XpaHEHUS 1 TPAHCMOPTUPOBKM cepun 1 obpasLia, ecnu OHM OTNpaBeHbl OTAENBHO.

1.5.4 YnonHOMOYEHHOE nuuUo, MOATBepXgalowee COOTBETCTBME CEPUU TFOTOBOM NPOAYKUUKM, HeceT
OTBETCTBEHHOCTb 3a obecneyveHne TOro, YTO Kaxgash Cepusi TOTOBOrO feKkapCTBEHHOro cpeacrsa Obina
npoussegeHa B cootBeTcTBUM ¢ GMP 1 pernctpaumoHHbiM gocke. Ecnn otcytctByet CornalueHne o B3anMHOM
NPU3HaHUM WM LpPYroe aHanorM4yHoe cornaweHne wmexay Pecnybnuvkon Benapycb m 3KCnopTupytoLLen
CTpaHomn, YNOMHOMOYEHHOE NULO TakKe HeceT OTBETCTBEHHOCTb 3a TO, YTODObl Cepus rOTOBOIO fieKapCTBEHHOMO
cpeAcTBa npolusia B 3TOW CTpaHe MNOSHbIA KaYeCTBEHHbLIN aHanu3, KONMMYeCTBEHHbLIN aHanus, no KpanHen mepe,
BCEX apMaueBTU4EeCKUX CyOCTaHuuin u BCe [ApyrMe WCMbITaHUs WM MpoBepkn, Heobxogumbie ANS
obecneyeHns ka4yecTBa fieKapCTBEHHOIO CPEACTBA B COOTBETCTBUMN C TPEOOBaHUSIMU PETUCTPALMOHHOIO 40CHE.

1.5.5 Otbop 06pasuoB UMNOPTUPYEMOW MPOAYKLUUWM OOIMKEH ObiTb MOMHOCTBIO penpe3eHTaTUBHbIM A1S
cepun. OB6pasubl MoryT ObITb 0TOOpaHbl NGO nocne npubbiTua cepum B Pecnybnuky Benapycb, nubo Ha
NPOU3BOACTBEHHOM Yy4yacTke B TpeTben CTpaHe B COOTBETCTBUM C TEeXHUYEeCKM OBOCHOBaHHBLIM MOAXOAOM,
33a[0KYMEHTUPOBAHHBLIM B cuUCTeMe KayecTBa komnaHuu. OB6A3aHHOCTM MO OTHOWeEHUIo Kk oTbopy obpasuos
OOIMKHbI ObITb OnpeaeneHbl B MMCbMEHHOM COrfalleHnn mexagy yvactkamu. Jliobble obpasubl, oTobpaHHbIe 3a
npegenamu Pecnybnukn Benapycb, gomkHbl OblTb OOCTaBneHbl B YCINOBUSIX, 3KBMBANEHTHBIX YCIOBUSM
TPaHCMOPTUPOBAHMSA CEPUI, KOTOPbIE OHU NMPEACTaBMSIOT.

156 Ecnu otbop 06pasuoB OCYLIECTBRSETCA Ha MNPOM3BOACTBEHHOM Y4yacTke TpPeTben CTpaHbl,
TexHu4yeckoe 0BOCHOBaHMe OOSMKHO BKMYaTb popMarbHbIA MPOLECcC YnpaBrieHUs puckamy Ans KadecTBa C
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Lenblo BbISIBMEHUS N KOHTPOIS JH0BbIX PUCKOB, CBA3AHHLIX C Takmm nogxodoM. OH JofmkeH BblTb NOMNHOCTbLIO
OOKYMEHTUPOBAH U BKNtoYaTb B cebs, MO KpanHen mepe, crneaylolme areMeHThbl:

i) ayouT nNpOM3BOACTBEHHOW [AEATENbHOCTM, BKMYas nwbble gencteus no otbopy obpasuoB Ha
NPOU3BOACTBEHHOM Y4acTKe TpeTbeWl CTpaHbl M OLEHKY nocneayowmx cTaguin TpaHCNopTUPOBaHUSA Cepun U
obpasuos, Ansa Toro YTobbl 06pasubl by penpe3eHTaTMBHbIMU ANA UMNOPTUPYEMON CEPUN.

il) KOMMMeKCHOe Hay4yHOe W3y4yeHwe, BKMYasi AaHHble B MOAAEPXKKY MobbiX BbIBOAOB, 4TO 06pasupl,
oTobpaHHble B TPeTbew CTpaHe, SABMSIOTCS penpe3eHTaTUBHLIMU AN CEpun Mnocrne BBO3a. Takoe usyveHue
OOJIMKHO BKMOYaTL NO KpanHen mepe:

- onucaHwue npouecca otbopa o6pa3uoB B TpETbEN CTPaHE;

- onucaHwe ycroBun nepeso3ku obpasua u mmnoptTupyemon cepuu. Jliobble pasnuuusa OormkHbl ObiTb
onpasgaHbl;

- CpaBHUTENbHbIN aHanu3 obpasuoB, oTobpaHHbLIX B TpeTben CcTpaHe, u 0bpasuyos, oTobpaHHbLIX Mocne
BBO33;

- paccMOTpeHne NpomexyTka BpeMeHn mexay oTbopom 06pasLoB 1 BBO3OM CEpUU U NOMyYeHne AaHHbIX B
NOAAEPKKY COOTBETCTBYIOLLMX YCTAaHOBMEHHbIX NPeaenos.

iii) obecnevyeHne cry4yamHOro nepuvoguyveckoro aHanusa obpasuoB, OTOBpaHHbIX Mocrne BBO3a, YTOObLI
rapaHTMpoBaTb NOCTOsIHHOE JoBepue k obpasuam, oToOpaHHbLIM B TPETbEN CTPaHe.

iv) 0630p ntobbiX HEOXMAaHHbIX pe3ynbTaToB WM MOATBEPXKAEHHBLIX Pe3ynbTaToB, BbIXOASLIMX 3a
npegensl cneundukauun. OHM MOryT MMETb NOCNEACTBUA A8 AOBEPUS K OTOOPY 06pasLoB, BbINOMHAEMbIX Ha
NPOU3BOACTBEHHOM y4YacTKe TPETbeN CTpaHbl, N LOIMKHbI ObITb JOBEAEHbI 4O CBEAEHWSI PErynsaTOPHOro opraHa
ONs ydacTka, rge OcCylecTBnseTca MOATBEPXKAEHME COOTBETCTBMSA cepun. Takme cnydaum cnegyet
paccmaTpuBaTb Kak MOTeHUuManbHble AedeKTbl KayecTBa W MCCnegoBaTb B COOTBETCTBUM C MpaBuriamu,
ykasaHHbIMK B pasgerne 8 Yactu | HacToswero TKIT.

1.5.7 PasnunyHble cepun MMNOpTUPYEMOIN FTOTOBOW MPOAYKUMU MOTYT ObiTb MOMy4YeHbl U3 OOHOW U TOM Xe
cepun HepacdacoBaHHOW MPOAYKUMM. YMOMHOMOYEHHblE Nuua, NoaTBEepXKOalowme COOTBETCTBME Pa3fUYHbIX
Cepuii roToBOW MPOAYKUMM, MOTYT OCHOBbIBaTb CBOE PELLEHWNE Ha UCMbITaHUSX MO KOHTPOM KayecTBa nepBoun
UMNOPTUPOBAHHOW Cepun Mpu yCcrnoBumn, YTO O0BOCHOBaHME BbINO 3a40KYMEHTUPOBAHO Ha OCHOBE NPWHLMMNOB
ynpaBreHust puckamm ansa kadectsa. CneayeTt NpUHMMaTh BO BHUMaHWe NonoxeHus nyHkra 1.5.6 B oTHoLweHnn
aosepus K NnobbiM obpasuam, 0oTobpaHHbIM B TPETbUX cTpaHax. [ormkHbl OblTb AOCTYNHbI AOKa3aTenbcTBa Toro,
YTO LENOCTHOCTb U MOASIMHHOCTb MMMOPTMPOBAHHOM CEPUMM FOTOBOW MpoAykumu Obina ycTaHoBNeHa MyTeM
OOKYMEHTUPOBaHHOW BepudukaLmm, No KpanHen mepe, criefyoLLero:

i) ObiMM cobnofeHbl COOTBETCTBYKOLME TPebOBaHUSA K XpaHEHMIO HepacdacoBaHHOW NPOAYKLMKU [0
yNaKoBbIBaHWS;

i) cepusi roTOBOV NPOAYKLMMN XpaHUach U TpaHCNopTMpoBanach B TpebyeMbliX YCNOBUSIX;

iii) rpys ©Obln 3awWwmweH, M OTCYTCTBYIOT MpusHakn danbcudukaumm BO BpeMsi XpaHeHUs unu
TPaHCMOPTUPOBaHUS;

iv) 6blna noaTBEPXKAEHA NPABUIIBHOCTb MAEHTUUKALUN NMPOLAYKLMM;

V) obpasubl AN WCMbITAHUN SABAAKOTCA penpes3eHTaTMBHbIMM ANS BCEX Cepui roTOBOW MpPOAYKLUMW,
Nnony4YeHHbIX N3 cepun HepacgacoBaHHON NPOAYKLNN.

1.6 YNOMHOMOYEHHOE NULUOo AOMKHO NIMYHO y6eauTbes, YTo A0 NOATBEPXKAEHUS COOTBETCTBUA Cepum Ans
BbIMyCKa B peanunaauuio Unm Ha 3KCMopT BbINOMHEHbI creayowmne yHKUMOHanbHble 0653aHHOCTK:

i) noaTBepXAEHME COOTBETCTBMSI CEPUWN paspelleHO B COOTBETCTBUM C YCIMOBMSMU JIMLUEH3MM Ha
NPOU3BOACTBO;

i) cobniogeHbl Ntobble 4ONONHUTENbHBLIE 00A3aHHOCTU 1 TPeOOBaHMSA HALMOHANBbHOrO 3aKOHOAATENbCTBA;

iii) 3anMcb 0 NoATBEPXOEHUM COOTBETCTBMS BHECEHA B PETUCTP UMW SKBUBASEHTHbIA JOKYMEHT.

