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Mpepucnoene

Lleny, OoCHOBHBIS MPWHUWNE, ROSOKEHIA N0 TOCYABLCTBEHHOMY PEeryliBpOBaHUID W YNPaRNeHNK B
oBNEcTH TEXHVUNECKOTO HOPMUDOBEHMA ¥ CTaHBapTUIaLMA YCTAHOERASHE! Jakonom Pecnyfnuky benapyce
« O TEXHU-ECKOM HODMUDOBAHWY Y CTAMAADTASALNN Y

1. DOATOTOBAEH W BHECEH Muhukcrepereom sgpasooxparenus PecrivBnuxm Benapyce

2. YTBEPMOEHM M BBEOEH B QENCTBUE nocrancanesen MuHucTepeTsa 30papooXpaHeHns
Pecny@rinun Benapycw ot 07 man 2008 r. Ne 50

3. Hacrosumit  TEXHUMECKVE  KOABKC VCTAHOBMBLISNCH NPaKTHY  MOAFOTOBNEH HA  OCHORE
PykopodcTBa no  Hagnewawel «nnnwdeckol nparke  (Guideline for Good  Clinical  Practice)
MexayHapoasoR  KORMEePEeHLM N0 rEpMoHN3aln TexHudeckux  TpeboBaHul K perucTpauum
hapMaUBBTIHECKUX NPOZYKTOR, NPE/IHAZHaYeHHLIX [INA NpuMeHerns Jenopexom {International Conference
on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use; ICH), a
Tapke Tpebosakwamy SakoHa Pecnybnuxn benapyce Nz 181-3 o1 20.07.2008 r. «Q nexapcrBenHbix
cpefcTaaxy, cobmopas NpUHLNEL B METOAONOTMID WANOMERNA YKa3aHHLIX LOKYMEHTOB, M yYWTHIBIET
Tpetioranva TKIT 030-2006 (02040) {11, CTH 1613-20086 {3].

4. BBEOEH BMEPBLIE

HacTorumit Texruuecnii KOAGKS YCTaHOBUBLUSRCA NpakTuiv He mOoueT ObiTh BOCNPOWIBeSeH,
TURGEKAPOBAN W PacnpocTpaHedr B kavyecTee oduusansHore waganvs Dez paspelyensvs MunncTepcrsa
sfpasooxpakeHus Pecrybnuke Benapycs

Wanax Ha PYCCROM A3hiKe
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Brapnesune

B MUDDBOR NPaKTUKE OOHAN 13 BERHERLX JOKYMEHTOR, anpeaensoumx Tpebopatns k obbemy W
KaHECTRY KIMHMYECKMX WONBITARWA NekapcTBeHHbiX CpelcTs, asnsercs «Hapnexawan kaHuMeckas
npagrukas — «Good Clinical Practice (GLP)».

HacToshini TexHUYSCKMA KoAeKe yoerawosuawefch NpakTukin (Zanese -~ TeXHWYSCKUR  KOIers)
PECTIPOCTRAHAETCH HE NPOLBCC KMUHUYECKNX UCTILITARNEA NerapcTBEHHLIX CPSACTE Ha HEnNOBEKE C Lefhio
rOCYAapcTBEHRON pericTDaUnK, NOCTPErUCTPaLMOHHOND N3ydenns ux aduberktuerocTy 1 GeaonacHosTy, a
TAGKE HayqHLIX WConefosaniit v paspaboTki HOBLIX METCRUB MEYehns, NPOUAGBKTUKA 1 AWETHOCTAKNI
safonesanuil vencESKa C© WCNONbIoBaHWeNM NEKAPCTEEHHLIX CPSACTE W YCTAHEBIMBAEST OCHOBHDIS
rofoseHna Haanexawel Winkuuaeckon npaktuki {nanee — npasuna GCP).

Or Hanpasnen Ha ofecneverns De30nacHOCTY W ah@EKTUBHOCTY NEKAPCTBESHHLIX CPSCTH W
rapaHTvpyeT, 4To NeKapcTBeHHOS SPegCcTBO NpoWwno Hajgnemalwm odpazom MayqeHue Ha JYenoBeke B
KauecTRe CyOberTa KCTblTEHWE.

Hapnexawas WINHIHEcKan NpaKkTuka yoradasnusasT Tpebosakns K NraHnpoBaKuo, NROBSASHNIO,
DU@HKE Ka4eCTES M JOKYMEHTUPOBARWKD DEVNETATOR KITHHVYSCKX VCNBITARKA NeKapcTBeHHbIX CHeHcTR.

Lens HacTosilers TexHUMeCKOTrO KOASKCE SBMHSTCH YCTRHOBMSHME eMHLIX GO CTpaHamu
EepAs3C, Eeponelickoro Cowaa, CosguHentduivy ttatamn AMepuir v FnoHueR npagurn, uro [A0rKHO
crocOOCTBOBAETL BIAVMHOMY NDUIHAHKKD  JaHHBIX KNMHAHSTKAX WCHBITaHKA NexapcTBeHHblY CDeACTB
YNOAROMOYEHHBIMY ORFAHAMY HAIBARHLIX CTPAH.

Hacroswuiz TexHuyeckuit wogexs paspabovan Ha ocwmosammun ICH GCP - Pykosogctea no
Hannexalujen knuHw4eckol npaktuxe (Guideling for Good Clinical Practice) MexayHaponHoit kxongdepeqiim
no  rapMonuzaume  TexHuveckux  TpeBoBaHWiE K perdcTpauuy (DapNMaleBTUYeCKuX  NPOAYKYOR,
npeaHasHaveHeiX A58 npuMeHeHus venosekom {International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticais for Human Use, ICH), koTOpoe, B8 CBOK odvepelb,
paspalictado ¢ yqeToM Aehcteyloumx tpeboaniril Magnex@iued winkHnueckol npakrmke Eeponelickoro
Coweza, Coeppsestwix LHrartos Asepurn v Anonumy, @ Take Apcrpanun, Kawanwst v Boemaproi
opranaalum spascoxparerns (BO3).

Faspen «OBnacts NEUMEHEHWAY W TEKCT OCHOBHOMD ZOKYMEHTA COOTBETCTBYIOT TIOMOKGHIARM
pykosoncTea CPMPACHM35GS (EG(R1)) [6], uanoxeHHmM BO BBEASHKK KU pasgerax 1-8 ¢ conocranumMoi
Hymepaumen nysxkToR. Tor 9TOM A58 COXPAHeHUS CONOCTABUMOR HYMEDILMK TEDMUHE! N ONPELeHcHNs 13
pazgena 1 npueeneHk NO adrnwickomy andasury. Kpome Toro, nogpasgenst 7.4 w 7.5 pykoBoicTBa
CPMPACH/35/95 (ES(R1)) 6] B8 Hacrosuew TEXHWMUECKOM KOABKCE BbiMECEHn COOTBETCTBSHHC B
npunoxeHns A u b,

TekcT, COOTRETCTRYVIOUMA HOPMATUBHLIM JoKyMenTaM Capocowaa B Hactu pykosoacts [5], [6], [71w
AOKYMEHTALIMM NO KOHTROND kavectsa (Npunowedws O, E, 1, M, H, O) npuseged wpudtom rapHuTyph
«Arialy. HaluoRanoHsie QONONHeHWS 1 peHakUROHHEE M3MEHEHWA TekeTa pyroeogcTtaa CPMPACH/135/85
(EB(R1Y) {6] npusepedbl WPKDTOM rapHUTYDbl «GeoTgian, 8 TAIKE BbiHeCeHsbl B npuinoxenna B, I M 3, W,
K.
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TEXHUYECKWA KOOEKC YCTAHOBUBIIENCH NPAKTKKA

BarTY
KA

HALONEAKALLLAR KNTMHWYECKAS TTIPAK
HANEXKHAHA KINHIYHAR HPAKT%::IKE
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QOnacTh NPUMEHEeHNs

HacTosmilt TexHrMecKUl KOJeKC YCTRHOBMBLUBRCH nAPaKTUKK (Janee - TEeXHWMECKWHN KOLEeKC)
YCTAHABMMBAST OCHOBHLIE nonmuenus Haanexwaiwed wniunvdeckod npakTukw v obuwme tpefosanus no
MR MPOBAHWID, OPraHUaaLn, NPOBEAEHNID M AORYMEHTANEHOMY OHODMASHNID KITUMHNYECKUX WCHbITaNWA ©
yuacTHeM uvenobeka B wadecTBe cybbekTa, a Takke K NPSACTABNSHUID DEe3yNbTATOR  KITUHWHECKUX
UCHBETAH®E, UX MOHUTODYHIY, BYAWTY KU WHCHexTnposadnio B cooteercteur ¢ [1]. Cobniogenne yKazaHHoro
TEXHUMECKOTD KOABKCa CRYIMT AR 0BWecTRa rapantvel Toro, ¥Te npasa, 0830nacHocTs 1 BRaranonyyue
CYOLEKTOB  WCOLITEHWS  3aUMUIeHbl,  COFMAaYINTeR ¢ NPUHLUMNSME,  3ANOREHHLIMYM  XeAhCUHKCKOH
aexnapauned BeeMmuproi mequunHekod accoumaduy (BMA) [10], 1 470 gaHHble KUHBYScKorg UeniraHUe
LOCTOBEPHL,

Hacroamul  rexsHyeckHMH  KOMEKe PACHPOCTDAHRETCH HA  TOCYUAPCTBEHHBE OPraHH3HNuy
SAPAROCGKPDAHCHMS, B EKOTOPRX NPOBOUATCH KIMHHAYSCKNES HCNBITANRA NEKAPCTECHUEBIX CPERCTs (j,w.?'iee -
KHHHHYeCKIS HCJ."H;»I‘I‘&IHHH), KOMHTETS, 180 9FHEL, EDESUDHATYA, OPTAHMIalyy ¥ VUDEKIeHWE, KOTophe
paapaﬁam;mam’r B (HJ’IH} C@pﬂﬁﬂf) HPORSBOAAT MACKADCTHEHHDIC CPEACTRA HA TCDDHETODHH Pecuyﬁmn{n
Beﬂapye!ﬁ, HE3ABRCHMO OT BEAOMOTREHHOIO MOAMANEHIIN B {b(}pM CO@GI‘BG:HHOCTH, Ha HaYUYHO-OKCICPTRDLIC
OPraBH3aiid i YUOAHOMOUCHRLS OPTAanDl, a TAKKS Ha MU, OCYIGCCTRAMIOMAX MOBHTODWHE KAMHHRCCREY
IF{CHMT&HPH"JI, AVAMTCPOR H HACHEKTOPOs, HPOBOIMHINX aVIHT B HACUCKTHPOBANNE KENEHYCCKHX 6.‘:13, #
GKCIIEDPOB, OCYEISCTRIEOIGHEX  ORCHepTHIY B Xoje IEDGEEEHEA I”O(Ly}.ILapCTBeHHDﬁ PEFHCTREEHE
{uepeperneTPalH) HekapeTBeHHBIX CPOACTE.

H&CTO:‘IQIP}'I‘;} ’l‘BXHH‘IEC'iCP!E;i KOZOKC HE pacHpoCcTpaHAeTcsd Ha HOKAHHIIeCKHe WCOICHAOBRHIA,
HCCHACHOBARNA 0 NSVUYCHHI MEXaHH3IMOR ;1(’:13'!(‘,‘}‘31/{}] JACKAPCTBCHHERX CPEACTE Ha MOACNHAX HaTOAOTEYCCEHEX
COCTORII ¥V HWNBOTHRIX X in vitro m ux @H'}KEQ“XHMII‘!(’GK}{X NAPAKTCDHCTHE, Tp{}@(}]?ﬁ}fiiﬁ K ROTODLIM
NPEBCICHDL B ADPYIUX HOPMATHRHLIX NPDABORBIX AKTAX H TEXHIECKHX HODMATHBELIX HPABORDLIX dK’i‘dX

Tpebosanuna  HACTORILEIO TEXHUMECKOTO KOAeKCa JJOIMKHb  colnogarthes  npu mpoaeaeﬁmw
KITMHUHECKNX  MCNBITEHME  NeKapCeTBeHHBIX  CPEICTE,  pPESYNbTAThl  KOTOPbIX  NPeSCTaBnfiioTeA @
Pecnybrinkanckoe yHutaphoe npefinpusitre «ledtp skcneprus v vccnepoBaHnil 8 34paBOGKpEHEHUN»
(hanee — YNoNHOMOYEHHAR OPFEHUIAUNS) BHE 3aBUCHMOCTY OT TOFO, BRITONHSHOTCA 5T UCMBITEHNR C LSl
NoOCHSAYIOUWER FecyBapcTBeHHol PErMCTRELMM, N B paMKax HAYYHbIX MEOULMHCKUX WCCHenoBaHni, win
MCAkTasulk  BuosksrBaneHtHocTH.  TIPpUHUKNAL],  YCTAHOBMNEHHMES HBCTORKM  TEXHUMECKAI | KOOSKOOM,
NPUMEHMMSE TEIOKE 1 K HBIM KIHAMSCKHM KCTILITAHEAM, KOTODLIE MOIYT ORA3E8TL BNUSHWE Ha BelonacHDCTh
v Snarononyyle YenoBeKd, BeICTYNAOWETC B KaMeCTBe CyDbarTa HebiTaHus,

1. Tepmuubi 1 onpeseneHun

B Hactosuem TEXHWHNSCKOM KOLEKCEe WCNONLICRAHB TEepMUHE!, YeTaMoBnewssie 8 (1231 ©
COOTBETCTBYIOLLIMMU ONPEaENeHUsIMA.

Hioke npusegeHsl  ONPeABNSHHMS  TEeDMUHOR, JONONHATELHO  MCHONbL3YeMbIX B JEHHOM
TEXHUYECKOM KOASKCE. TepmitHe M8 aHrmMiciom A3blKe, COOTRETCTRYICILME CTaHAaDTHI0BaKHEIM B [ABHHOM
pasjiens TepmnKan, fipuBeasHl Ha ocHosanny [6].

1.1, [loBounan peaxuus; NP (adverse dmg reaction; ADR) - B pamkax KIMHAYECKOro
MGHBITRHWS  HOBOTO HEIBDLMCTRUDORSHHOMY NeKapCTREHHOIC CPeACcTRa WM &8I0 WEYYeHUs 1O HOBLIM
MOKAJAHNAM K MEDULNHCKOMY RRUMEHeHNO, K Noboutbinv DRaKUMAM HE NEKEpCTESHHO: CPeACTS0 cnenyey
OTHOCHTE:  BCE  OTPUMUATENBHBIE W HEeNpelHaMepeHHble PEAKLMK, CHRIAHHLIE ¢ ApiMeHeHnEM
NEKapcTBEHHOro CReacTea & mobolt no3e, ocobedHs B CNyHase ecny ero TeRanesTHUECKKE JOsk TOMHO He
YeTanosnen, OnpeneneHing «CBAISHHBIE © NPUMEHESHMEM NEKIPCTBEHHOIC CPEOCTBa» OIHSU3ET, |TO
cyiecTeyeT x0Ts Obl MUHUMANDLHAA BOSMOMMOCTE HANMUUS NPWUMBHO-CNSACTBEHHOW CBABKM  MENaRy
NEKAPCTBEHHBIM CDBOCTACM it NOSOUHOW DRAKUMER, T.6. B3aUMOCBR3E HENB3A MCKIIOUMTD.

B OTHOWEHKM 3APErrcTMPOBAHERIX FMEREPCTEEHHBIX COBATTE B PAMKEX KNUHWSECKNX UCNLITARWA K
MoBOYHBIM  PEAKLUMAM K  JIeKApCTBEHHbIE  CPeAcTBa CNEAYST  OTHOCHTL  OTPMUaTentHyio  #
HENPELHAMEPeHHYID DESKLWID OPTaHMIME MENOBEKE, CBRAIAHHYIO C NPDMMEHERNEM NeKapCTBeHHOre CpeleTaa

6
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B 038X, O0bIMHO MCNONBAYIOLMXCR O718 NPOMUNAKTHKA, SUarHOCTIHK iy Nededns sadonesaHni, unu B
Liedss MoRMUEaLI e r3NonorMuackux MyHELUMRA (CM. QoKyMenT [41°).

1.2, ToBouroe senesue; N (adverse event: AE) — noBoe HeBnaronpuaTHOe UaMEeHEHME B
COCTOAMUK 3L0POBLA HOMLITYEMOIG, KOTCPOMY HA3ZHBYaNOoTh NEKEpCTBEHHOS CPEACTBO, HeSABUCHMO OF
HAMAUKMS APUUMHHO-CIIEACTBEHHOR CBA3W © ero npumensHinen. Tlog noDouHbiM ABNEBMEM NOHWMEKTCS
mobole HeGRaronpusiTHEIE W HENPeHAMEDEHHLIE CUMMITOMBI {BKFIOYBR NATONOMVMECKNE NIMSHEHWH
naoparopHelx noxasatenai), wanodul Uitk 3aoNeBaqns, KOTOPLIS CBREEHE! BO BPEMEHN ¢ NPUMEHSHIEM
KCABITYEMQrO NEKapCTBEHHOTD CPEACTRA, He3aRUCMO OT HArM€us BPUHMUHHO-CNEACTBEHHON CBA3U ¢ ero
rpumMeneHuen. (G, qokyment [4]).

1.3, Tonpaska {(k nporpamvme {(nporokony)) (amendment {{o the protocol)} — oM. TepMur
1.45. anonpapka ¥ NpOTOKONY».

1.4. Coorgercreywniwe  Tpebosanua  3akcHodarenwotves  Pecnybnnkw  Benapycs
(applicable regulatory requirement{s)) — zakomnl Pecnybrnin Benapych, NONOMEHWA HOPMETHBHLIX
NPEBOBEIX BKTOB U TEXHUYECKUX HOPMATUBHO-TIPABOBLIX AKTOR, PETYIIMDYIOUIME MDOBEREHUE KITHHUHECKUX
WCHBITARKE HekaporeerHLIX epeseTn B Pecryinuke Benapyee.

1.5 Opnobpexue {(NPUMEHWTENbLHO K KOMWTETY N0 ITHKE MCCNeOOHATENLOKOVO UeHTRa)
(approval {in retation to institutional Review Boards}) — npnHaToe KOMUTETOM 1O 3TUKE FOCYLAPCTBEHHOR
OpraHnzaniy 3APABOOXPAHSHIS PELBHIE, NOATBRKAZKILES JHCNEPTHYIO DLEHKY NROrpaMmbt (NPOToRONE)
KITMHUNECKOTO  MCHLITENMS ¥ SBMSIOWISECH  DaspellucHUeM Ha  ero  NPOoBEMeHME §  A3HHOM
UCCHIBLOBATENLCKOM LRHTRE B COOTBETUTBMK GO CTAHQAPTHLIMY ONEepauloHHeivi npoueaypamn (COM
koMuTeTa No  OTMKE, & Tawke npaswnamy  Haanexalwed «anHuueckol npaktukn  (MKIVGCE) w
COOTBETCTRYIOLMI TPeBOBaHMsIMK 2aKOHOARTENbCTEE PecnyGnuku bBenapycs.

1.6. Ayaur {(audit] — cucTeMaTUHECKad W HEIABMCUMAER TPOBEPKE  YHOAHOMOUCHHEIME
KPHAHYCCKHMEA H (i)lfli?;H‘-I{i‘ﬂKHMH JARAME AOKYMEHTAUMM 1 ASRATSNEHOCT BOBNSHEHHLI 8 NROBeLennse
KITMHAYECKOTO WCTILTAHWA YHACTHIUKOE, ANS NOATEENAEHKS (DakTa OCYLBeCTRNSHNS 3T0N JledTenbHocTA, 8
TakKe A8 OGUBHKM COOTBETCTBMS npoueayp cBopa, ofpaboTks ¥ NPeROCTABNEHWS  PeaynibTaTtoes
TpefoandaM  nporpaMmel - (npotoxona)  keneitanna,  COTL HKTVGCOP o ukpix TpeBoBammni
sakoHoparenecTes Pecnylrv benapycs.

1.7. Geprudpwxar ayoura laudit certificale) — [OKYMERT, COCTAENSHHBIM ayAnTOPOM B
NOATBEMHASHNS (DAKTA NPOBSABHNUR ayANTA,

1.8, Oruer o6 ayowre {audit report} — NUCHMEHHCE IAWNOUSHBE O PE3YALTATEX ayAwWTa,
COCTEBISHHOE AYAUTOPOM JBRBATEIA,

1.8 Howymesranbroid cnepn {(audit trail) — gorymenTayns, NOIBONROWAR BOCCTAHOBUTL XOA
KNMHWHECKOTD WCTILITaHUS,

1.10. Crenoifmacsuposanistit merog (blinding/masking) — MeTon, NpK KOTOPoM DHHOR Wrv
HECKONBRAM YHACTBYIOWHM B KITHHUYMECKOM KCHBITaHK CTOPOHAM HEU3BECTHO, KaKOE NENEHKE HABHAYEHO
ucnwityemomy.  TlpocToil  cnenoll  MeTop NpesycMaTDUBSET HEOCBECMIIBHHOCTL  MCMLITYEMbIX 0
HASHAYMSHHOM WM BWHE NeuYsHud, LBOHHOR crenoll weToR NoJIPAasyMEeRasT  HeOCBEOMNEHHOCTL
UCOLITYEMBIX, WCCRENoBATenetl, JIKl, CCYLUBCTENRIOWIAY MOHUTODMHT W, B HEROTODBIX CIWYEsK, I,
BLINOIHAIOLNX CTATHCTUMECKYD 08paboTyy AanHsx.

1.11. MnauekayancHan peructpaunonsar kapra; MPK (Case Report Form; CRF) — pokymenr
HE DYMBXHOM, SNEKTDOHHOM UMY ONTUHECKOM HOCHUTENe, APefHAIHAYEeHHLIR ANt BHECEHHS B HErD Beel
MHBOPMALMY MO KEMIGOMY KCNLITYEMONMY, MPSAYCMOTPEHHOR NPOrpamMMo#d (NPOTOKONOM) UCHBITAHUA U
NnoAnexael nepenaqe aansuTeso,

1.12. Knusumueckoe wenmivauune {clinical trialfstudy] — voenbiramie, NPOBOIAULIBECH Ha vernoBeke
B UENSX BLINBNEHUA WK NOATEDKASHUS KNMHUMeCknx croicTl {(DesonacHocTh n (wim) atiherkrusHocTr)
MCCTIEAYEMBIX NEeKaDCTBEHHLIX CPOACTE W (MW} BLiNBReHUA NOGOWHLIX PEakuWl Ha NeKapCTBEeHHDIE
CPEACTBa, U3YHSHUR BoaCKIBaHNS, pacnpegeneHis (a Taike metabonnama) i BuIBEAeHUR MX U3 OpraHrkama.