1.7 Kpome TOro, YNOnMHOMOYEHHOE MU0 HECET OTBETCTBEHHOCTb 3a MOATBEPXAEHWE TOrO, YTO MYHKTbI
1.7.1 - 1.7.21 BbinonHeHbl. OTa 3agada MoOXeT ObITb AenerMpoBaHa COOTBETCTByLLWEMY 06ydeHHOMY
nepcoHany unum TpeTbum nuuam. [lpu3dHaHo, 4YTO YNONMHOMOYEHHOE INULO BbIHYXXOEHO nonaratbCs Ha
hapmMaLeBTMYECKYI0 CUCTEMY KayecTBa, M OHO OOJPKHO MMETb MOCTOSIHHYK YBEPEHHOCTb, YTO 3TO AoBepue
SIBNSeTCA 0O0CHOBAHHbIM.

1.7.1 Bce pencTtBus, CBsi3aHHble C MPOWM3BOACTBOM W WCMbITAHUAMW NEKapCTBEHHOrO cpeacTsa, Obiun
NpoBeAEHbI B COOTBETCTBUM C MpUHLMNamu n npasunamu GMP.

1.7.2 Bce uenoykn nocTaBoK hapMaueBTUYECKON CyOCTaHUUKM M NEeKapCTBEHHOrO CpefcTBa A0 CTaauu
NOATBEPKAEHUSI COOTBETCTBUSI [OKYMEHTUPOBaAHbI M AOCTYMHbI YNONMHOMOYEHHOMY nuuy. OHW  OOIDKHbI
BKIOYATb B ce0SA MPOU3BOACTBEHHbLIE YYACTKM MCXOOHBLIX M YNAKOBOYHLIX MarepuanoB AN NekapCTBEHHOrO
cpencTsa, ¥ nbbIX OpYyrnx MatepuarnoB, NPU3HAHHbIX KPUTUYECKUMWU MPU OLLEHKE pUCKa MPOU3BOACTBEHHONO
npouecca. [loKyMeHT OormkeH ObiTb MpeanodTUTenibHO B dopMaTe BCECTOPOHHEW CXEMbl, BKITHOYatoLLEen
KaXXgylo CTOPOHYy, B TOM umcrne cybnoapsayvMkoB BaXKHbIX CTaguWl, TakuX Kak CTepunn3auus KOMMOHEHTOB U
obopyaoBaHusa ansa acentnyeckon obpaboTku.

1.7.3 Bbinn npoBefeHbl ayouTbl BCEX Y4aCTKOB, 3a[eWCTBOBaHHbIX B MPOU3BOACTBE W UCMNbITAHUAX
NeKapCTBEHHbIX CPeACTB M B Mpou3BoAacTBe hapmaueBTUYeckon cybcTaHuuu, M 4To oT4yeTbl 00 aygutax
OOCTYMHbI YNOMHOMOYEHHOMY NNLLY, OCYLLLECTBNSALWEMY NOATBEPXKAEHNE COOTBETCTBUS.

1.7.4 Bce y4acTku NpOU3BOACTBA, UCMbITAHUA M MOOTBEPXKOEHUS COOTBETCTBUS OOIMKHbI ObiTh YKa3aHbl B
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perncTpaumoHHOM A0ChE.

1.7.5 Bca npousBoacTBEHHAA OeATENBHOCTb U AeATENbHOCTb MO UCMbITaHUAM AOMMKHA COrfacoBbIBaTbCs C
OMNUCaHHOW B permcTpauuoHHOM OOCbE.

1.7.6 VICTOMHUK M XapakTepuUCTUKN MCXOAHbLIX W YNaKoOBOYHbIX MaTepuarioB, UCMOMb30OBaHHbLIX B CepuM,
COOTBETCTBYIOT PErucTpaLMoHHOMY [OCbe. Y MNOCTaBLUMKOB MMEKTCA CUCTEMblI MEHEeIKMEHTa KadecTsa,
KoTopble obecneyvmBaloT NOCTaBKy TONbKO MaTtepuanos TpebyeMoro ka4ecTsa.

1.7.7 ®apmaueBTryeckne cybctaHumMm ang nekapCcTBEeHHbIX CPeAcTB Obinv nponsseaeHbl B COOTBETCTBUM C
TpeboBaHnsamm Yactu Il HacTosiero TKI n nonydeHsl OT yTBEPXKAEHHbLIX MOCTaBLLMKOB.

1.7.8 imnopT dhapmaueBTUYEeCKUX CyOCTaHUUIM, UCNOMb3yeMbIX B NPOU3BOACTBE NEKapCTBEHHbIX CPEACTB
OOIMKeH OCyLLEeCTBATLCS cornacHo TpeboBaHMsAM 3akoHogaTensctea Pecnybnukmn Benapyce.

1.7.9 BcnomoraTtenbHble BellecTBa Obinv Npon3BefeHbl B COOTBETCTBUU C NPUMEHUMbIMWU TpeboBaHMAMU,
YCTaHOBMEHHbIMU NPOU3BOANTENEM NEKAPCTBEHHbIX CPEACTB.

1.7.10 Ecnn npumeHummo, ctatyc TSE (Transmissible spongiform encephalopathy - TpaHcmuccuBHas
rybyartasi aHuUecanonaTusa KpynHOro poraToro ckota) BCex MaTepuaroB, UCMOMb3yeMbiX B NPON3BOACTBE CEpUM,
COOTBETCTBYET YCMOBUAM PErMCTPALMOHHOIO AOChE.

1.7.11 Bce 3anucu aBnsoTCst NOMHLIMU U 0400pEeHbI COOTBETCTBYHOLLMM NepcoHanoM. bbin BbINOMHEH BeCb
HeOoOXOAMMbIV KOHTPOIb B MpoLecce Npou3BOACTBa M HEOOXOANMbIE MPOBEPKN.

1.7.12 Bce npov3BOACTBEHHbIE M UCMbITATENbHBIE MPOLIECCHI HAXOAATCA B BanvaMPOBAHHOM COCTOSHMM.
MepcoHan Hagnexawum obpasom obyveH 1 kBanpuunpoBaH.

1.7.13 [aHHble uUCMbITAHWN KOHTPOMS KavecTBa rOTOBOW MPOAYKLMM COOTBETCTBYIOT cneumndukaumm
roTOBOW NPOOYKUUU, ONMCAHHOW B perMcTpaLMoHHOM A0Ckbe, UK rae paspeLleHo, B nporpaMmMe UcnblTaHuin Ans
BbINyCKa B pearlbHOM BPEMEHW.

1.7.14 Jlobble nocTperMcTpaunoHHble obsizaTenbCcTBa nepen PerynatopHbIM OpraHoM, Kacarolimecs
Npon3BOACTBA UMM MCMbITAHUA NPOAYKUMK, Bbinv BbINOMHEHbI. [daHHble TEKyLlero McnbiTaHus CTabunbHOCTU
NpodomKalT NOAAEPKNBATL CTaTyC COOTBETCTBUS BbIMYLLEHHbIX CEPUN NEKaPCTBEHHOIO CpeacTaa.

1.7.15 BnusHne nobblX U3MEHEHWA B MPOW3BOACTBE WU MCMbITAHUSX MNPOAYKUUW ObINIO OLEHEHO U
3aBepLUeHbl Nobble 4ONONHUTENBHbIE MPOBEPKN N UCMBITAHUS.

1.7.16 Bce paccnegoBaHusl, UMeIOLLME OTHOLLEHNE K cepun, nognexallen nogTBepXOeHUI0 COOTBETCTBUS
(Bknoyasi obpalleHne C pesynbTaTamMu MCNbITAHWA, BbIXOAAWMMUW 3a npegensl cneuundukaumn (Out Of
Specification - OOS) 1 pesynbTaTamu MUCMbITAHUA WU KOHTPOMMPYEMbIX MapamMeTpoB, BbIXOAAWMMU 3a
ponyctumble npegensl TeHaeHumn (OOT - Out Of Trend)), Obinn 3aBepLUEHbl 4O YPOBHS, [OCTATOYHOIO Ans
noaTBEPXAEHUS COOTBETCTBMS.

1.7.17 Jlwobble Tekywue xanobbl, paccnegoBaHWss WU OT3blBbl HE HBMSAOTCA NPensaTcTBUEM ANA
noaTBEPKAEHMS COOTBETCTBMS paccMaTpmMBaemMon cepuun.

1.7.18 NmetoTcs B HANU4YMM HeOOXOAMMbIE TEXHUYECKME COorMnalleHns.

1.7.19 MNporpamma caMoOMHCNEKUUIN ABASETCA AeNCTBYIOWEN U BbINONHAETCS.

1.7.20 NmetoTcs B HanNnumMm COOTBETCTBYIOLLME COrnaLleHns no pacnpeaeneHunio n nocTaBkam.

1.7.21 B cny4ae neKkapCTBEHHbIX CPeACTB, NpedHa3Ha4YeHHbIX ANA 3KCnopTa B CTpaHbl, roe Tpebyetcs
[OMNOMNHUTENbHbIE 3MneMeHTbl 6e30MacHOCTM, OHWM OOMKHbl ObiTb 3adPUKCUPOBAHbI Ha YMNaKoOBKE, €CNU
NPUMEHNMO.

1.8 [1ns HEKOTOpPbIX MPOAYKTOB MOTYT MPUMEHSITLCA CreLuManbHble yKasaHus, Hanpumep, NpuBedeHHbIE B
MpunoxeHumn 2 n MpunoxeHun 3 HacToswero TKIT.

1.9 B cnyyae napannenbHOro wMmnopta W napannenbHoro pacnpegenexHuns nobble onepauumn no
nepeynakoBke, OCYLLIECTBMSEMbIE B OTHOLUEHUN YXE BbIMNYLWEHHOW Cepuu, [OOMKHbI ObiTb O40OpeHbI
YNOMHOMOYEHHbIM OPraHoOM CTpPaHbl PblHKA Ha3HaYeHUs.

1.9.1 [o noaTtBepXOeHWs COOTBETCTBUSA MepeyrnakoBaHHOW cepuu YMNONHOMOYEHHOE NULO [OMKHO
noaTBEPAMTb COOTBETCTBUE HaUMOHamNbHbIM TpeboBaHuAM [ONsi napannenbHOro uMmnopta u TpeboBaHUAM
3akoHogartenbcTBa Pecnybnvku benapych ons napannenbHOro pacnpeaeneHus.