1.13. OTver ¢ KnmHnueckom vonbivanuy {cliniczl trialstudy report) - npencrasnedHoe B
MMCHLMEHHOM  BUAE  OIIMCAKWE  KNUHWMECKOrD  WOTILITAWKMS  KaKOro-nuBo  TepanseTryeckoro,
NPOEAAKTUYECKOrD UM AMarHOCTHUECKOTO NekapcTREHHOTO CPeACTBA © YHACTMENM YENOBeKE B KaYeCTEe
NCORITYEMOrS, oDbeARHRIOWES KIPHWUSCKOS | CTATUCTUMECKDE ONUCAHWE, NPSACTABISHNE JarHBX ¥ uX
aHanua (cu. gorymeHt {519,

1.44. Tipenapar cpasrennn (comparator {product)) — 3APSTUCTRUROBAHHOE NRKSPCTHOHHOR
cpedcTso (1.2, AKTUBHBIA KOHTPOIML), Wi NaUEto, NCRONLIYEMBbIE SNR CPEBHEHNA B DEMKAX KAUHWYETKOIG
vonwirarns.  Ilox wranefo HOEMMAIOT JeKApPCTBEUHYIC (opPMY, HE COUCPARAMVID DADPMIKOAOTHYECKY
SITHABHLX HETPCAHCHTOR, DDRUMCHACMYIC AL OHDCHOTICHAA MOTHIROH KIRNHHYCCKOR B(b(bﬁm‘ﬁal{oc*rﬁ "
Bes0nACEOCTH WOCTEAYEMOTG JICRADCTECHBOIO CROMCTEL; HDH NPORCRCHHY CHREIHIX HOTBITARHH lﬁ'f{{iﬂ,ﬁ‘ﬁﬂ

: B PAMEKAX HPOBEJOHNA MEXJIVHADOIHRIN MYIRTHIEHTRDOBRIX HCIIBITAH JER | DCKOMEHIYOTCH HOMLI0BATHCA
VEASAHHDBIM JOKYMEHTOM. )

2 B PAMEKAX JIDOBUSHVE MOKIVHADOLHLIN MYALTRIEHTDOBLIX HCIIRITaNK # PEROCMERIVETCA TEOTHI0RATLCA
VEAZAMBLIM JOXYMOQIITOM.



TRII 184-200% (02640)

H3roTapauBaxyT TaxyuM 06})21'30M, wrobbl €0 HeAb3H D0 OPIRUNTE OT HCCHASHYEMOI) NeKAPCTRERHOID
CPEACTRA WA AKTHRHOUO KORTPOIIL (B CIIyHac IIBK.‘JffiIﬁIO"J.'O MACKHDOBAHUS )

1,15, Cobmoneune  tpeboBaduél  (DPMMEHMTENLHO K KNUHUYECKMM  MCHbITSHUAM)
{compliance (in relation to triais)} — cTporoe cobnpeHE BCEX CBATAHHLIX C KITMHUYSCKAM HCARTaHNEM
TpefosaHri sakoHofaTenscTea Pacnybnuius benapyce, HKIV/GCP,

1.16. KoudmpeHumnanshocTe (confidentiality) ~ coxpanernune 8 Talire or HeYNONHOMOUSHHBIX
TIAL MECOPMaLIMM, RRMHaATNeKAWEN IE9BUTENRD, WAk rHOOPMaLNY, NO3BONSIWER YCTAHOBUTE NUMHOCTE
KCALITYEMOrO,

1.17. Doromop {contract) — nUcEMEeHHOS, OaTUPOBAEHHOE ¥ NOATMGAHHCE COrNALLBHKe Memay
Seyms  unu Sones  CTOROHAMMW, KOTODOE oNpenendeT kakve-nubo  HOTOBUPSHHOCTH, KACALIMECH
pacrpeseneHus obvema palioT 1 chR3aHHoCTER NPW NPOBEASHIAY KIMHUYIECKOTS NCNBITAHWS (B TOM HWHCNE 1
(PUHARCOBEIX BOTIPOCDE).

1.18. KoopawHauronnbil komureT (coordinating commitiee) — KOMUTET, KOTOREHA MOXaT BriTe
OpraMu3nagH 3anRsuTenen ANnd KOOPAMHALMY NPOBEASHWA MYNbTULUEHTROBOTO RITUHAMECKOD UCTILITAHKE,

1.19. MeconeporaTenb-koopannarop  (coordinating  invesligator) -~ Wocnegopsrens,
aTBEMAICLIWA 33 KOODAVMHAUMIC ASATEeNLHOCTY UCCrefoBaTenail B PARANMMHGIX LEHTDEX, NPUHHMMaIoUMY
VHECTIE B MYALTULEHTPOBOM KNUHWISCKOM NEALITaHN.

1.20. KoHTpakThana — McchepoBarenbokas  opranuzdwmsinuooe  (contract  research
organization; CRQO} - oprauyazuvs  (KOMMEDYECKas, HEYYHO-UCCNBJOBATENLCKAS WU APYras) Wi
hMAMYECKOS NULID, KOTOPbIE B PAMKAX JOrCBOpE C 3AfABVTENEeM BRINOIHSIOT oany wiv Bonee uz ero
GBR3aHHOCTER M (BYHKLIMA, CBHIBHHBIX C NMPOBSASHIEM KITMHNYECKOFS VENbITaHKA,

1.21. {pamoit gocryn (direct access) — PazpelEHNe JaHH0E KCCNEH0BATRNLCKUN LeHTPOM Ha
MayueHie, aHanni, npoBepry 1 Kenuposadme AGuix 3aMMCel » OTHeTOB, HeoDXOMMMIX ANS GUEHKM
KIMHWMBCKOTO MCHLITaRWA. Bece nuua, umewre npaso npaMmore AoCTyna (Hanpumep, npescTaBueni
HELMOHBIBHE UMM UHOCTPEHHBIX DEryfSTOPHBLIX OPraHoR, NMULE, OCYIIECTBIIOLUNE MOHWTODWUHT #
AyOWTOPLE IARBWTENN), AOIMKHBE ARKHUMATL BCE MEPH BPSLQCTOPOKHOCT ANd cobmonenus Tpefosanui
3BKOHOASTEMNLCTBA 10 COXPAHEHMIO 2HOHUMHOCTA KCNBITYEMBIX M COXPAHEHKID KOMDMASHLKaILHOCTY
MRDOPMELINY, NPKHAANEKALUEA 3anBUTeMO.

122, Roxymentauws (documentation} - sce sanuon B moboll dopme {(BrMoYas aanucy Ha
BYMENHBIX, INSKTPOHHBIX, MAFHUTHBIX WA OITTAYECKAX HOCUTENAY, CKAHOTDAMMbL, DEHTTEHOBCKAE CHUMKML,
SMNEKTPOKAPAHOTPAMME! ¥ T.01}, KOTOPLIE OnUCHLIBAINT NWBC RETVCTPUPRYIOT METOAL, NpoBeeske n (unu)
PE3YNLTATHE KIMHUYECKOrO MCNBITAHWA, 8 TaIHE SAWSIOUME Ha Jeopirarue QakTophl U BhiNONHeHHbE
nercrana,

1.23. OcHomrbie QOKYMeHTH (essential documents) — fokyMeHTBI, KOTODBIE BMECTE WK No
OTRENBHOCTY MOSBOARNT OUEHKUTE NPOBEABHUE KIMMHWYECKOTO UCNBITAHNUA 1 KEUSCTBO NOSYHEHREIX aHHbIX
{cM. paspen 8 HACTOALEro TEXHUHECKOIO KOLBKCa).

1.24. Hapnew@uan wnuxnyeckan npakruka, HKN (Good Clinical Practice; GCPy -
COBOKYIHOCTE HPABAN 110 IVAHEHPOBAHMIO, BRIOINCHIIK, KOHTPOMIO, OUCHKE H JORKYMEHTHDGBANRIG ’
PE3VABTATOR WIRHBEICCHX MCHLITAHH ACKADCTROHUBIN. CPEACTE. HAensietcs apaHmei& ACCTOREDHOCT U
TOUHOCTH NOAYYSHHEIX ASHHLIX 1 NPBACTRBNSHHLX Pe3VNLTATeR, eOeCcneynBaseT 3aWuTy nNpas 1 300posks
UCHbITYeMBIX, 8 TalKe cobnmoaedne KOHGUWASHUNANBHOCTH M0 OTHOLLIEHWID K HIM,

1.25. KoMKTeT no He3aBWCHMOR OUeHKe pelynkraroB uonbitanus (Komurer no ouedxe
PEsYNLTATOR ¥ Gel0NacHOCTH UCHLITAHMSA, KOMMUTET N0 MOHWTORWHIY MCHLITRHHA, KOMHTET HO
oueHxe peaynbraror uenboitanun) (Independent Data-Monitoring Commities; IDMC (Data and Safety
Monitoring Board, Monitoring Committee, Data Monitoring Committee)) — komMuUTeT NO HE38BKCKMON
OLEHKE DEIYNBTETOB HAMHMYECKOrD HCNLITAHUSR, KOTODLIR MOKeT GbiTh OPraHW30BEH 3ASBUTENEM MR
NEPUOAUYECKOIT DACCMOTPEHUR XOHA KFIWUHIMECKOTD WCHLITaHAS, JaHHLX 110 De30NaCHOCTI NEKaPoTEEHHOID
CPEefcTBa, OCHOBHLLG noxasarenah ero adpdexTwBROCTHA, 2 TAKKe LMNA NMOLIoTOBKM DexoMeHgauwih ana
3agRUTeNnR 0 UenecooOpasHoCTH NDOMOIDKEHMS, NPEKPAILSHWH WCHBITAHWS W BHECBHWS 8 HEro
UIMEHEHA,

1.26. HesamwnvepecoBaHHbié  caugevens (impartial  witness) - duanveckoe  nuLo,
HEeNPKHYACTHOE K NPOBSASHWIO KNMHUHESCKOTO MCNLITBHMA, H2 KOTOPOE He MOryT OKasaTh AasfeHue
YUECTHUKM  KNWHWMECKOIO WMCTLITAHUA 1 KOTOROE B CHYYae, 8CiM UCNLITVeMbil vk 8rg 3axoHHBbIR
NpSncTaBrTEb BCNEACTBIE BO3PACTa, (DMIMMECKMX HeqoCTaoB, DONEsHM UMK HErpaMOTHOCTM HE MOMHET
COBCTREHHOPYHHO NOANKCATL MOPMY KHROPMUPLBRHHOTO COMNECKHRA, NRNCYTCTBYET BO BPREMSA NOMyYeHius
NHPOPMAPOBAMHOID  COMMACKHS, & TaKe 334NTbIBAeT TeKCT (POpME  cormacust w nbyw  apyrymo
NPENCCTABIREMYIO NCRLITYEMOMY MHhopMaLmio.