1.9.2 YNOnNHOMOYEHHOEe NULO AepXaTens NUUEeH3un Ha NPou3BOACTBO, Kak yka3aHo B 1.1 HacTosiiero
MpunoxeHus, Hecyllee OTBETCTBEHHOCTb 3a NOATBEPXAEHME COOTBETCTBUSA CEPUN MepeynakoBaHHOW roTOBOM
NPOAYKUUN, YOOCTOBEPSIET, YTO NepeynakoBka Obina BbINOMHEHA B COOTBETCTBUM C PEMUCTPALMOHHBIM JOChE U
GMP.

1.10 3anncu 0 NoATBEPXKAEHUN COOTBETCTBUS CEPUN YTIONTHOMOYEHHBIM FNLIOM

1.10.1 MNopTBEPXOEHNE COOTBETCTBUSA JIEKAPCTBEHHOrO CpeacTBa BHOCUTCS YMOSTHOMOYEHHbIM FMLOM B
permcTtp WNu SKBUBANEHTHbIA  JOKYMEHT, MpedyCMOTPEHHbI Ans  3TOW  uenu. 3anucu  JOMKHbI
OEMOHCTPUPOBATh, YTO Kaxdas cepusi COOTBETCTBYET TpeboBaHUsIM 3akoHofaTensctea Pecnybnukn Benapychb.
3anucu JOMmKHblI OTpaxaTb, KakK OCYLLECTBIEHbl onepauun, W OOIDKHbl OCTaBaTbCA OOCTYMHbIMU - ONs
npeactaBuTenen yrnorHOMOYEHHOrO OpraHa B TeYeHWe YCTaHOBIIEHHOTO Mepuogda, HO B fbom crnyyae B
TeyeHune, Nno KparHen mepe, NATU neT.

1.10.2 JdomkHbl BblTb AOCTYMHbI JOKYMEHTamnbHble NOATBEPXKAEHUS O KOHTpone unu gpyrme tpebyemble
[JoKa3aTenbCTBa BblMycka Ha PbIHOK CTPaHbl Ha3Ha4yeHust B cnyvyae HeobxogumocTn ocBOGOXOeHUsa cepum OT
JanbHenLwero KOHTPonA npu BBO3e B Apyrue cTpaHbl, eCnn NpUMEHUMO.
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2 MpuHATMe BO BHMMaHMe oueHkn GMP, BbINONTHEHHOW TPeTbMMU CTOpPOHaMU, Hanpumep,
ayauTa

B HekoTOpbIX crnydasx YnonHomodeHHOe nuuo OyaeT nonaratbCs Ha Hagnexaulee (pyHKLMOHUpOBaHMe
hapmaLeBTUYECKON CUCTEMbI KayecTBa Y4acTKOB, 3a4eWCTBOBAHHbIX B NMPOM3BOACTBE NPOOYKLMU, YTO MOXET
ObITb NOATBEPXKAEHO NYTEM ayaUTOB, NPOBEAEHHBLIX TPETBMMU CTOPOHAMMU.

2.1 TpuHATME BO BHMMaHWE OLIEHKM TPETbUX CTOPOH, HanpuMmep, ayauTa, OOMKHO HaxOoAUTbCs B
COOTBETCTBMM C pasgenom 7 Yactm | HacTodawero TKIM gna Toro, 4toGbl Hagnexawum obpa3om onpenenub,
cornacoBaTb M KOHTPONMPOBATb S0OYH0 ayTCOPCUMHIOBYIO AE€ATENBHOCTb.

2.2 Ocoboe BHMMaHWe cnenyeT yaenuTb YTBEPXKOEHNIO OTYEeTOB 00 ayanTax:

i) otyeT 06 ayauTe OOMmKeH oTpaxaTb obwme TpeboBaHus GMP, Takume Kak cucTeMa MeHeKMeHTa
KayecTBa, BCe COOTBETCTByHLME MpoLedypbl MNPOM3BOACTBA W KOHTPONS KayecTBa, CBA3aHHble C
nocTaBnsieMO NpoAyKUMEeN, HanpuMMep MNpOu3BOACTBO dapMaueBTUYECKON CYOCTaHUMK, MWCMbITaHUsS MO
KOHTPOIO KavyecTBa, NepBUYHOE YyNakoBbIBaHWE U T.4.

Bce npoBepeHHble y4acTku JOIMKHbI ObITh B pe3ynbTaTe TOYHO onMcaHbl B NOAPOOHOM oTyeTe 06 ayauTe;

il) JomkHO ObITb onNpeaeneHo, COOTBETCTBYET N NPOU3BOACTBO M KOHTPOMNb KavyecTBa (hapmaLeBTU4ECKOM
cybcTaHuun n nekapctBeHHoro cpeactesa GMP, mnu B crnyyae nNpov3BoACTBa B TPETbMX CTpaHax, npaBunam
GMP, no kpanHen Mepe akBuBaneHTHbIM npasunam GMP Pecnybnukn benapyce;

iii) B cnyyae ayTCOPCUHIOBON AeATENbHOCTU AOMKHO ObiTb NMPOBEPEHO COOTBETCTBUE PErMCTPAaLMOHHOMY
0OCbe;

iv) YyNONMHOMOYEHHOE FMUO [OJDKHbI rapaHTMpoBaTb, YTO Obifa caenaHa OKoHYyaTerbHas NMCbMEHHast
OLeHKa 1 yTBepXXaeHne oT4eToB 06 ayauTe TpeTbel CTOPOHbl. YNONMHOMOYEHHOE NMLUO AOMKHO MMETb OOCTY
KO Bcel [JoKyMeHTauun, koTopass obnerdaet o00630p pe3ynbTaToB ayauta W OarnbHenllee [oOBepue K
ayTCOPCUHIOBOW OEATENbHOCTH;

V) ayTCOpCWMHIoBasi AeATENbHOCTb C KPUTUYECKMM BIWSIHUEM Ha KavyecTBO MNPOAYKUMU OOfkHa ObiTb
onpegeneHa B COOTBETCTBMM C NMPUHLUUMNAMWU YyrpaBneHUs puckamn Onsi kadecTBa, kak onucaHo B Yactum Il
HacTodawero TKI. B cBA3M ¢ 3TUM, YNOMHOMOYEHHOE NULO AOMKHO ObiTb OCBEAOMIIEHO O pe3dynbTartax ayauta
OEATEeNbHOCTU C  KPUTMYECKMM BO3AEWCTBMEM Ha KayecTBO MPOAYKUMM, Npexae Yem NOoATBepXaaTb
COOTBETCTBME CEPUM;

Vi) NOBTOPHbIE ayAuUTbl JOIMKHbI ObiTb BbIMNOMHEHbl B COOTBETCTBUM C NPUHLMNAMW YNPaBEHUA puUckamu
Ons kayecTea.

3 O6palueHue ¢ HenpeaBUAEHHLIMU OTKNOHEHUAMM

Mpu ycrnoBun cOOTBETCTBUS creuudukaumam gns dpapmaueBTUYecKnx cybcTaHuMin U BCNoOMOraTenbHbIX
BELLECTB, YNaKOBOYHbLIX MaTEpPMarnoB U NEeKapCTBEHHbIX CPEeACTB, YMNOMHOMOYEHHOE NULO MOXET PacCMOTPETb
BOMPOC O MNOATBEPXKAEHWM COOTBETCTBMS CEPUM B CIydae, €CNM HEOXWOAHHO MPOU3OLLNO OTKIMOHEHME
NPOM3BOACTBEHHOrO npouecca WWUnM aHanuMTUYECKMX MEeTOOOB KOHTPONSA OT  YCMOBUN, YKas3aHHbIX B
perncTpaumoHHoM gocbe u/unu GMP. OTKNOHEHME OOMKHO ObiTb TWATENbHO UCCNEAOBAHO U NEpBONPUYMHA
ycTpaHeHa. OTo MoXeT noTpeboBaTb NpeAcTaBneHns U3BMEHEHNI B PErMCTPaLMOHHOE A0Ckbe AN NMPOSOIKEHMS
Npou3BOACTBa NPOAYKLMN.

3.1 BnusaHne OTKNOHEHUS AO0MMKHO ObITh OLLEHEHO B COOTBETCTBMM C MPOLECCOM YMNpPaBleHUa puckamm ans
KayecTBa C UCMOMb30BaHWEM COOTBETCTBYHOLLEro noaxoaa, onucaHHoro B Yactu |1l HacTosiwero TKI. Mpouecc
ynpaBreHnst puckamu Ans KadecTBa JOSMKEH BKIloYaThb B cebsi cnepyollee:

i) oueHKa MOTeHUWanbHOro BO3OEWCTBUS OTKIIOHEHWs] Ha KavyecTBO, 3PEKTMBHOCTb M Oe30nmacHOCTb
cepumn(n) n BbIBOA, YTO BO3OENCTBME SBNAETCA HE3HAUYNTENBHbBIM;

i) paccmoTpeHue Bomnpoca O HeOOXOOUMOCTM BKIKUUTbL AaHHY ceputo(n) B MNpOrpaMmmy TeKyLero
UCNbITaHMS CTAabUITbHOCTY;

iii) B cnydae OWONMOrMYECKMX JEKAPCTBEHHbIX CPEACTB, Y4YeT TOro, 4YTo ItoOble OTKIIOHEHUS] OT
YTBEPXOEHHOMO MpoLiecca MOryT okasaTb HEOXMAAHHOE BNUAHME Ha 6e30nacHOCTb U 3O EKTUBHOCTb.

C y4yeToM TOro, YTO OTBETCTBEHHOCTb MOXET pacnpenensatbca mexay AByMsi U 6onee YNOonHOMOYEHHbLIMU
nMuamMK, y4acTBYOLUMW B MPOUM3BOACTBE U KOHTPOSie cepuv, YMNONHOMOYEHHOE IMLUO  BhINOMHAKLEE
NOATBEPKOEHNE COOTBETCTBUSI CEPUM FNEKAPCTBEHHOIO CPEACTBA LOIMKHO ObITb B Kypce W MpPUHUMAaTbL BO
BHMMaAHWE MOOblE OTKIOHEHUS, KOTOpble MOTyT MOBNUSATbL Ha cooTBeTcTBMe GMP wn/vnm perncrpauymoHHOMY
aocbe.

4 Bbinyck cepuun

4.1 Cepun nekapCTBEHHbIX CpeacTB MOryT ObiTb BbIMyWeEHbl AN peanu3auuyM  TOnbKo  rocre
NoATBEPXXAEHMS COOTBETCTBUA YMONMHOMOYEHHbIM fMLIOM, Kak onucaHo Bbilie. lNoka He NoATBepXOeHO
COOTBETCTBME CEpUM, OHa [OJKHA OCTaBaTbCA MO MECTy NPOM3BOACTBA WM AOSKHA OblTb OTNpaBneHa B
KapaHTWH Ha APYroi y4acToK, KOTOPbIA yKkasaH B COOTBETCTBYOLLEN NULIEH3NN.

4.2 HeobxoaMMO rapaHTUpOBaTb, YTO Cepuu, ANs KOTOPbIX OTCYTCTBYET MOATBEPXKAEHWE COOTBETCTBUS
YNOSIHOMOYEHHBIM JIMUOM, He OyayT peanu3oBaHbl, OHW AOMKHbI ObiTb OTAENEeHbl (PU3NMYECKU, HAnpUMep, C
UCMONb30BaHNEM pa3ferieHnst U MapKMPOBKU, UIM 3SIEKTPOHHOW CUCTEMOW, Hanpumep, C WUCMOfb30BaHUEM
BanMOMPOBAHHBIX KOMMbIOTEPHbIX cucTeM. Ecnm  cepum, [Ons KoOTopbiX OTCYTCTBYET MOATBEpPXKAEHUE

203



TKM030-2017

COOTBETCTBUA YMOMHOMOYEHHbIM JTMLIOM, nepemMeLlaroTca C O4HOro JIMUEeH3NPOBaHHOIO y4YacTka Ha ﬂ.perﬁ,
LOOJDKHbI COXPaHATLCA rapaHTun npeaoTBpalleHna npexgespeMeHHOro Bblnycka.

4.3 LWarn, Heobxogumble ans yBeOAOMITIEHNA Yy4acCTKa, Ha KOTOPOM OCyLleCTBnAeTCcA nepenadya B
peannsauunto, o noareepXgeHMn cooTBEeTCTBUA CepUn YNONHOMOYEHHbIM NTMLIOM, OOMXKHbI ObITb onpeneneHbl B
TEXHNYECKOM cornawueHun. Takoe yBegoMIeHne y4acTka YNONHOMOYEHHLIM JIMUOM OOJDKHO ObITb
(*)OpMaJ'IVI3OBaHHbIM 1N OAQHO3Ha4YHbIM N OOJTKHO COOTBETCTBOBATb TpeGOBaHMHM pasgena 4 Yactn | HacTosILwero
TKIT.

5 CnoBapb

HekoTopble TEpMUHBI B HACTOSILLEM MPUMOXEHUN UCMOMB3YHTCS B KOHKPETHBIX 3HAaYEHUsIX, onpeaeneHHbIX
Huxe. CCbINKM Takke BHECEHbI B pasgen « TepMuHbl 1 onpegeneHns» Hactoswero TKI.

noaTBepXaeHue COOTBETCTBUSI cepun rotoBomn npogykumm (certification of the finished product batch):
MoaTeepxaeHne cOOTBETCTBUSA Cepun YNOMHOMOYEHHbBIM NULOM B PErMCTPE UMW SKBUBANEHTHOM AOKYMEHTE, U
npeacTaBngaeT cobou BbIMYCK cepum Mo KavyecTBy nepen TeMm, Kak cepusi OyaeTt paspelleHa aAng peanvsawuuu.

NoATBepPXAeHUe COOTBETCTBUA OTAeNIbHbIX CTaguMi TMPOU3BOACTBA CEpPUU  JIeKapCTBEHHOro
cpeactBa (confirm (or confirmed)): MognucaHHoe YMNOMHOMOYEHHBIM JIULOM 3asBIEHWE, YTO MpOLEecC Wiu
ucnbiTaHme 6bINmM NpoBedeHbl B COOTBETCTBMM € TpeboBaHnsMu GMP 1 COOTBETCTBYHOLLENO PErMCTPaALVNOHHOMO
00Cbe UNKN paspeLleHns Ha KIMHWYecKue MCnbiTaHus, danna cneumdukaumn npogykra uunum TeXHUYECKoro
COrnalweHnsi, HaCKoIbKO 3TO MPUMEHUMO, KaK 3TO MUCbMEHHO MPeAYyCMOTPEHO Ans YNOSHOMOYEHHOro nmua,
OTBETCTBEHHOIO 3a MOATBEPXAEHMEe COOTBETCTBUSI CEpUM TOTOBOW NPOAYKUUM nepen  BbiMyCKOM.
YnonHoMo4eHHOE NWUO, Bblgawlee noaTBepxaeHue, 6epeT Ha cebsa OTBETCTBEHHOCTb 3a OEATENbHOCTb,
KOTOpPYI OHO noaTBepXaaeT.

cepus rotoBomn npoaykumm (finished product batch): B kOHTEKCTE HACTOSALLErO MPUMOXEHUS O3HA4YaeT
CEpVIO NPOAYKUUN B OKOHYATENbHOW YNMaKoBKE, TOTOBYIO K BbIMYCKY Ha PbIHOK.

umnopTep (importer): depxaTenbs NUUEH3UN HA MMNOPT JIEKAPCTBEHHbLIX CPEeACTB M3 TPeTbUX CTPaH, ecnu
TakoBasi NpegyCMOTpeHa 3aKOHO4ATENbCTBOM.

YnonHomoueHHoe nuuo (Qualified Person (QP)): Jlnuo, Ha3Ha4eHHOe MPOU3BOAUTENEM FleKapCTBEHHbIX
CPEeACTB, KOTOpOE OCYLIEeCTBNSAET NOATBEPXKAEHWE COOTBETCTBMS INEKAPCTBEHHbIX CpeacTs TpeboBaHuAM,
YCTAHOBMEHHbIM MPU WX FOCYAApPCTBEHHOW perucTpauuu, W rapaHTupyeT, 4YTO FekapCTBEHHble CpeacTBa
npou3BeneHbl B COOTBETCTBMM C TpeboBaHusMu HacToswero TKI1. Ob6si3aHHOCTM YMNOMHOMOYEHHOro nuua
neTanbHo onucaHbl B pasgene 2 Yactu | Hactodwero TKIT n B HacTtodwem MNpunoxeHnn.

OdononHeHue |

CopepxaHue NoaTBEPXAEHUA COOTBETCTBUSA OTAENbHbIX CTaaui NPOU3BOACTBa Cepumn
neKapcTBEHHOro cpeacTBa

[BNAHK NMPOU3BOOUTENA, OCYLWECTBNABLIEIO NMPOM3BOACTBEHHYIO OEATENIBHOCTD]

1. HasBaHue npogykuum m onucaHue npou3BOACTBEHHOW cTaguwm (Hanpumep, napauetamon 500 wmr
TabneTkn, NepBnYHas ynakoska B 6rimcrepbl).

2. Homep cepun.

3. HasBaHue 1 agpec yyacTtka, OCyLeCTBNALWEro oTAenbHYy CTaanio Npon3BoacTea.

4. Ccbinka Ha TexHu4eckoe cornawleHue no kKa4vecTBy (B COOTBeTCTBMM C pasgenom 7 Yactu |
HacToswero TKIT).

5. 3aaBneHune o noaTBEPXKAEHUN.

A noarteepxgato, YTO CTaguM NMPOU3BOACTBA, YKaszaHHble B TexXHWYEeCKOM cornalleHun no KayecTsy,
Obln BbLINOMHEHLI B MOMIHOM COOTBETCTBUM C TpeboBanuamu GMP Pecnybnukn Benapycb u ycnosusmum,
ONUCaHHbIMW B cornaweHun ans obecneyeHunss cobniogeHust TpeboBaHMIA PErMcTpaLMoHHOrO [OoChbe, Kak
npeaycMoTpeHo (3akaszymkom/npovssoauTenem, NoATBEMKAAOLIMM COOTBETCTBME CEpuUn W BbIMyCKaKOLLMM
cepuio).

6. IMs1 YNonHOMOYEHHOro nmua, noarsepXxaatoLLero BbliMofHEHNE OTAENbHbIX CTaaumn NPOM3BOACTBA.

7. TlMognucb YNOMHOMOYEHHOro nuua, MNoATBEPXKAAKLWEro BbIMOMHEHWE OTAEeNbHbIX  CTagumn
npon3BoacTBa.

8. lata nognucanus.
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OdononHeHue |

ﬂpumep AOKYMEeHTa, noaTBepXaarwero CoortBetcreue cepun nieKkapctBeHHOro
cpeacTBa YNONMHOMOYEHHbIM JINLIOM C Lefibio ee BbIMyCKa

[BJIAHK NPOM3BOANTENA, NOAOTBEPXOAIOLLEIO COOTBETCTBUE CEPUN 7
BbIMYCKAIKOLWEIO CEPUIO]

1. HasBaHue, 0O31pOBKa/aKTUBHOCTb, NeKapcTBeHHas oopMa 1 pa3mep YnakoBKN (MOAEHTUYHO TEKCTY Ha
ynakoBKe roTOBOW NPOAYKLMHK).

2. Homep cepuu rotoBon NpoayKummn.

3. HasBaHue cTpaHbl/CTpaH Ha3Ha4YeHns.

4. 3asBneHne o NOATBEPXAEHUN COOTBETCTBUSA CEPUN C LIEeNbIo ee BbiMycka.

Hactoswum A noaTsBepxgalt, YTO BCEe NPOU3BOACTBEHHblE CTaauuv AN OaHHOW Cepun rOTOBOW
npoaykuum ObiNn MpoBedeHbl B MOJSIHOM COOTBETCTBMM C TpeboBaHnuamu GMP Pecnybnukn Benapycb u ¢
TpeboBaHMAMMN PerMcTpaLUMoHHOIo JOCkbe (pa3peLleHmns(ii) Ha peannaaumnio) CTpaHbl/CTpaH Ha3HayYeHus.

5. ms YnonHomoueHHOro nvua, NoaTBepXaatoLLero CoOoTBeTCTBME CEPUM.