1.27. Komwrer no srmxe; K3 (Independent Ethics Committee; 1EC) - wesapmonmeii
ARCTEPTHBH copeT, RelcTRYIONm Ha VPORHE TOCVAAPCTBEHHENH OPraHM3aAIiiI 3APAROOXDAMCHIN, KOTOPRIT
PARCCMATPHBAST BORPOCHEL oDecHeucHUs Upas, GesolacHOCTH H OXPAHEL I0poBLA  (DHIAYeCKuR JH,
YHEACTBYIOWINX B KABEHYCCKMY HCHBITAHHAX, ()21()6}3}1('3'{‘ IFpOrpasMMy (’111)0’1‘01(01{) KIHHTYeCKHX noenbrragait o
NOCAESYEHINE JIOHPpaBk K I'I(?f;L G,".'l;OﬁpH&‘:’P EaHHIETYDLE !’ICCJIQ;EOB&’Y@JI{}I“I " OHAJIAYHE yx:m}rmi& B
TOCYHAPCTBEHH MY OTTaHH3AIHAY 3UPARGOXDEHCHMA U UPOBCACHBA KIIRHHYeCKAX HCHBITAHR i,
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MpasoBoit CTaTYC, COCTER, MYHEUMN, JEATEMBHOCTL KOMUTETOE N0 S3TUKE, & TRKWE OTHOCHLLMECH «
HUM HODMATHBHBIE Tpebosarus He [HOMKHLI NpoTUBOPpeHYUTE nonowerwsm HKIVGOP, wanowxenHoim B
HACTORLIEM TEXHWHECKOM LOLEKCe,

1.28. Ungopmuporannoe cornacue (informed consent) — npouenypa © NOMOILBLIO KOTRPOW
UCHbITYeMeit A0BPOBOMLHO NOATBEDKIAST OBOS COMMAcHE Ha YYacTHe B ONPeASneHHOM KIMHUHECKOM
UCNBITAHMI NOCAS O3HAXOMASHNMS CO BCEMU OCOBEHHOCTAMM WCMLITAHWA, KOTOPLIE MOTYT NOBAKATE HE €ro
peuerns. MHDOpMUPOBaHHOE COrnacne AOKYMEHTANLHO GhOPMIRETCH NOCPEasTEOM COBCTRSHHOPYHROIO
NOAMRCEHWA W DATUROBEHWA ROPMB COTNATKA.

1.29. Uncneruun (inspection) — nponeaypa odurnansaoll NPOBEDKE ZOKYMERTOR, ToMeIneri,
3&11‘1‘5*1(28%, a Takwe MATCPHaIOB, PACCMATPUBACMDBIX KAK OTHOCAINHECH K KARHEMECKOMY HCOLBITAHAK H
HAXOANIMXCH B HCCASAOBATENLCKOM HEHITPE, V¥ ZaHBUTEAd BAR  KOHFDAKTHOR HOCISHORATEABRCKOH
OPUrAHHBALHE, KOTOPAS OCYIIRCTRALeTCH MPeACTAERTeAAME MuntcTepersa 3pasgcoxpancimt PecryBanku
Benapyes v (o) PeonyBMraHekoro yHarapaore npeyupaarug «1ewrp sxcnepraz @ Henbwmasnil »
BAPABOOXPAHEHUN» (B TOM HHCIe AKCHEDTAME KOMICCHH [0 AeKaDCTBEHHBIM CPeaCTBaM) ¥ PeryLTIOPHBIX
OPTAaHOB  3apyOeMmHBIX  CTPAH-YHACTHMI,  KAMHEYECKOTO  HCUBITAHWA,  BCAXIOIIAX  BOIPOCAME
BEPABOOXPARCHUSL.

1.30. Hecsepowavenseruit nenrp (nstitution {medicall) — rocymaporsensan oprasusaiims
AOPABOOXPAREHNAL, OHpeneseMas MunperepereoM sapasooxpadenns PecnyGanru Benapyes, 8 koTopoi
MPOROHSTCA BINHATCCKES HOIBITAHI.

1.31. JKCNepTHLIN COBET UCCNEHOBATENLOKOID HenTpa; SCUL (Institutional Review Board;
IRB) — cm. TepM#B 1.27. «KOMHTCT 00 STHEe», B paMirax Hamnewamedt rowHwveckoll npawraxy opu
LUPOBEJEHEN MYIBTHICHTPOBEIN HOHBITAHNE BRINOMEICT POh KOMBTETA 10 9THKE B HeHTPAX, HeACTEYIOIIHX
ta repparropun CIHEA.

1.32. MpoMexyToOHHBIF OTHET O KHUHYYeCKoM MenbiTanuu {interim clinical trial/study report)
— OTHET 0 TIPOMEXYTOUMBIX DE3YNLTATEX ¥ WX OLEHKE, OCHOBAHHBLI HA aHanuie, NPoREeHHOM B X0Le
KIUHIYECKOID MCHBITaHUS,

1.33. Hcentepyembtis npanapart {investigation product) —~ nexapeTReHHoe CPRACTRO, KOTOPOS
COREPIKAT ARTHEHOC BEIIECTBO B onpefesenBoll nekapeTsensoft Qopme, SRISETCH HPEAMEeTOM HOIBITAHIS
KJIE HOHOULIYETCH 18 KOHTPO/IH B DAMEAX KAMEHUSCKOTO MCIIRITAHNA, B TOM QHCAS! SaPeTHCTPEPOBAHEOE
JERAPCTBOHHOE CPENCTRO, € CHOCOO ero MeHIHHCKOrO NPWMEReHN, Rexapersennas opMa wim
JOSHEPOBKA OUIHYAITCH OT VIBSDAEHHBIX HPH TOCYIADCTBEHHON DeTHCTPAIHE, A TAKKe, eI OHO
BAABAAGTCA AN MeANHHHCKOTO UPHMEHESHHN II0 HOBOMY HORANAHMEI W HSYUASTCA ANA IOAYYeHHHA
JOIIHWTENBROE BHGOPMAITNY 10 PAHESE VIBeANeHHOMY IPH TOCYRAPCTRECHION PDErHCTPARIIN TOKAZAHIIO,

1.34. Mecneposarent {investigator) — dwuanueckoe nulo, HeCcylUese OTBETCTEEHHCCT: 33
MEOBSASHRE KIMHWSECKOrD KOTIGITEHUR B WoCHSA0BaTeNLeKoM ueHTpe. Echv uenbrraune nNpoBoguTes
KORNEKTUBOM  COTPYOHWKOE  UCCNSROBATENLCKOIC  LEHTPa,  WCChejoBaTenesm  (OTBETCTBEHHLIM
MCCReOBATENeM) ABIAETCR PYKOBCAWTE ML KorekThea. Cm. Tawke Tepmiar 1.56 «cybuccnenoparensy.

1.35. Mecnegomarenniucernenosarensckuit  denrp  {investigatorfinstitution) -  Tepmus,
O3HAYBIOWNR YTO onpeleneHtbie MYHKLMY N0 NPOBEASHWD AEHHOTC SCNerTa KNHHWYETKOrD NCrbiTaHAs
MONKET BLIFONHATE KaK QUIMYEcKoe NULO, Tax W roCyRapCrBeHRas OPraHA3aLUna anpasooxpaneHis, rhe
NPOBOANTCH KAWHUYSCKOE WOTbITaHue.

1.36. bpouwwopa wccenenogarens, BW  (investigator's brochure; IB) - pedeparustoe
MINOMEHNE PRIYRLTATDE KIHHWWECKOrO ¥ SOKNMHUMECKDID KIYMEHWS YCCHNSAYEeMOro NEKENCTBEHHOIO
COBACTRE, MMEIRLIKX IHAYSHNES [ er0 NOCNSAYIOLIEro MCHLITAHMA Ha Yenoaeke (CM. pasien 7 HacToswero
TEXHHUECKOID KOLEK ).

1.37. 3akounwih npencrvapurens (egally acceptable representative} — duswaeckoe nnw
PAGUMECKDE TMILIO UMBIOILEE B CHMNY 33KOHA NPaBO OT UMEHK NOTEHUMANLHOIG WCNRITYEMOID [ath
COMNSCUE Ha 8F0 YHaCTHE B KIMHUMEBCKDM UCNLITaHWKN.

1.38. Monmwropusr (monitoring} — NPOUSAYDE! BHYTPEHHEIQ KOHTRONS  YIHONHOMOUEHILIEK
NPEACTABUTENAMY 3BABUTENS 38 XOAOM KIMHWYMECKOro wenbiratust i obecneuenunn ero nposegenmns, cbopa
Aavrbdt 1 NPEACTABNEHUA PE3YNLTATOR MCNLITAHUS COMMECHO MNporpamme  (POTOKOSY) KNNHUMBCKIX
neneiranui, CON, HKT/GOPR v nopmaTuamem npasoewiv akram PecnyGnvwe benapyce.

1.39. Graer  no  smoddropudry (monitoring  reporl)  ~  nackMensell | oTyeT  nuga,
OCVILIECTBNSIWIENO MOHUTOPUHE, 388BUTEMNN O KEXOOM BUBUTE B MCCHRSIOBATENLCKWA LeHTR ¥ {(Mnw)
neperoopaxnepenkcke g cooTeeTeTRMn ¢ GO sagenTens.

140, MyneTHeHTROBOe XNUHWYECKOe Menuitaume {multicentre triall — xmiHuveckoe
MCNBITAHAE, MPOBOAMMOE M0 eUHeh nporpammMe (NPOTOKCAY) B AByxX 1t Gonee Kecnef0BaTeNLoKUX LIBHTPEX
14, CHEADBATENLHY, Bones Yem OgHUM CCIEeA0BRTENEM.

1.47. Bownurmueckne ncceaepovapmi  (Hewrmuruveckoe wuwccnepgopanue) {nonclinical
study) —  KHMHUYCCKHE, @HBIE"‘EEQKH@, 631(_)}1.01‘&{'{&(2.}(.!/{6, MH.KpOﬁHOJEOFHTi@,CI{‘ te, (_bapma1{o.rzmt‘wz.ecxne,
TORCHKGAOFHYECKIE 1 MEEE JOLTANICeCKHS HOCARA0BAHN, He IPeVCMATPHBAIONNE HOIeoBannil Ha
(hH3IMTECKEX AUHAK.
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1.42. Pewenune (NPpAMEHHTSNBHO K KOMUTETY No aTure} (opinion (in relation fo independent
Ethics Commities}) ~ saodenne 1 (WK} PEXOMEHAALIMM KOMUTETA N0 3THKE.

1.43. Mexonnsd (nepanusnii) mesuumHceknin pokyment {(original medical record) - owm.
TePMUH 1.52 «NepBrYHBI® QOKYMEHTLI».

1.44. Mporpamma (RPOTOKON) KNAMHKYECKOTO HCNBLITAHKUA {protocol) — JOKYMEHT, KOTODGIA
ONUCKLIBEET HENW, 38484y, An3aifH, METOADNOMIO, CTETUCTUHECKUE SCNeTol K OPFAHWIALIMI0 WIBHAIECKOTO
WCHLITEHNA. Kpome Tofo, nporpaMma  (Npotokos} OBeMHO COASDMUT NOAYJYEHHLIE paHee [aHHbe ©
ABOCHOBANWE WUCMBITAMMA, G@CHMKW 3T¥ PASLeNs HE NPBACTARNEHLI B APYFMX JOKYMEHTAX, HE& KOTOpbIE
ASNAOTCH CChINKK B NPOrpaMme (BpoTorone) ueabitadns, [puMeHnTenbHo K HACTOSMEMY TEXHIRCKOMY
KOABKCY TEPMUH «lpOIPamMmMa (NpOToKON) KMHUHECKOrD KCTBITAHUAD NOAPAIYMEBRET RAK CAMY NPOrpamMmy
{MPOTCKON) KNMAHUHECKOro UCBITaHKs, Tak 1 NONPasKky K Hel.

1.45. flonpaska K OporpamuMe (MPOTOKONY) KAMHHYBCKOrO Menbitabua  {protocol
amendment} — onucasiie wameHeHnlh VAKX ohUUManNEHOS DASBACHEHWS TEKCTa NpOrpamMMsl (MPOTOKONA)
KITMHWMECKOTD UCTIBITAHWR Ha 3Tana NNaHupoBanis KNUHKHECKOToD MenkiTanus, Haliopa JobpoRonblUes v B
XOA€ CaMmOr0 KNMHAMECKOTO WCNBITAHWA, KOTOPhIe 3aTParvuBaiT WNM MOryT NOBMMATE HE I0CTOREPHOCTD
RONYYEEMBIX PESYNLTATOR M WOXGA KHHMNECKOTD wenbimarva, Honpapky ® aporpamme BOTIOMAOT § cels
HAPYTUEHAE 1 OTRAOHeHRA OF uporpavv (nporokona), Hapyizesss nporpamas) QIpoToRoe) KIHEHYECKOID
KHCHBITARHA ~ HIMCHERMA PEATLHON0 KO KAHEMCCKOIG HCILITEIT, KROTOPBIE 3aTParisaioT I/UII{'}V{O‘I:‘V’I‘ THOBIEHATD G
RJOCTOBERHOCTE HIOAYVYREMEX DEe3VIIETATOR 11 BOXOT FIHEHYECKOTO MO THHITH , HE [IO3RONASIOT BRAKNATL TV CHHEBIC
Hansble B agames HdxPERTHBHOCTH JAHEOTG WIHENYeCKOTO HCIBITARNA, HO MOTYT ObITh HONOMEIORARGT T AHUTH3e
GEBOIACHOCT] JNAHONG  BKIBHITOCKOND  MCTBY AR, OnoIoReHnst  oT BPOUDaAMMDL (ﬂp@ﬂﬂ((ﬁ!ﬂ) KIRHHMECKOT)
HCIBITANMA ~ OIUCAHES M3MeHerui PRAIHHOTO XOHA KIHITIMIECKOrO HCUBITIHKA B {{}{)pwa;mzimx TOACHEHTR K
IIPOTDEMME (leO‘TOi{(}JI}f‘) ENPHHYCCROD) HCHBITAHIE, BOTOPLIE He ZaTPRalHBAOT W 8 MOUYT OOBEMATE Ha
JAOCTOBOPHOCTE  FIOAVIALMbBIN DOSVARTHIOE 1 I/I(‘XO]I KAMRITHECKOrO I/ibﬂbll‘“lﬂié!}l HOBBOIEYY BIOHOYATE TOAVICHIHBIC
JAMEBIC B AHATS BCI)(i)QIﬂ'ILBHOGTH ¥ GOBOTIACHONTH J@ELEOND RARHITMECKOTO HCHDLITAH,

1.46. Obecrnieuenns KauecTES KNMHAYSCKOIs UCnbiTanmws {quality assurance; GA)} - kounnexc
CUCTEMATHUSCKUX 1 FAAROMEPHLL MEePornpUaTHR, NPpeLyeMoTpeHHeX ans obecnedysnus cobriojenys
npasun HKIMVGCP 1 TpeBosaniil HALMOHANBHOIO 38KOHOABTENLCTEBA B XONE NPOBEJEHWR KAUHUHMECKOro
ueribeTanns, cBopa AarHbX, BOKYMEHTANLHOrO oopMieHst (3anucel} 1k npejcTaslenns pesynTaTos
MCNBITAHWA,

1.47. KouTpons Ka4eCTBa KNHBMHRCKOTo neneitanun (guality confrol; QC) — metoasl v mept,
SABNAOMECH YACTHIO CUCTEMbE ODRCTNEUEHUS KaUYecTBa 1 UCIONLIYEMBIE AR NDOREPKW COOTBETCTBUA
ELiNOAHASMbIX B DAMKEX KNWHMHECKOrD UCTIBITAHWR TPOLSAYD NpefbaBnfemMuiM K M Tpebosanusim,

1.48. Pangomusauun {randomization) - npolece pacnpefeneris MCITBITYEMBIX 110 OCHOBHEIM 1
KOHTPOMBLHEIM TRYTINaM CRyJYaiiHnig 00pasomM, NOIBONKIGLMIA CRECTY K MUHUMYMY CHCTEMATUHECKYIO oMby
W NpeABIRTOCTE,

1.49. Perynaropiuie oprassi  {regulatory  authorities) -~ oprausl, obnanaiolipe npasom
OCYLWECTBANTE  PEryNaTophbie  gyritr. B PDaMKax  HacTOSWEID  TeXHWYeCKOTD KOAEKCE  TepMMH
«peryasTopHble opransiy srriodaet 8 cebs Muuacrepcrso sgparcoxpasenms PecnyOnunxn beaapyven, VI
« E_len"rp IRCIICPTHS 1 HCHBITAHNE B SAPABSOXDAHCHME Y, 4 TAKKE TOCYAAPCTECHEBIC OPraHbl Bapyﬁemﬂmx
CTPA, BOOAWIHC BOHPOCAME IAPDABOONDAHCHIA ¥ KOHTDOAA 338 KAHHEEYCCKHEME  HCORITAHUAMYE,
MEHIVEAPOAHBIE OPUaHHBANNY, VIOMHOMOMEHHLE PACCMATRNBETL MDENOCTABNSHHBIE WM KIVHAYSCKME
JEHHEIS, @ TRIOKE NDOBOLUTL MHONSKUWK (O, TepmuH 1,283

1.50. Cepoeanoe nofounoe aAsnedus; CMNA mnw cepuesawas noBouuan peaxuun; COP
(serious adverse event; SAE or serious adverse drug reaction; sercus ADR) — nwfoe
HEeGNaronpUATHOS MEAKMHCKOS NPOFBIEHKUE, KOTOPOS BHE 3@BMCHMOCTW 0T A03b NEKADCTAEHHOTD
chefcTea:

-~ NPUBCHAT ¥ CMEDTH,
NPEACTABIAET YIDO3Y AN HASHE,

- 1‘peﬁye"£' OKA3AHUA DHEIIAHOBOH !\’ie,EHIXIHHCKOﬁ IMOMOITH B CPANHOHADHLIN VOIOBHAKX HAH BDOJIeHS
TOCHETANR 3R,

- HPRBOIAAT K crofiguy aubo BRIDAMKCHHEBIM OUPDAHHMOHHAM FRABHELTIOCOOHOCTH (MHB&UIL"II{I-H){:’!‘H}

- K Bp(ﬁ)}KfLEIIHOﬁ AITOMA AR (IIOPOK}J paBE.H'FHH}

IR Tp@ﬁ}’[{)? MOBHDMHCROTO BMOIAATOALCTER AIg HPeJOTBPRANEHMA DASEHTHA NeDeTHCcaAeHabIX COCTOARIH

(cw. gokymenrt [47).

1.51. lNepauunwie gavusie (source dafa) — aca Hechxognmas onA BOCNPOVZBESEHUS KBDTHHBL
KITAHMYBCKOTD  MCTBITAHAR ¥ Bro  OUeHIM WHMODMaBUKA, COLePMaWascd B NEPBUYHLIX MEDHLIWHCKAX
SORYMEHTAX MNY WX JBREDSHHLN KOMMAX, KOTOPHI® OTHENAKT DesyNLTaTht KIMHRUECKOrD obCnefoBakms,
HEGMICOSHNS KW QPYIAX ASACTRIE NepcoHana B paMrax BenbITaHWs.

1.52. Mepruubble AOKYMEHTL! {(Source documents) — NOANGHHLIE JOKYMEHTL, [AaHHBIS ¥
38NKCK (KaPThI CTAUKOHAPHOre SorbHOMD, aMmOynNaTopHLe KapThi, nabopaTopHee 3anucH, chyxebHoe
JSNUCKYM, LOHeBHWKM NChLITYEMbBIX ®M KOWHTRONbHLIE Taﬁﬂl/ii},bf ANS GHEHKM, ONPOCHKKW, HYDHaMR YYeTa
BbiJa4 JIEKapPCTEEHHLIX CPBACT, pachauaTiy npubopos, BeEpUdULMPOSAHHLIS ¥ 3ABEDEHHLIE KONKM UNK
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pacliuwhpoBiu  QOHOIPEMM,  MUKPODUWLLA, DOTOHEraTUBLL, MURDOTINEHKA WA MEIHWTHbIe HOCHTENN,
PEHTTEHOBOKIME CHITMKK, SAMUHACTRETHEHLI® JOKYMENTB, OTHOCAHIMECH K MCDBITYEMOMY, B TOM 4ucne
3BOMTI, XpAHALMEcR B antexe, natoparopui i OTASASHWM VBCTPYMSHTANDHOA AMArHOGTUKRK, KOTODLIE
YHACTBYIOT B KMMHRYSCKOM MCTILITAMMM,

1.53. 3ansurent (Sponsor) -  OUIMLSCKOE WK OPKAMMECKCS  NWLG,  WHBMRpYIoWES
NPOBEASHUE KRMHWHECKOrO UCTRITAMMA B YCTAHOBNEMHOM 3BKOHOASTEALCTBOM NOPRAKE M Hetyulee
OTBETCTBEHHOCTL 38 B0 OPraHu3aUMIo, KORTPONL KaYeCTsa 1 (Min) huHaHCHpoBaRue.

1.64, JanswTenb-uccnenogartent (sponsor-investigator) — mmio, KOTOROE CaMOCTOSTENLHD
WM COBMECTHO € APYIAMK SULIAMW UHULWMUPYET NPOBEOSHNE KIWHWUYBCKOTC MCNLITAHWUA B YCTAHOBIEHHOM
3AKOHOABTENLCTEOM NOPALKE W POBOANT KNWKIHECKOE NCHLITAHMKE, NI0S HENOCPEACTBEHHEIM DYKOBOACTEOM
KOTOROTS WCCHEAYEMbI NPENapat BBOAWTCH, WM BoiAeTCH WCNBITYEMOMY, WM NPUHNMASTCH NOCNENHWM.
dansuTeneM-ncoiesoBaTeneM  MoxeT Obite  TOnbko uamdeckoe o, O6833HHOCTH  3aRBUTENH-
KecriefoBaTens sKNOUaKT B ceba kak obA2aHHOCTY Ja9BUTENS, TaK ¥ 0BR3AHHOCTI MCCNBoBaTeNs.

1.55. CranpapTHbie onepaumonksie npouenype; COMN (standard operating procedures,;
SOPs) — qoRyMeRTs, cOXeRanie noapoduple THCHMCHILE RHCTDYKIIRH 110 Z0CTIDKEHHIO eXiEn00pATHs
TEXHOAOIHYCCKOrQ HDOMeCca WM METOIHKE LPOBCHCHEH QlDejeeHibIX paﬁc’rr (i(()’l’()phle He oupcapsl B
HOPMATHBILIX OPABOBRIX AKTaX M METONHYOCKEX m:ic{}ﬁ}w.x), VTBCDKAACMBIC PYVROBOAMTENCM ORranHsaIiie
C YRAa3anmHeM AT BOTYIUVICHNA WX B CHUEY.