6. Mognunce YNOMHOMOYEHHOro NnLa, NOATBEPXKAALLErO COOTBETCTBUE CEPUMN.

7. JaTta nognucanHus.
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MpunoxeHwne 17
(obsi3aTenbHOE)

Tpe6oBaHusA K BbINyCKy NoO napameTpam

1 NMpuHUMN

1.1 TepmuH «BbIMyCK MO MapameTpam», WUCNOMNb3yeMbli B HACTOSLEM MPUMOXEHUM, OCHOBaH Ha
onpegeneHuu, npeanoxeHHoMm EBponenckon opraHusaumen no kadecTBy, U noapasymeBaeT CUCTEMY BblNycKa
NPOAYKUUW, JaloLlylo rapaHTuio, 4YTO npoaykums obnapaet TpebyemMblM KavyecTBOM, Ha OCHOBaHWM
nHdopMaummM, Nony4eHHOW BO Bpems MPOM3BOACTBEHHOrO Mpouecca, a Takke Ha OCHOBaHWM COOTBETCTBUS
onpegerneHHbIM TpeboBaHuam HacToswero TKIT, oTHocawmMmMes K BbiNMycKy MO napameTpam.

1.2 Bbinyck Nno napameTpaM AOMMKEH YOOBNEeTBOPATL OCHOBHbIM TpeboBaHusaM HacToswero TKIT, Bknovas
COOTBETCTBYIOLLNE NPUNOXKEHUSA U U3NOXKEHHbIE HUXE TpeboBaHus.

2 Bbinyck no napamMeTpam

2.1 MMpoBegeHne BceoGbEMIIOLWLEIO KOMMMEKca MPOBEPOK UM KOHTPONS napamMeTpoB B npolecce
npovssoacTBa MOXeT obecreynTb 6Goree BbICOKYID rapaHTUMI0 COOTBETCTBMS [OTOBOM  MPOAYKLMU
cneunduKaLum, YeM UCnbITaHUA rOTOBOW NPOAYKLIMN.

2.2 Bbinyck no napameTpam MOXeT GbiTb paspeLleH B OTHOLUEHWN HEKOTOPbLIX CreuumarbHbIX napaMeTpoB
BMECTO 0GbIYHOrO UCMbITaHNA rOTOBOWM NpoayKuun. PaspeluaTts BbINyCK Mo napameTpaM, OTKasblBaTb B HEM UMK
aHHYNMpOBaTb paspelleHVe Ha BbIMyCcK MO napaMeTpaM AOSDKHbI Nvla, OTBevalolme 3a OUEeHKY MpoAyKUuK,
COBMECTHO C (papMaLeBTMYECKMM WHCTEKTOPaTOM, OTBETCTBEHHbIM 3a KOHTPOSIb COOIIOAEHUS HaCTOSILLEro
TKIT.

3 BbIHyCK no napameTpam Ans CTepI/IanOI7I npoaykuuu

3.1 Hactoswmn pasgen yctaHaBnuBaeT TpeboOBaHUA K BbIMYCKy MO napameTpam rotoBow npoaykuun 6es
npoBefeHns WUCMbITaHUA Ha CTepunbHOCTb. He npoBedeHVMe WUCNbITAHMA Ha CTEPUrbHOCTb  ABNSETCS
NpaBOMEpPHbLIM TOMbKO MPWU HaNU4MM YCnewHoro NoATBepXAeHWs TOro, YTO 3apaHee YCTaHOBIIEHHbIE YCMOBUS
npv Banuagauumn npouecca ctepunuaaumm obuinm OCTUTHYThI.

3.2 UcnbiTaHne Ha CTepUrnbHOCTb MpPefocTaBnseT BO3MOXHOCTb OOHapyXuTb TOMbKO 3HAYUTENbHbIE
HapyleHuss B cucteme obecneyeHusi CTepUIibHOCTU, YTO OOYCMOBMEHO CTAaTUCTUYECKUMU OrpaHUYeHUsIMU
meToaa.

3.3 Bbinyck no napameTpam [JOMyckaeTcs TOMbKO B TOM Crnyyae, ecnv [aHHble, [doKasblBatoliue
npaBuMnbHOCTb MNpouecca cTepunusaumMm cepum, camu no cebe [awT JOCTATOYHYH rapaHTUO TOro, YTO
3annaHupoBaHHbIN U BanvaMpoBaHHbIN NpoLecc cTepunusauum obecnevnBaeT CTEPUIIBHOCTb NPOAYKLMN.

3.4 B HacTtosilLlee Bpems BbINYCK MO napameTpaMm [oMyckaeTCca TOMbKO ANA NeKapCTBEHHbIX CPeAcCTB,
noanexawmx pUHULLHON CTepunmn3aumm B NepBUYHON YNakoBKe.

3.5 [na BbiNycka MO napaMeTpam MPUMEHAIOTCA MeToAdbl CTepunusauuu, npegycmatpusaroline B
COOTBETCTBMM C (papmMakonemHbiMu TpeboBaHMAMKU UCMOSMb30OBaHWE Mapa, CyXxOoXapoBoro crnocoba u
WOHN3MPYIOLLLETrO U3NYyYeHNS.

3.6 Bbinyck no napameTpam He NPUMEHSIeTCS Mpu NPOU3BOACTBE COBEPLUEHHO HOBbIX MEeKapCTBEHHbIX
CpeAcTB, TaK Kak yOOBMeTBOpPUTENbHbIE pe3ynbTaTbl UCMBbITAHUI Ha CTEPUIbHOCTL B TeYeHWe onpeaeneHHoro
nepuoga BpeMeHU SBNSATCS YacTbio KpUTEPMEB NpMemMIieMocTu. B oToenbHbIX criyyasix AaHHbIE UCMbITaHUS Ha
CTEPUNbHOCTb, YXe MMeKLWUnecs Ans APYruxX JNEeKapCTBEHHbIX CPEACTB, MOXHO cyMTaTb AOCTATOYHbIMW AONS
HOBOTO J1I€KapCTBEHHOrO CPeAcTBa, B KOTOPbIN BHECEHO TONbKO HE3HAYUTENbHOE U3MEHEHME C TOYKU 3pEeHus
obecneyeHns CTePUITbHOCTM.

3.7 CnenyeT BbINOMHUTL aHaNU3 PUCKOB CUCTEMbI 0DecrneyeHmns CTEPUIIbHOCTU, HanpaBIiEHHLIN HA OLEHKY
Crny4yaeB BbliNycka HECTEPUIbHOW NPOAYKLUMN.

3.8 MNpegbioywun onbIT paboTbl NPOM3BOAUTENS NIEKAPCTBEHHbLIX CPEACTB AOIMKEH CBMAETENbCTBOBATbL O
COOTBETCTBMM €ro NPOM3BOACTBa TpeboBaHUAM HacToswero TKIT.

3.9 lpn oueHKe CcOOTBETCTBUA Mpou3BoAcTBa TpeboBaHusM Hactoswero TKIT cnegyeT ydnTbiBaTh
BbISIBNEHHbIE Cryyam HapyLleHUs1 CTEPUIBbHOCTU NPOAYKUUK, a TakkKe pesynbTaTbl UCMbITAHUA HA CTEPUIBbHOCTb
[aHHOro NekapCTBEHHOro CpeacTBa C TOYKM 3pEHUSI NEeKapCTBEHHbIX CPeACTB, CTEPUNU3YEMbIX TakuUM Xe Unu
aHanorm4HbIM crnocobom.

3.10 Ha y4acTke npou3BOACTBA M CTepunu3auuu, Kak MpaBuno, [JOIKHbl OblTb B HanIM4um
KBanMMUUUPOBAHHBLIN ~ MHXEHep, MWMewLWMn onbiT  paboTel No  obecneyeHno  CTEPUNBHOCTW, U
KBanM@uuMpoBaHHbIN MUKpobuoror.

3.11 PagpaboTka M nepBoHavanbHas Banugaums OOSKHbI rapaHTMpoBaTb, YTO Npu cobroaeHnn BCex
COOTBETCTBYIOLLUX YCNOBUIA ByAET BblNycKaTbCs NPOAYKT OQUHAKOBOMO KavyecTBa.

3.12 CwncteMa KOHTpPOMS W3MEHEeHMn [OfKHa npegycMaTpmBaTb WX PacCMOTPEHME  NepcoHarom,
obecneynBaroLLMM CTEPUNBHOCTb.

3.13 Cnepgyet opraHv3oBaTb CMCTEMY KOHTPOMS MMKPOOHOW KOHTaMMHAUWMW JieKapCTBEHHOro CpeacTBa
nepea crepununsaumen.
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3.14 [omkHa OblTb UCKIIOYEHA BO3MOXHOCTb MEpenyTbiBaHMSA NPOAYKLUKM, Npollellen U He npolleaLen
cTepunusaumio, 4To obecnevmBaeTcsa nytemM U3MYECKOro pasgeneHvus nNpoaykuuu Unn KnCnonb3oBaHUEM
ANEKTPOHHbIX CUCTEM, NPOLLEALLUX Banuaaumio.

3.15 3anucu no crepunu3aumu crniegyeT MNpoBepsATb Ha COOTBETCTBME TpeboBaHMsAM cneumdukauum c
NCNONb30BaHNEM HE MeHee 2 He3aBUCKMMbIX CUCTEM KOHTPONdA. Takow KOHTPONb MOXET NPOBOAUTbCS 2
COTPYOHVKaMU UK COTPYOHUKOM U KOMMBIOTEPHOW CUCTEMOW, NPOLUEeALLEeN Banuaaumio.

3.16 lNepepn BbINYCKOM KaXKaoW cepumn Npoaykunn cnegyeT AOMNONHUTENBHO NOATBEPAUTL crieqyloLlee:

- BCe nNraHoBble paboTbl MO TEXHWYECKOMY OOCMAYXMBAHMIO W TeKylue MpPOBEPKN WCMOMb3YeMOro
cTepunMaaTopa BbIMNOMHEHbI;

- BCE PEMOHTHbIE paboTbl U MOAMMUKALUN COrNAacoBaHbl C MHXEHEPOM Y MUKPOOMOMOroM, KOTOpble HECYT
OTBETCTBEHHOCTb 3a NPOLLECC CTepunusaumm;

- ncnonb3yemMble NPUBOPLI NPOLLM KanMbpoBKy (MOBEPKY);

- CTEPUNN3aTOP Ha HACTOSALLMI MOMEHT BanuaMpoBaH AN CTepUnn3aumm 3arpyskn aHHoro tuna.