1.668. Cybuecnenosarens {subinvestigator} — nwboi vneH MConenoBaTansbCkoro KONMeKTMBa
(Hanpumep, OpAVKATOPR, HayYHbI# COTPYAHRWK), HAXOOAWMHCH B NOOUYAHEHWM Y WBCCNeAcBaTens #
YOOMHOMOMEHHBIN MM 15 BbINONHEHNA  TIPOUEAYP KNUHUMECKOTO  WCALITAHIS ¥ (W)  DPUHATAS
OTBETCTBEHHLIX pellenull. OM. Taioke Tepmnn 1.34 CRCTMBLOBATE s .

1.57. Hicnwityembiia (subjectitrial subject) ~ OUIKMECKOS NULO, YUACTBYIOUIEE B KNUHWYBCKOM
MCMLITEHWK B COCTABEe IPynnki, NONyYaWel WCCNenyemoe nekapcTBeRHOs CReicTso, nubo B cocrage
KOHTRONMBHOR FPYInb.

1.58. Wpenrudhuraunontsi kogd uenpityemoro {subject identification code) - yrukannHoe
oBo3HaveHMe, NPUCBAMBAEMOE WCCHEODBETENEM  KEKAOMY wehbiTyemowmy ans  obecneuedus  ero
EHOHMMROCTIE 16 MCHONEIYEMOE BMECTO OaMUIiR B OTYETAX O HEMENATE LHbIX SBASHWAX W (MNu) apyrix
OTHETAX N0 UCHLITAHKK.

1.59. Mecro uenwitanus (trial site} ~ dakTuyeckoe MecTod (MECTA) NPOBEHCHWS KNUHMMECKOro
NCHLITAHNEA,

1.60. HenpepsnaeHran nobousan peakuns {unexpected adverse drug reaction} — noBourar
DEAKUMA, XADAKTED KAK THKECTL KOTOROR He COMMAEcyeTest & MMeoWeics mHdopMaumMei o NEKapCTEERHIM
cpepeTee  (Hanpwmep, © OpoukOpoil  ucoHefoBarens LN HESARerucTPUpOBARHOID  WCCnegyemornn
npenapara wiu C .I'EMCTKOM~BKHEi,[iblLUEM/HHCTPWIIS’HE% B0 MEOHUIHHCKOMY TPHEMEHCHWo W K{)&TKOQ
MAPAKTePUCTUKOR B CNyMae 3aPerlCTRRPOBAHHONG NeKapCTREHHOIC CpeJcTBa) (CM. OKYMENT [4)3).

1.61. ¥azawubeie cybbekrel (vulnerable subjects) — nua, vse nofposonekos cornacke Ha
YUACTHE B KAMHAYSCKOM MOHBITAMWN MOXET ObiTe OOYCROBAEHO WX UPE3MERHOR 3aUHTEPECORAHHOCTLI,
cafsanHol ¢ ODOCHOBAHHLIMK WK HEeOGOCHOBAHRMIMU NPEACTABRSHUAMY & NDEWMYLLECTEAX YYRCTUS 8
MCMLITEHWA MNW O CAHKLWAX CO CTODOHBL DYKOBOACTBE, B CNYyYEe OTKa3a OF y4acins. K yRasumMbiv
CcyOBEKTEM OTHOCATCA, B YACTHOCTW, NepCoHan MCCNefoBaTensckore uentpa v naboparopui, paboTHuke
hapPMAUEBTUSECKNY KOMNEHKA, 8 TAHe BOSHHOCMYMALME W 3akmoyenHbie. Kpome Toro, K yssBMMbIM
CYOLEKTEM  TROKE OTHOCATCH NauueNTsl,  CTpajaliune  Heusneyumvibimy  zaboneBannamy, nuua,
NpOXUBALME B AOMax Npecrapenmx, manocsbecniederbbie 1 GeapaboTHbie, RELMEHTH!, HAXCMUWECH B
HEOTIIOMHOM COCTOSIHIA, NPEACTABUTENY HALMOHAMLHLIX MeHblumMHceTs, Besgomubie, Gponsiru, DemeHLb,
HECOREPLUSHHOMNETHIE, 8 TAIKe IVLa, HecnocoBibie 4aThe nHGOPMUDOBARHGE Cornacue,

1.62. brarononyyne wohikiTyemsix {(well-being {of the trial subjects)) — duanieckoe ©
nexrieckose Snarononyne CySbekTor, YUaCTEYIOWIMK B INMHRYECKOM UCILITSH N,

2. MNpuugknes Hagnexaued kKnusuieckon npakrmkr (HKIVVGCP)

2.1 KnuHe49ecKne  MCNbITEHWR  SOMKHLY  (IPOBOJUTLCH B COOTBETCTRMM £ 3THYECKUMU
MPUHLIAREME, 3AMTOKEHHLIMK XenbCUHKCKON peknapauvel BoaMUpHOR meanunHekol accoumaums {10,
HACTOALLNM TEXHUYECKUM KOLBKCOM U COOTRETCTEYIOWMMY TpeboBaHyamMy 3akorofaTenbeTea PeonyBmukg
E;enapy(:b. KIHHEREOKHS  BCHBITAA ACKRAPCTREHILIX  CPEOCTE  OPOBOLTCH HCCHIEHOBATENLCKEME
OEHTPaME, BIOOYCHHBMIL B BepevedD TOU}’ZMPC’E‘.BCHHMX Opi“aﬂﬂfi’c}.ﬂbﬁi SAPABOMXDANCHEA, YTBEDWAAL Mlﬂifx
MuaucreporpoM spagooxpanerns PecnyOimky Benapyver B VOTaHORNCHEOM NOPIIKE,

2.2, Ho Hauana KVHWHMECKOTO WCMNBTaHUS W B XOO8 ero [POBENeHUS HEIEBUCUMD 3aRBUITeNeM,
Micenegoparenenm 1 KOMUTETOM 0 3THKS J0rmsa ObiTh MPOBEAEHE OUSHKA COOTHOLEBHUR BOAMONHOID DMGCKA
NoGourbX pearlil Ha NeKapCTEeHHOE CReSCTBO C &0 NpeuncraraemoRl ahipertmatoctpld 1 Bes0rnacHOCTBI.

’ B PAMEKZXY TIPDOBONCHHA MOKAVHAROAHRDLIY MVALTHICHTROBLIX HCTIBITAHMI PEROMCEAYETCH TONIE30BATECH
YEAZAHHLEM JORKYMEITTOM.
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KnuHuueckoe uenbitarng MOXET ObiTh HAYETO W NPOAOIKEHO TONLKO B TOM CNy4ae, €ChW puck ByneT ke
npeanonaraemoi strherTMBHOCTH U Bea0NacHOTH.

2.3, Upy nnaHupoBaHKK 11 NPOBEASHNM KNUHKHECKOTD WCNLITEHUA npasa, BesonacHocTs U
Grigrononyune KCnbITyeMbIX BMBIOT NEPBOCTENSHHOE BHaYeHKue ¥ uX cOtITOReHNE GOIMKHO NPEBanMpoBaTh
Hall wHTepacam Hayku W olLecTsa.

24, Wmeiowuecs pesynbTaThl  SOKAMHWYECKOTO  WCCNEqoBanus o npedsayiiix a3
KITHHAMECKOTO  UCTILITEHMA  WCCHSOYyemMore nNekapcTacHHOID CPeacTBa AOridkHbl CHVXMTL  SOCTETOYHRM
CBOCHOBAHMEM NAHADYENMOrC KNMHUHECKOrD KCNBITAHWS,

2.5 KngHuieckos uenbiTadnme JONKRo ObiThk Hayudo obocHoBaxn, noapobHo ¥ ACHO ONKUCEHD B
NparpamMme (NROToKONS) NOMbLITEHKA

2.6, Knreuueckoe  WCMbiTasue  JOSKHO  NPOBOSUTBCA B COOTBETCTRUM C  APOrPaMMON
{NPOTOKONOM} TOMBLKO NOGHE TOrO, KaK NPorpamMma (NPoTokon) BYAST COFNaCOBANE, YTReIKICHA B 006 peHa
B COOTBRTCTBHH II.{){)I.];Q;};}/]‘}D?{, I'Ipﬂ,ll}’CM(}TpEHHOﬁ IPHIOWEHEeM O IEACTOATICTO TEXH I UCCKOIG KOASKEea.

2.7, OTBETCTBEHHOCTD 3@ CKASHIBESMYII WMCHBITYEMOMY MEeQUUMHCIYI0 MOMOWL W NDUHSTHE
pRUUSHINE MEAMLMHCKOND XApaKkreps HeceT TOlMbKO KBarmwduuupoBarnielil spad,” upusuMaromyi yyacrie B
JAHOM KIHHEYCCKOM HCTILITAN UM,

2.8, Bre npuBnexkaembie K ADORSASHUID WCONBITERAR JWLE ADMIMDKHBL UMETH MEIALMHCKOE
ofpasopadne, npOREcCHORANLHYIC FIOATOTOBKY ¥ ONWT AW HHOES HeoOXOMHMOe JUIA  IpOBeAcHM
ENHEMeCKIN  HomsrraBHE  o0pasopaume,  ROTOPOS  MABT  NPABC  3aHUMATBCH  MEUIHHECKOH ©
t[)élpm’aII(%‘.BTH‘LIGCKDfjl AedATe/ ILHOCTRH) B COGTRETOTREN ¢ 3AKOHOAATEARCTROM Pt%CIIYGJH&KH Heﬂap}'{:!}.

2.9, [HobpopOnkHOE MHDOPMUPORAHHOE cornacke JomdHo  BbiTe NONYHeHo v Kaworo
UCTILITYEMOrD 0 8r0 BRIHOUEHNS B KIMHWIECKOEe NCNBITaHKeS, '

2.10. Beoio urPOPMALINIO 1O KITUHWISCKOMY WCTIBITAHWIG, NONYYeHHYK! B XOOE €0 NpOoBEaeHs,
HEOQBXOAUMD DerucTPUPORATL, Nepesasare, ofpabatwBate W XpaHuTe Taxum obpazom, JTobol Bwinu
ofecrnauentl TOHHGCTE W IPRBUIMBROCTE &€ NPEANCTABNSHUS, NHTERNPETAL 1 Beprudukatimi.

211, Hadrsie, KOTOPLE MOMYT NO3ISONWTE WOSHTUOWLWPORATL MWMHOLTE  NOTIRITYEMBIX,  Z0NNeh
SAAMUSTLCH B COOTBETCTBMK ¢ 3axcHOAaTennereom  PecnyGnmgr benapyck © 3aumMTe npaga Ha  x
KOHDUOEHLMATEHOCTE W HE HEMPUKOCHOBBHHOCTE JTMMHORN ¥ 3HN,

2.12. TpouzsOacTREG 1 XPaHEeHe NCCHeLYeMbiX NeKapCTBEHHBIX CPEACTE, a Tawke obpaljerue ¢
HUMY HeoDXOAUMO OCYLUECTBAATE COMacHo Tpefosadnami Hagnexalsl npoWsBOLCTBEHHOR NDEKTHKA
(HATHGMP) B cooTRETSTBMN ¢ 3aKoHDAaTensoTBOM PecnyBnuku benapycs, MCCRedyeMke NekapecraeHHble
CRBACTHS ROJKHL NTPUMEHATLCS B COOTRETCTRIY C YTBEMKAEHHOR NPOrpamMmoi {NpoToxonom).