3.17 Ecnwn BbigaHO paspelleHne Ha BbIMyCK cepun NpoayKuMm no napameTpam, TO peLleHnss O BbIMyCKe UIn
OTKIMOHEHUN CepuM NPOAYKUUW AOIMKHbI OblTb OCHOBaHbl Ha TPebOOBaHWUSX YTBEPXKAEHHbLIX cneuudukaumn B
YyacTu BbiNycka no napameTtpam. [1pyn HEBbINOMHEHUN 3TUX TpeboBaHMI BbINYCK NPOAYKUMKX MO napameTpam He
JonyckaeTcsl faxe Mpu yCrioByM YCNELHOro NpoBeAeHNs UCMbITaHUSA Ha CTEPUIBbHOCTb.

TepMVIHbI n onpeapeneHuns

[nsa uenen HacToOALWEro NPUIOXEHNS UCMONb3YOTCA OCHOBHbIE MOHATUS, KOTOPbIE 03HAYalT cregyoLlee:

BbINYCK Mo napameTpam (parametric release): Cnctema Bbinycka NPOAyKUMM, Oalolias rapaHTuio, 4To
npoaykunss obnagaet TpebyembiM KayecTBOM, Ha OCHOBaHMM WHAOPMaUMK, MOMYYEHHON BO BpeEMs
NMPOM3BOACTBEHHOIO Mpouecca, a Takke Ha OCHOBaHUWM COOTBETCTBMA oOnpedefieHHbIM TpeboBaHuAM
HacToswwero TKI1, oTHocAWMMCS K BbINYCKY NO napameTpam.

cuctema obecneuveHus crepunbHocTu (sterility assurance system): Komnnekc mep no obecnedeHuto
CTEPUNBHOCTM NPOAYKUMM. [ns neKkapCTBEHHbIX CPeAcTB, MNOAMNEeXalmx QUHULIHOW CcTepunusauum, 3STOT
KOMMIeKc Mep BKIoYaeT B cebs cnegytoulee:

a) paspaboTka nekapCTBEHHOro CPeACTBa;

b) 3HaHMe 1 No BO3MOXHOCTWU KOHTPOSb MUKPOOMOMOrMYECKMX XapaKTepPUCTUK UCXOOHbIX MaTepuarnos M
TEXHOIOrMYECKNX BCMOMOraTenbHbIX CPeACTB (HanpuMep, ra3oB Y CMa304YHbIX MaTepuanos),

C) npoBedeHMe KOHTPONS KOHTaMUHaUMM B XOAe TEeXHONOrMyeckoro npouecca Ansg npefoTBpalleHus
nonagaHus MUKPOOPraHM3MOB B MPOOYKLMIO U MX Pa3MHOXEHUSA. DTO OObIYHO OOCTMraeTcs MyTem OYUCTKU U
CaHuUTapHoi 0bpaboTKM MOBEPXHOCTEN, KOHTAKTUPYIOLUMX C MPOAYKUMEN, NPeaynpexaeHust KOHTaMuHaumm mn3
BO34yxa NocpeacTBOM NpoBeAeHNs paboT B YNCTbIX MOMELLEHUSAX, NPOBEAEHMEM TEXHOMOMMYECKOro npoLiecca ¢
OrpaHNYEeHUsIMM BO BPEMEHW 1N B COOTBETCTBYHOLLMX Cryvasx UCNOMNb3oBaHWeM cTaamn dunbtpauum;

d) npegoTBpaLlleHve nepenyTbiBaHNS MPON3BOACTBEHHbLIX MOTOKOB CTEPUIM30BAHHOM 1
HeCTepuUnNn3oBaHHOWM NPOAYKLUWK;

€) NOCTOsIHHOE AOCTUXEHWNe KayecTBa NpoayKLMu;

f) npouecc ctepunusauum;

g) cucteMa kavecTBa B LIENOM, B TOM YuCrie cuctema obecneveHms CTepunbHOCTU (KOHTPOMb U3MEHEHWN,
06y4yeHve nepcoHana, Hanmume NUCbMEHHbIX MHCTPYKLMIA, KOHTPOMb NPW BbINyCcKe NPOAYKLUMMX, MAaHOBOE
npodmnakTnyeckoe TexHmyeckoe obcnyxmnsaHne, aHanma cboes B paboTte, npegoTepalleHme ownbok no BUHe
nepcoHana, Banvgauus, kanubposka (nosepka) n ap.).

207



TKM030-2017

MpunoxeHwne 19
(obsi3aTenbHOE)

TpeboBaHMA K KOHTPOJSIbHLIM U apXUBHLIM OOpa3uam

1 O6nacTb npuMeHeHuA

1.1 Hacroswmin OOKYMEHT ycTaHaBnmBaeT TpeboBaHWs K OTOOPY M XpaHEHUI KOHTPONbHbIX 06pasLoB
WUCXOAHbIX 1 YNaKOBOYHbIX MaTepuanos Uy roTOBOM NPOAYKLMN U apXUBHbLIX 0OpasLi0B rOTOBON NPOAYKLNN.

1.2 CneumanbHble TpeboBaHMS K NleKapCTBEHHLIM CPeACcTBaM OIS KITMHUYECKMX UCCREeAOoBaHNA NpuBeaeHbl
B MpunoxeHnn 13 HacToswero TKI1.

1.3 HacTosilee npunoXxeHne Takke COOEPXUT yKasaHWs B OTHOLLEHUM OTOOpa apXMBHbIX 00pasuoB Ansi
napannensHO MMNOPTUPYEMBbIX (MOCTaBNSEMbIX) NNEKAPCTBEHHbIX CPEACTB.

2 MpuHUMN

2.1 O6pasubl xpaHAaT C uenbio obecneyeHnss Hanuuus obpasua Ans aHanMTUYECKUX MCCredoBaHuA u
obecneyeHns Hanuumsa obpasua NoMHOCTBLIO roToBOW Mpoaykumn. C y4yeToM uenu xpaHeHust obpasubl, MoryT
ObITb NOAENeHbl Ha 2 KaTeropum:

KOHTPONbHbIN o6pa3sel (reference sample) — obpasew, oToOpaHHLIA N3 CeEpUM UCXOOQHOTO MaTepuana,
yNakoBOYHOrO MaTtepuana wunu rotoBow NPOAYKUUWM, KOTOPbIN XPaHUTCHA ONA NpOBeAeHMs aHanusa B TedeHue
Cpoka rogHOCTU cepuv B Crflydyae BO3HWMKHOBEHMS Takon Heobxogumoctn. CriegyeT coxpaHsaTb obpasubl,
OTOOpPaHHble Ha KPUTUYECKUX MPOMEXYTOYHbIX CTaausax (Hanpumep, Mocre KOTOpbiX npedycmaTtpuBatoTcs
npoBefeHne aHanUTUYeCKMX UCcrneoBaHUn 1 Bbidada paspeLlleHnin Ha BbiNyck), N MPOMEXYTOYHbIX NPOAYKTOB,
KOTOpble MNOCTaBMATCA 3a Mpedenbl 30Hbl KOHTPONSA MpOM3BOAUTENS, ecnn cTabunbHoCTb 06pasuoB 3TO
aonyckaer.

apxuBHbIN obpa3sew (retention sample) — obpaseL, B OKOHYaATENbHOW yNakoBKE, OTOOPaHHbLIA M3 cepun
rotoBov npoaykuuun. Ero xpaHaT B uensdx noaTBepXKOeHus WuaeHTUYHocTW. Hanpumep, B TeyeHue cpoka
XpaHeHus cepum MoOxeT noTpeboBaTbcd ocMoTp obpasua wnyv ynakoBKWM, MapKMpPOBKM, WHCTPYKUMW MO
NPUMEHEHUI0, NnonyvyeHne uHdopmaumm O HOMepe cepum n cpoke rogHocTu. MoryT ObITb UCKNOYMTErNbHbIE
obcToATenbCcTBa, korga 310 TpebosaHve moxeT ObiTb cobnogeHo 6e3 xpaHeHnus gybnukatos o6pasuos,
Hanpumep, ecnu HebonbLUMe cepun yNakoBbIBaOT ANS Pa3HbIX PbIHKOB UMW NP NPOM3BOACTBE OYEHb JOPOrMX
neKapCTBEHHbIX CPeaCTB.

Bo MHOrMX cry4asix KOHTPOSibHble M apXxuBHble 06pasubl FOTOBOW MPOAYKUMW WAEHTUYHBI U ABNSAKTCH
eanHULaMmM NpoayKLUN B OKOHYaTeNbHOW ynakoBKe. B Takmx criydasix KOHTPOMbHbIE U apXuBHble 06pasLbl MOryT
paccMaTpMBaTbCS Kak B3anMo3aMeHsAeMble.

2.2 Y npousBoauTens, uMnoprepa unv Ha NnpeanpusTun, rae BolgaeTcs paspeLleHne Ha BbiMyCK cepun (Kak
yKkaszaHo B 7 U 8 HacTosILero MpuIoXeHns) AOMMKHbl XPaHWUTbCA KOHTPOSbHblE M (UNK) apxvBHble 06pasupbl
KaXXKOOM cepwuy roToBOW MpOOYKUWMW, a Yy NMPOM3BOAUTENS — KOHTPOMbHble 06pasubl Kaxaow Cepun UCXOOHbIX
mMaTepuanoB (KpOMe WCKMIOYEHWA, B COOTBETCTBMU C 3.2 HACTOALLEro MpUnoXeHus) u (Mnm) npomMexxyToYHOW
npoaykuun. Ha kaxxgom npeanpusitTum, OCYLLECTBNSAIOLWEM YNaKoBKY, CleayeT XpaHWUTb KOHTPOnbHble obpasLbl
KaXXOOM cepuy MepBMYHBbIX YNAKOBOYHBLIX MaTepuanoB W MedaTHbix MaTtepuanos. [onyckaeTcd Bkno4atb
neyaTHble MaTepuarnbl B COCTaB KOHTPOIbHbIX U (M) apXMBHbIX 06pa3sLL0B rOTOBOW NPOSYKUNN.

2.3 KoHTponbHble 1 (unu) apxvBHble obpasLbl BbICTyMaloT B KayecTBe CBUAETENbCTBA O CEpun roTOBOM
NPOAYKLUMN WM UCXOAHbIX MaTepuanoB M MOryT ObiTb OLEHEHbl B TOM 4Yucne B Cryyasx, npeabaBneHus
NnpeTeH3nin B OTHOLLEHUWN KayecTBa NlekapCTBEHHOro CPeAcTBa, 3arnpoCcOB O COOTBETCTBUM PerncTpaumoHHOMY
[oCbe, 3anpocoB O MapKUpOBKe (YMakoBKe) MNU OT4eTa O MOHUTOpPMHre 6e30nacHOCTU NeKkapCTBEHHOro
cpeacTsa.

2.4 Cnepgyet Bectu 3anucum pns obecnevyeHusi npocnexvBaemMon o6pasuoB; 3anvcu OOMKHbl ObiTb
OOCTYMHbI YNONIHOMOYEHHbBIM OpraHam.

3 AnuTenbHOCTb XpaHeHUs

3.1 KoHTponbHble 1 apxmBHble 0Opasubl KaXaow Cepym rotToBOW MpogyKuuu criegyeT XpaHwuTb B TeYeHue
Ccpoka rogHoctu cepum 1 1 roga nocrne UCTeyeHusi cpoka rogHoctu. KoHTpomnbHbIM obpasel, AormkeH ObiTb
yrnakoBaH B €ro nepBUYHYI0 YNakoBKY MMM B YNakKoBKY, COCTOSLLYIO U3 TOro e maTepumana, Yto M nepBuyHasi
ynakoBka, B KOTOpPOMW BbINyCKaeTCsl NeKapCTBEHHOe cpeacTBO (TpeboBaHMA B OTHOLUEHWMM MMMNOPTUMPYEMbIX
BETEpVHApPHbIX  MpenapaTtoB, 3a  UCKIIOYEHWEM  MMMYHOOMOMOIMMYECKUX  JIEKapCTBEHHbIX  CPeacTs,
npeaycMoTpeHHbIX B 8 1 9 MNpunoxeHns 4 HacTosiwero TKIM).

3.2 Obpasupbl UCXOAHbLIX MaTepuanoB (KpoMe pacTBOpUTENEN, rasoB MM BOAbl, NpeAHa3HaYeHHbIX Ans
TEXHOMOMMYECKMX Lenen) OOIMKHbl XpaHUTbCS B TeYEeHWe He MeHee 2 neT Mocne BbiMyCcka NeKapCTBEHHOrO
cpenctea, ecnum bonee ANWTENbHbIM NEpuod He MpefycMOTPeH COOTBETCTBYOLMMU  HOPMaTUBHBIMU
npaBoBbIMK akTamu Pecnybnvku benapycbk. YKasaHHbI Neprog MOXET ObITb COKpaLLEH, €CNN B cneuudukalmm
ykasaH 6onee KOpOTKMM Mepuon CTabunbHOCTM MCXOOHOro martepuana. YnakoBOYHble MaTepuarbl OOMXKHbI
XPaHUTbCA B TEYEHME CpoKa roAHOCTM COOTBETCTBYIOLLEro roOTOBOro NpoAyKTa.
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4 Konn4ecTBO KOHTPONbHbIX N apPXUBHbIX OOpa3L OB

4.1 KonnyecTtBO KOHTPONbHbIX 00pa3suoB OOMKHO OblTb 4OCTATOYHLIM ANSA NPOBEAEHUS HE MEHEE YeM 2-
KpaTHOroO MOJSIHOrO aHanMUTMYECKOro KOHTPONs Cepun MnpoaykuMM B COOTBETCTBMM C  TpeboBaHUsSIMU
pPerncTpaumoHHOro 4OoCkbe, OLLEHEHHOrO N YTBEPXKAEHHOIO YNOSIHOMOYEHHbIM opraHom Pecnybnuku benapycbk. B
cnyvyae HeobxoOuMOCTM crniefyeT AN KaXaoro Buaa aHanMTUYEeCKOro KOHTPOMS MCMONb30BaTb HEBCKPLIThIE
ynakoBku. Jliobble ucknoueHns u3 aToro TpeboBaHUA [AOMKHbl OblTb OBOCHOBaHbI K COrfacoBaHbl C
YyMOMHOMOYEHHbIM opraHoM Pecnybnukn Benapycs.

4.2 Heobxognmo cobniogatb TpeboBaHMS B OTHOLUEHWM KONMYECTBA KOHTPOSNbHbLIX 0OpasuoB u, npu
HeobxooMMOCTH, apXMBHbIX 06pasLIoB.

4.3 KoHTpornbHble 006pasubl A0MMKHbI ObiTb NpeacTaBUTENbHLIMK AN CEPUM UCXOOHOro Martepuana,
NPOMEXYTOYHOM UM FOTOBOW NPOAYKLMKW, N3 KOTOPOM OHWM OTOOpaHbl. [nsi KOHTponsi Hanbonee KpUTUYECKUX
3TanoB npouecca (HanpuMMep, Hadana unu KoHua npouecca) Moryt otbmpartbcs OOMNONHUTENbHbIE 0bpasubl.
Ecnn npouecc ynakoBkuM cepun BedeTCs B XOA4e OBYX W Ooree oTAenbHbIX onepauui no ynakoBke, TO MOcne
KakOoom u3 aTuUX onepauun cnegyeTt oToMpaTb HE MeHee OOHOro apxmBHoro obpasua. Jltobble UcKNoYeHns 13
3TOro TpedoBaHmst AOMKHbI BbITb 0OOCHOBAHLI U COrMacoBaHbl C COOTBETCTBYHOLLMM YMOSTHOMOYEHHLIM OpraHoM
Pecny6nuku benapyco.

4.4 Heobxogmmo obecneuntb, B TedeHne 1 roga Mocre WUCTEYEHMS] Cpoka FOAHOCTM MocreaHen
Nnpov3BeaeHHON cepumn ObINn Nerko AOCTYNHbl HEOOXOAMMbIE aHanNUTU4Yeckue matepuansl n obopyaoBaHue c
Lenbio NPOBEAEHNSI BCEX YKa3aHHbIX B cneumdukaumnm NcnbiTaHui.

5 YcnoBusa xpaHeHus

5.1 XpaHuTb KOHTPOINbHble 0bpasubl roTOBOM MPOAYKLUMW M aKTMBHbIX dhapMaueBTMdeckux cybctaHuun
crnepyeT B COOTBETCTBMM C TpeboBaHMAMM 3akoHoaaTensctea Pecnybnukm benapyce.

5.2 YcnoBusi xpaHeHWs OOfMXHbl COOTBETCTBOBaTb TpebGoBaHWSAM, YCTaHOBMIEHHbIM MpPU perncrpaumm
NeKapCTBEHHOrO CPeACcTBa (Hanpumep, XpaHeHre Npu NOHWKEHHON Temnepatype (Mpn HeobxogMMocCTH).

6 NMucbMeHHbIe cornawieHus

6.1 Ecnn pepxaTtenb perucTpaLMoOHHOrO yOOCTOBEPEHUSI HE SIBNSIETCA OAHOBPEMEHHO HOPUONYECKUM
nMLOM, OTBETCTBEHHBIM 3a BbINYCK CEpuUM MPOAYKLMM B rocygapcrBax-yneHax, oba3aHHOCTb mo oTtbopy wu
XPaHEHUIO KOHTPOITbHBIX (apXMBHBIX) 06pasLoB OOMKHA OblTb onpeAeneHa B NMMCbMEHHOM COrfnalleHUn Mexay
2 cTopoHamu B COOTBETCTBUM C pasgenom 7 Yactu | HacToswero TKI1. YkasaHHOe MonoXeHue npuMMeHsieTcs
TaKke B cry4dasx, ecnu kakas-nmbo [eaTenbHOCTb MO MPOM3BOACTBY WMAWM BbIMYCKY CEpUM MNPOAYKUUK
NPOBOAMTCS HE Ha TOM NpPeanpuUsiTUn, KOTOPOE HeCeT OTBETCTBEHHOCTb 3a CEPUI0 NpoayKuuKn, obpallaroLLyrocs
Ha pblHKe. Mopsigok oTbopa U XpaHeHUs KOHTPOSbHBIX M apXMBHbIX 00pasuoB AMs KaX4oro npeanpusaTtus,
BOBJIEYEHHOMO B NPOM3BOACTBO, AOIMKEH OblTh ONpeaernieH B NMCbMEHHOM COrMaLLIEHUN MEXAY HUMMW.

6.2 YNOonHOMOYeHHOe NUUOo, KOTOPOe BbiOAET paspelleHne Ha BbIMYCK CepuKn NeKapCTBEHHOrO CpeacTsa,
OOIMKHO rapaHTMpOBaTh, YTO BCE KOHTPOJIbHbIE U apXUBHbIE 00pa3ubl 6yAyT AOCTYNHbI B TEYEHME NPUEMIIEMOTO
BpemeHn. Bce TpeboBaHMsA B OTHOLLEHMUW Takoro JOCTyna ycTaHaBNMBaOTCA B NMMCbMEHHOM cornawieHun (npu
HeobXxoaMMOoCTH).

6.3 Ecnv B Npon3BoACTBE rOTOBOW NPOAYKUMM NPUHUMAET yyacTue 6onee 1 npovM3BOACTBEHHON NNOLAAKM,
HanuUuMe MnUCbMEHHbBIX COrMalleHUn SBMSEeTCA OCHOBHbIM TpeboBaHMEM K OTOOPY U MECTy XpaHeHus
KOHTPOIbHBIX N apXMBHbIX 06pa3LoB.

7 KoHTponbHble o6pa3ubl. O6LKMe NONoXeHUA

7.1 KoHTponbHble 06pasubl NpeaHa3HayeHbl 4518 NpoBeAeHUs aHanm3a v JOMKHbl ObiTb NErko A4OCTYMHbI
anst nabopaTtopuu, UMeloLLEe BanMaMpoBaHHbIE METOAUKM ero nposeaeHus. ObpasLbl UICXOAHbIX MaTepuarnos,
ncrnonb3yembix B MPOM3BOACTBE feKapCTBEHHbIX cpedcTB B Pecnybnuke Benapycb, n o6pasubl rotoBou
NPOAYKUUW AOIMKHBI XPaHUTbLCS Ha NPeanpusTUN — NPON3BOANTESNE FOTOBbIX JIEKaPCTBEHHbIX CPEACTB.