2.13. CregyeT wcnonkaosats coBokynHocte COM, ofecheuwsaioulny Ka4YecTBO KIWRWYeCcKorD
WCNBITEHIRE BO BCEX 870 ACHSKTAN.

3. Komuret no 3ruxe/IKCnepTHLIR COBET UCCRRADBATENLCKOTS WeHTpa (K3/3CWLY).

31, OBssannoctia

311 OcvoBHOR 3afEHel  KOMUTETA MO JTUKE/SKCNEDPTHOMO COBETA WCCNeLOBaTENaCKOro UeHTpa
(KY/3CKLY asnsercs 3auwra npas, Ge3onacHocTy 1 Bharenonyuua nenbimyesmbns Ocoboe smmanne KS/OCHL]
CHEAYET VOBNRTh TEM WMCHLITAHUAM, YHACTHUKAMK KOTOPLIX MOTYT Obffh NALKEHTRI, OTHOCSILMECS K KETErophn
yH3BMMBI CyEherTos.

312, Komurer V0 STUKS/SKONEDTHLIR COBET UCCNENORATENLOKOID LEHTRR JGIMKEH HOMMETs Ha
DECCMOTOERWE CRESYIOWIAE JOKYMEHTbE

-~ nporpammy {DPOTORON k) MCnbITaHMst { Nonpasxky{n) K NporpamMme (npoToskany);

—  thopMy{b) MACEMEHHOTO MHBOPMN{IOBEHHOMC COMACURA 1 &8 (MX) NOCSAYIOUNE PENEKUWY, KOTOPLIe

NPEONArasT IBABTEh W (MW} NCCNSROBETENb JAR NCTHONLIOBRHUA NRY KTMHAYECKOM MCNEITRRII,
-~ METORWMKM  DpuBneseHus  CyDbexTos (Hanpunep,  pexnamibie  ofbsmnewus) n gpyive
NPenoCTaBfeMble CyGhLEKTAM NUCLMEHHEIE MaTepUank

~  BROWopY MCCASfoBaTanst,

~  MMEHLYIOCH MHBODMELWIO N0 Be30nacHoCTIk NeKapCTEeHHOMD CPeRCTRE,;

~  ARGICPMALKIO O BRIDNETAX 1t KOMPEHCALMAX (CTPEXDBLIX BRINNATAX) NCOBTYSMBIM,

~  cmprebHyio DUorpadiito MCCNBAOBATENA HA HaCTOSWUME MOMEHT W (MNH) JPYIVIO AORYMEHTALMNO,

NOSTBEMKOAICLYIO 810 KBAMMhMKALIAK,
~  ApVIME  QOKYMEMThl, KOTopbie MOryT noTpeboBaThCA KOMUTSTY 10 STHUKE/KCHEDTHOMY CoReTy
MCCHBA0RATENLOKOM LEHTE M5 BRNOIHEHMS CBOWX OBRIZHHOCTER,

KO/BCWML]L ofszan  paccMoTpeTh BONBOC 0 NPOBEAEHUMM  KIMHWYECKOTO  MCOLTaHWs B CPOoK,
NPeAYCMOTREHHLE JaroHOfaTensCTEONM Pecnybnuis Bernapyck ¥ Aarh 3aioueHue 8 MEchMEeHHOM BUae C
YAZArNMEN A HAIBAHUS MCHEITAHKA, DACCMOTREHHEIX JCKYMEHTOR ¥ Aathl CABOYIOLIAX PELUBHMA

—  OROCPEeHUSTIONOHITENBHOMD PELLSHIS,

‘R pyromogeree JICH wo GCP yxasano «xpanndunmpopalisil BpAY SUIH, B SABHCHMOCTH OT CHTYAMY,
KB QHHPOBANHBIH CTOMATOAO .
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TREBoBaHWA O BHECEHWA WIMEHEHWRA B NPEACTARNSHHLE JOKYMEHTEl AN nonydenns opodpenus /
MOMOMATENLHOMN DELLSHIS,

—  OTKa3a B OO00PEH/OTDULATERLHOTO PELLISHIS,

~  OTMERBHTIVOCTAHOBIRHIN SAHHOTO panes 0nodnernsa/MONOKATENbHOIO DELUBHUA,

3.1.3. KO/BCULL gomken ouenuTs ¥BanvmKalmo MCCHRA0BETENS Ha OCHOBAHWA ero chyxedHol
Guorpadny Ha HACTOAWWA mMoMenT ¥ (W) Apyroi HeolwoauMol JORYMEHTARUMM, NOMyYeHHOR no 3anpocy
K3roCALL

3.1.4. B npouscce uenbtanus KORCWLL gomkes nepuoguuecks pDaccmaTpuBaTh  JOKYMEHTBI,
OTHOCHLLMECH K O8HHOMY IKHMHUNECKOMY VCHBITAHMO, ¢ YacTOTOd, 3aByCALER OT CTeneHi pucka, Koropomy
MOABERIAOTON NOMBITYEMBIO, HO HE DENE OIHOTO Pasa B rog.

315 KOO moxer notpebosats, YTobbl MCMBITYEMBIM, TIOMUMO MHOOPMAUWK, YKasaHHOR B N,
4.810, Sy NpeaocTasnelsl LONorHUTENbHBIe caeferns of wonbmasuy, ecrm, no Meeruwe K3/GCUL], ato
HEDOXORMMO NS 3aLLIMTS NPaB, Ge30MacHOSTY 1 (v BRaronormyuist NCHsTYEMBIX,

316, ECnv COMacye Ha yuacTue MCrsiTYeMOro 8 HEMHTEPREHLIVIOHHOM UCTIBITAHINA® QAET 610 3aKOHHbIN
npencrasuTens (em. . 4.8.12 15 4.6.14}, KoIRCWL] gonxeH yOeguTsca B TOM, WTO B NMPEfOCTABASHHOW nporpamme
(MPOTORONE) ¥ (ARK) APV JORYMEHTAX TORHOUSHHD OTPEXEHL STUHECKME acnekTh! GaHHOTO MCMBITEHUA W 4TO
ABHHBIE [IOKYMEHTHl OTBEMSHT COOTRETCTBYIOLMM TpeDosaruan 3akonoarencctsa PecnyGrivim  Benapycs,
NPEgLABNASMEIM K TOLODHEIM KITMHIMECKAM NCNLITEHAAM.

31.7. Ecrwm s nporpamme (MPOTOKONe) YKE38HO HE HEBORMMIHOCTE HONYHEHWA COMMEacus Ha Y4acTve B
MCTIBITERVN Y UCTIBITYEMOTO WM @10 33KOMHOIe npeicTasntens (cm. . 4.8.15) 0o momeHTa Brrnoqenns cybwexra B
VCHILITAHIE (HANDUMED, TEPANUS COCTOSHNE, TREBYIOLLNX HEOTIIOKHON MEIMIMHCKOR noMolm), KS/QCULL aormken
YBEOMTECA B TOM, WTO B NPELOCTEBNEHHON NporpamMme (NpoTokone) U (M) ApYrux JIOKYMEHTaX ROMHOLEHHO
OTRAKEHE! STUHECKUE BCNEKTR! 3TOM0 UCNBITAHKS 1 HaHHLIE JOKYRMEHTE OTBEHSIOT COOTRETSTEVIOU MM TheDORAHNAM
gaxoHogaTenkersa PecnyBnwm Benapych, NOSIwaenASMEN K TRIM KITMHUHECKAM UCTLITAaMHNSIM.

3.1.8. KO/IOCHL, aomieH paceMarpriBaTs NOPAnoK ¥ CYMME! BBINIET WCHbITYEMbIM, YTOBE yEBaUTHES B
OTCYTCTRMK KaK HeOOGCHOBAHHOW JaUHTEDECOBAHHOCTY, TaK W VX npuHyaerus, CyMmMel Buinnar normiks Obrs
NPONOPUMOHENbHLL SRUTENLHOCTI YMBCTUS MCNBITYEMOrQ 8 KIMHUHECKOM WCTRITaHNK W HE MOTYT TONHOCTRIO
3EBACETE OF TOFO, YHACTBOBAI [ VCTBITYEMBIA B KIMHUIECKOM UCHBITAHAK B TEHERNE BOSTO YCTAHOBIGHHOMD
nPOMaMMOI (NPOTOKOMOM ) CROKE ¥ 3AKOHYUI T OH BaHH0S KITMHIMMECKOS UCTibITaHKe,

319, KI/3CWL pnomkeH yBeOMTRCR B TOM, HTO  WHDODMELMS, KaCSIOWAACH  METepuansHore
BOIHAMPEKAEMNSE UCTIBITYEMBIX, BKILOMEA METOOmE, CYNMMBLI 1 DOPSAACK BbiMVIET, NONHOCTH0 OTpaxeHa B dopms
MACHMEHHOTD  MHCDOPMUPOBBHHOTD  COTTTACKs ¥ ADYIOR  MUCHMEHHOA  urcbopMaLi,  NPEsoCTaBseMon
VCTbiTyeMBin. Credver yKasaTh, Ha Kamy aTanax #enbiranus SyayT NpeesinThbes BRINNATD! Y NPMBECTY KX CYMIMEL,

3.2, Cocras, OyHKUMK It ASSTTENBHOCTD,

321 B KOCWML pomuwo exonMTe [JOCTATOMHO® KOMMMECTED Nud, w“MEeiuny  HeobSxonumebili
CYMMBPHER ONBIT 1 KRAMMQUKALO GNA SKCNEPTHOR OLIEHKW HAayuHBIX, MEOVLMHCKAX W STUYECKNX SCHAEKTOR
MHIaHADYEMOro MCNeTaHus, PeromMeniyeTcs BrniodeHe 8 cocrap KS/3CHILL

a) no KpakHel mMepe, NS YNeHOs;

B) o kpalineit Mepe, OUHOM WIEHA, HE FEITFMOWBIOCH HaYHLIM PadOTHUKORM;

B) N0 KpalHey Mepe, OHOMC WNEH3, He SBNMOWEBIOCH COTPYAHUKOM  VCCHNESOBATENbOKOND

Llﬁ?H"?pEi/ MECTE WCNLITaHAH —~ B KaUeCTBe He3aRHCHMOTO DKCTIEDTR.

Toneko ynedet KFSCIALL He 3aBucsuime o7 MCCneACRAaTENA WY 3aABKTENS KIMHWMSCKOIT UCTTbITanus,
MOTYT IHMHAMETL YSATTIAS B TONOCOBAHNMN TIHW NPUHATIW PELLSHMA 1O KINKHIHECKOMY HCHBITaRNC.

KB/DCWL] pormsed BecTy nepedqeHh ML, BXOMALNX B 870 COCTAR C YKIISHUEN WX KBANUEMKaLImI,

322, KGO pomyen  QoylesTensts  CBOM  hiyHELMKM B8 COOTBETCTEUM G THACHMEHHLIMU
CTRROEPRTHLIMK - onepauioHHbiMy  npouenypam  (COT),  BeCT NMCLMEHHLIZ TIDOTOKOML B X008  CHOeHH
AEATENLHOCTH W NpOTOKOMMpOBATL CBOM  3acefadusi. Ero  AesTensHOCTs JOMKHE OTBEMATE  HaCTOALemMy
TEXHAUSCKOMY KOASKCY ¥ Bpyrim TpeBoBaHnam saKoHonaTenscTa Pecnybki henapycs.