7.2 B oTHOLWEHNN rOTOBOW NPOAYKLMW, NPOU3BEAEHHON B APYrNX CTpaHax:

7.2.1 Ecnu cTpaHa MMeeT cornalleHve 0 B3aMMHOM npu3HaHum ¢ Pecny6nvkoin benapycb, KOHTpPONbHbIE
obpasubl MOryT oTbMpaTbCs M XpaHUTbCA Ha npeanpuaTuM-nponssoauTene. 3TO OOIMKHO ObiTb OHOPMMAEHO
NMMCbMEHHbLIM COrnalleHMeM (Kak ykasaHo Bbille B pasfgernie 6 HacTofLero NpuroXeHus) Mexay MMIopTepom
Pecnybnuku Benapyck n nponssogutenem, HaxXoasLWwumMcs 3a ee npegenamMu.

7.2.2 Ecnn cTpaHa He uWMeeT corfaweHus o B3aMMHOM npusHaHum ¢ Pecnybnukon Bbenapycb, To
KOHTpOnbHbIe 0Opa3ubl roTOBOW MpoAYKUMM crefyeT oTomMpaTbe U XpaHUTb Ha YNOTHOMOYEHHOM MpeanpusaTum,
pacnonoxeHHom B Pecnybnuke Benapycb. Ot6op 06pa3sLoB [OMKEH BbIMNOMHATLCA B COOTBETCTBUM C
NMUCbMEHHbIM COrnalleHneM Mexay BCeMU 3anHTePEeCcoBaHHbLIMU CTOPOHaMN. PekomMeHayeTca XpaHuTb obpasubl
Tam, rae NpoBOANNCS KOHTPOSb MPOAYKLUMM NPpU ee BBO3E.

7.2.3 KoHTponbHble 06pasubl MCXOOHBIX M YNakoBOYHbLIX MaTepuarnos criegyeT XpaHuTb Tam, r4e OHM
Mcnonb3oBanuchb Ars NpoM3BOACTBA FOTOBbLIX NEKapCTBEHHbLIX CPEeACTB.

8 ApxuBHble ob6pas3ubl. O6LKMe NoNoXeHnA
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8.1 ApxuBHble 0Opa3subl AOMKHbI NPEACTaBNSATb CEPU0 TOTOBbLIX NEKapCTBEHHbLIX CPEACTB B TOM Buie, B
KOTOpOM OHa peanusyetcd B Pecnybnuke Benapycb M MOXeT noHagobuTbCa ANA KOHTPONA C Uenbio
noaTBEPXKAEHUS COOTBETCTBMS TpeboBaHMAM, YCTAHOBMEHHbIM MNPU TOCYAAPCTBEHHOW perncTpauun, unu
TpeboBaHusiM 3akoHogaTenbcTBa Pecnybnukn benapycb (3a WCKNIOYEHMEM TEXHUYECKUX XapaKTepUCTUK
npoaykuum). B cBA3M ¢ aTM apxuBHble 00pasLbl AOMKHbI XpaHUTbCA Ha Tepputopun Pecnybnuvku Benapyceb.
PekomeHayeTCsi XpaHUTb WX B MECTe HaxOXAEHUS YMOMHOMOYEHHOro nuvua, BblAaBLUEro paspelleHve Ha
BbIMYCK MPOAYKLMW.

8.2 C yyetom 8.1 HacTosLEro NPUNOXeHWs, NpU HanuuMu AEeWCTBYIOLLEro CcornalleHuss O B3avMHOM
NpuU3HaHMM W B CIlyyae, €CNM KOHTPOSibHble 0Opasubl XpaHSATCA Yy MNPOM3BOAMTENS, Haxogdwerocss 3a
npegenamu Pecnybnukn benapycb (CM. 7.2.2 HacTOSILLEro MpUIOXeHus), oTAeNbHble apxuBHble 0Opasubl
OOIMKHbI XpaHnTbea B Pecnybnvke benapycb, ecnv aTo npegycMOTPEHO 3aKoHO4ATENBCTBOM.

8.3 ApxuBHble 0Opa3subl JOJKHbI HAXOAWUTLCS Ha MPeanpuaTAM, UMEIOLEM NULEH3NI0 Ha MPOU3BOACTBO
nekapcTBEHHbIX CPeacTB, 1 BbiTb AOCTYNHBIMWU ANA NpeAcTaBUTENen YNorTHOMOYEHHbIX OPraHoB.

8.4 Ecnv npu BbINOMHEHUN OMNepauui B NMOCNeO0OBaTENbHOCTM «BBO3 — MPOLECC YMAaKOBKM — KOHTPOSb —
BbIMYCK Ccepumn» y4acTByeT 0Oornee ogHOro npoussoautens Ha Tepputopum Pecnybnukn Benapyceb,
OTBETCTBEHHOCTb 3@ OTOOpP M XpaHEeHWe apxXuBHbIX OOpa3LoB OMpedensieTcss NMUCbMEHHbIM COornalleHneM
(cormaweHunsamn) mexay y4acTHUKamu.

9 KOHTpoOnbHble M apxuMBHble oOOpasubl NPOAYKUMW, napanfesisHoO UMNoOPTUPYyeMomn
(napannenbHO NocTaBnsieMon) AUCTPUOLIOTOPOM

9.1 Ecnn BTOpMYHas ynakoBKa fekapCTBEHHOIO0 CPeAcTBa He BCKPbIBAETCS, TO criedyeT XpaHWUTb TOSMbKO
MCMonb3yeMbll  yNaKOBOYHbIA MaTepuarn, MOCKOMbKY PWUCK MepenyTbiBaHWS MNPOAYKUMW HEe3HauuTerneH unu
OTCyTCTBYET.

9.2 Ecnu BTOpMYHas ynakoBKa BCKpbIBaeTCS (Hanpumep, Ans 3ameHbl KapTOHHOW Mavku Ui MHCTPYKLMKU NO
npuMeHeHuo), cnegyeT oTbmpaTtb 1 apxvBHbIV obpasel, Ans KaXaow onepaumu npouecca YnakoBKM, Tak Kak
cyllecTByeT PWCK nepenyTbiBaHWS MNpoAyKuuM B Mpouecce ynakoBku. CnegyeT npeaycMoTpeTb NOPSAoK,
No3BOMNSAOLWMIA BLICTPO ONpeaennTs BUHOBHOIO B NepenyTbiBaHWM (MPON3BOANTENb UK AUCTPUBLIOTOP), Tak Kak
OT 3TOro 3aBUCUT 06bEM OT3bIBAEMOW NPOAYKLMN.

10 KoHTponbHble W apxuBHble oO6pasubl B crny4Yae JnMKBMAAUUM NpeaAnpuUAaTUS-
npoussoauTens

10.1 B cnyyae nuksMpgauuu npeanpuAaTUA-NponsBoaANTENA U OT3biBa (aHHYNMPOBAHUA, UCTEYEHNs CPOKa
OEeVCcTBUSI) NULEH3UM Ha NPOM3BOACTBO B MNpodaxe MOXEeT OcCTaTbCd Oonbloe KONMM4ecTBO Cepui
Npou3BeAEeHHbIX 3TMM MPOU3BOAUTENEM FEKAPCTBEHHbIX CPEACTB C HEUCTEKWMM CPOKOM rogHoctu. [ns
OCTalLWMXCA Ha pblHKE Cepuii NMpousBoaUTENb AOIDKEH COCTaBMTb AdeTanbHble cOrfaweHus no nepepadve
KOHTPOSbHBIX U apXMBHbIX 0Opa3LoB (a Takke COOTBETCTBYHOLLEN AOKYMEHTauuW, Kacalollencs HacTosLiero
TKIT) Ha ynonmHOMOY€EHHbIN Y4acToK No XpaHeHuto. NpounssBoanTens OOMKEH corracoBaTth C YNONTHOMOYEHHbIM
OpraHoM JOCTaTOYHOCTb MPUHATBIX Mep MO XPaHEeHUI0 U BO3MOXHOCTb nepedadu o6pasuoB AN nNpoBegeHus
OLIEHKM 1 aHanu3a (Mpu HeobxoaumMocTH).

10.2 Ecnu npou3BoauTeNb HE MOXET MpPeanpuHATb YyKasdaHHble Mepbl, TO BbIMNONHEHWE HEOOXOAMMbIX
OeNCcTBUIN MoxeT OblTb nNepedaHo Apyromy npoussBoauTento. [epxaTenb perncTpauvoHHOro yAOCTOBEpPeHUs
HeceT OTBETCTBEHHOCTb 3a YKaldaHHyl0 nepefadvy yHKUMA U npeactaBneHne Heobxooumon mHdopmaumu
YyMONTHOMOYEHHOMY OpraHy (opraHu3aumm) Pecnybnuvkn Benapyck. Kpome Toro, gepxartenb pernctpaumoHHOro
yAOCTOBEPEHUS OOMMKEH COrnacoBaTtb C YMONIHOMOYEHHbIM opraHom Pecnybnuku Benapycb, Ha Tepputopumn
KOTOPOro XpaHUTCH Cepusi C HE UCTEKLLIMM CPOKOM rO4HOCTU, AOCTaTOMHOCTb Mep MO XPaHEHUIO KOHTPOIbHbIX U
apXuBHbIX 0Opa3LoB.

10.3 31n TpeboBaHUsi pacnpoCTPaHAIOTCA Takke Ha Criydan NUKBMAALMM NPOM3BOACTBA, HaxoasLierocs 3a
npegenamu Pecnybnukn Benapyck. B aTom crnyyae umnopTtep HeceT ocobyto OTBETCTBEHHOCTb 3a obecneyeHune
TOro, YTO YyKasaHHble corfaweHus UMEKT MECTO M YTO NPOBEdEeHO COorflacoBaHWe C COOTBETCTBYOLUM
YNONTHOMOYEHHbIM OPraHoM.
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