3.2.3. Ha ceoux othuivansHel dacesamuax KO/OUWLL gormker npuHUMaTh petleHisl npn Harimiug
KBOPYME, HE MOHCC or 06111(:;‘& UHRCHCHHOCTH €70 9IICHOR,

324 Tormko te dnessl KSGCWLL korophie npuHumaioT YHECTVE B DECCMOTREHMM U OBCYNIeHMA
ABHHOMD KIMEMMSCKOTO MCRBbITEHWS, MOYT YYacTROBATE B ONOCOBaHMWBRICK23LIBATE CBOR MHEHVE W (WK} 188aTh
pexkcMeHgaLvn, ‘

3.2.5. Viceneosarenb MOXET NPENOCTEBNATL MHGODPMELIAO 110 Iolbid SCNSKTaM UCNbITaHus, QiHaKo
OH HEe BOMKeH NpMHUMETL ydactre Hu B oficygedin K3/ECHLY v B ronocoBaHsm vy NDUHSTUA PELLSHIR

: Mo HeUHTEPROBIIHOHHLEM HOHHMAKYT HCTTBITANKEE, B KOTOPOM JeHADCTBOHHLIC CREACTEA HABTHIMAWTCR B
COUTHETCTRHE ¢ NOKABAHHAMY A cnocodom NPEMOHCHMA VRASAHNLIM B HICTDYVEIRIIHE 30 MCIHIMHCKOMY
MIPHMOHOHEIG, H]”:}I"IBHG‘IQHH.Q ManeHTa B FpyOnyY ¢ OHDeIefdeHHBIM MeTOoAOM JIeWeH#a B OporpaMme
(_IIpO'I'QROJ‘Iﬁ) HOLRTAHKA 3APpapes e peiayCcMoTperHG, 8 MasHaseHie ACKADCTECHNOTO CPeicTna JUKTYETCH
(3(:)3})@!&4&}211{013 II_{)J&.KTPIKO?I B OHC BABHCET 07 PCIICIINA BRIOUATH IIRUMECHTE B BCIORITAHHC, B raxowm Tene
HOORITANE e OPEMORAIOT JOUWOAMHTONALHEEC AHAHOCTHNCCRES M MORUTOPDHHIOELIE HPOUeAYLLY K
TAIHEHTAM, a JAH aHMAM3A (i()6pé1ﬂlﬂiﬂ( JRANMHBEX HCTOIBIVIOT INHACMEOIOTHYCCKIIC METOINL.
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K2/BCHLL

3.2.6. KSBOWL moker npuberars K ROMOLM HEZABNCMMBN BHCMSDTOR 1O CHEUWanbHEM BONROCaM.

33 CranaaprHbie ONepauuoHHLIe NpoLSAYDb U MRCTRYKLMA.

KO/SCHU gomkeH paspafiorats, foxyMeHTanLRe ohopmMuTs 1 cobnionars GO wmt BHCTRYKLMA,
KOTOPBIE JOMHKHE BKIKMETE,

3.3.1. Cocras KB/QCWL (damvnur 1 xeanmhhikaumio BXOOFLMY B HErO M) ¢ yRa3aHhem
MCCNBO0BETENECKOIO LIEHTRE, NI KOTOROM OH (RyHKLMOHKpYeT.

3.3.2. Tpaduk sacenaHni, NOPAACK OMOBSLUSHIUA O HUX HITEHOB 1 NOPRL0HK NPOBRASHIRA 3acedaHui.

3.3.2. Topsaiok nepsy-Horo ¥ MOBTOPHOID PECCMOTHEHUS JORYMEHTOR N0 AROBEASHAO KITHIHECKOND
MBI TEHAS,

334, NMopsgok  onpefenesva  NERUOAMMROCT  DACCMOTPEHWS  JOKYMEHTOB 110 KITMHWMECKWM
MCrIBITAaRKSA (MW HEOBXOAVMOCTIAY,

335 Mopsiox  pacCMOTDEHMS MO yOPOWeHHOA  Npousdype W ofobpeHust WM npuHSTYS
OOSIOMATENBHOND  DRLUSHUR  GTHOCWTENBHD HESHAUMTENLHOrO(LN) WeMeHeHKR(A) B XQOe WCMbITaHWA, panee
onodpeHHoro K3/OCKLL,

3.3.8. YeazaHue Ha TO, 4TO B 04w cyBbexT He mMoweT Suih BIIOHeH B {UHIUECKOS VoTIaTaHne o
Toro, Kax K/OCWL] sbinacT nucemenHoe onobpesrie Wiiny NORoMUTeNbHOS PEILEHHE OTHOCUTENbHD SaHHom
KRS KON UCHBETAHIR,

33.7. YkasaHue ra HeOnyCcTUMOCTE OTRIIOHEHMIA OF Mparpanms) (MPOTOKONA), ykasakHex 8 1. 3.3.8 unw
ee vaMeHeHwli D3 NpelBapuTenbHOTO MUGEMEHHORO oB0Bperns wink nonoxvTesTeHors petlers K3/GCKLY
OTHOCUTENLHO COOTRETCTRYIOWMX NOMPEBOK, 3@ MCKMIOUEHWeM TexX CNYY3eR, KOMga W3MEHEHUR HanpaBreHsl Ha
VCTDEHEHKE HENOCPENCTBEHHON ONaCHOCTY, YIDOMAIOWSR WCTIBITYEMbIM, WIKW KOFOA OMK KACAKTOR  TOMHKO
SOMUHUCTDETVBHLI W MATEDUANBHO-TEXHYUECKAX ~ ACNBKTOB WCCNBSOBSHUR  (HaNpUuMep, Jamera sy,
OCYLLISCTRNALLMX MOHATODIHT, MaMeHeHne Homepa(on) renachora) (oM. 1. 4.5.2),

3.3.8. Yeazanve Ha To, NTO MCCHIENOBaTENs NoMmeH cosapeMeHto coobigarte K/3CIAL o cnamyowmx
COBBITHRX:

&} 00 OTKNOHEHWUSX OT NPOrpaMMet {NPOTOKGAA) MMM KSMEeHEHINS NpOrpamMaibl (MPOTOKONE) C UENbio

YCTPEHEHNA HENOCPECTRERHON ONacHOCTY, YTPMKEIOWENR uenemyeMeinv {om. nn. 3.3.7, 45.2, 4.5.4);
&) o OBCTOATENLOTBAX, MNOBLILIAOWMX CTENEHL PUCKA AN KCNBITYEMEX WU (W) CYLUECTBENHO
BIMAIOLIMK HE MPOBELEHUE KITMHMYSCKOrO MOMbITaHus (o, . 4.10.2);

&) 0 Beex NOBOMHBLIX DeaKLIMAX Ha NeKkapcTaeHHoe cpencTeo (HIMPY, koTophie OQHOBREMEeRHO ARNAKITCH
CEPbESHSIMK ¥ RENPEIBUASHHBLIMIA,

r) O NOABNEHIAKM HOBLIX A3HHLIX, KOTOPLIE MOTYT CBUGSTENLCTRORATE O HeBrarorpmsTHoM BrMskmg
Ha DeR0NAcHOCTD UCNILITYEMBIX KN NOBAMATE Ha YOR NCNBITSHWA B LIETOM,

339 Yxazamue wa 1o, 410 KIIOCWL] porken CROBEPEMEHHO B8 NWCEMeHHOM suie coobluwts
UCCNeA0BaTeMGVCCIIEA0BATENBEKOMY LIEHTDY:

a) O CBOWX DELLEHVAX OTHOCUTENBHD MCHBITaHSE,

o) O NPANAHAX STHX PELLUEHI;

B) O NPoUSRYPEX OKANCBAHNST ITHX peLueHNi,.

34, JloxymenTh

KIBCULL porsked XpanuTh BOS OTHOCSULIMECH K KIHHNMECHGMY MCHBITEHIK HOKYMEHTH! (Hanpumvep,
nuckvetikbie GO, orvciy unenoe K3 ¢ yrasaunen poga JedTenbHoCTH M MecTa pabotsl, NpeicrasneHtble va
PECCMUTPEHNE  [IOKYMEHTD!, (IPOTOKONE 3ACefaHui M APYrHE JIORYMEHTR!, OTHOCAUMECH € KIMHWMECKORMY
UCTILITEHMIO) B TEMSHME TPEX NeT NOCHe 32BSDIUeHUS KNUHUMECKOD WCTBITEHNA W NPEeRoCcTaRNdTe MX 1o
TRECOBAHNKG PEIVANTORHOIO(LIX) opraxa(os).

Wccneposarterny, 3asBvTenii, peryiaTopHeie Opraket Moryy sanpocuts v KS/ACKLL ero craspaptHble
ONEPALAOHHBIE NPOUBIYDS! 1 CIMCKKA 810 MIeHos.

4, Hecneposaresin

41 Kpamaukauns ¥ oDR3aHHOCTY MCCNenoBaTenNs

4.1.1. Viconenosarens(nm) SormueH (QormKHe) nMeTh obpasoBamue, NPpOMecCHOHENEHYIO TOMFOTGEKY - 1
ONBIT, NOZBOVIRICILME eMy (M) NPUHATE Ha cels CTBETCTBEHHOCTL 3a HAlNSHalies MPOBSIEHNE KIMMHUHECKOrD
venemanws. Mocnenosatens goroker obnanars kearvhnkaluedn, orsauaioiuel CoOTBETCTBYIOIMM TPeBoRaHNaM
3AKOHOAETENLCTBA Pecnybnisn benapych ¥ nogrsepsgaemoll ero/se cnywedbroi Snorpadunel Ha Hacroaumi
MOMERT ¥ (MIT14) OPYFUMK HEeOBXOAMMBIMIA JOKYMEHTAMA, NPSIbARNREMbLIMYI No Tpetosanwio 3aneuTens, K3/OCKL]
W (W) pErynsTopHOrO(bIX) Dpranalos).

4.1.2. Miceneposarens OOrHed BRAMETENBHD O3HAKOMWTLCA CO CROcoBomM Hafneatuero nprMaeHeHin
neenenyemorolbix) nexapcTeeHHorofex) CPEACTBa(R) COMAECHD NPOrpamMve (NPOTOKOMNY), TekyIelR Deaakumw
Bpownopsl UcoNaaoBaTens, WHOPMALMY O NEXBDCTSEHNOM CRENCTEES 1B ADYIUMY MCTOMHKKaMY vHdopMatinn,
MORYSEHEHMIA OF SARBATANS.

4.1.3. Wconenoparenes  aonmed  3date w coBniogate npasuna HED/GCP w coompercreyoime
TREOOSEHNA MEHIYHAPONHOND IBKOHOAETSNLCTES (B PAMKAX IPOREILREHH MEHIYHAPOMHBX MYABTHUEHTPOBLIX
HCTBITAnmi) 1 3aKoHOAETenscTES PRonyBrii benapycs.
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414, VIccnepoBaTens/MConsoBsaternckiill  LIBHTP  HEe  [JOmdHst  OPEndTCTBOBETE  NPOBSIEHW0
MOHATOPWHIE ¥ aygUTa 3aRBUTENSN, & TRIOKS KHONSKLMIA CO CTOPOHBI COOTBETCTBYIOLIBIO(MX) PErynsTOpHOro(bIx)
opraHalos}.

415 Viccrenoearens JOIDKeH BECTK CNMOOK COOTBETCTBYICUX KearuduumpoBatibX COTPYIHUEOR,
KOTOPBIM OH NepesaeT Bantibie oBA3aHHOCTY, CBASEHRHDIC  NPOBSASHUEM NCTITAHNS.

42  BosmowHoCt nesnenoparens

42, Hconsgoparens OOMKEH VMETL  BOSMOHHOCTL  NOATEEPAWTE  {Hanpumep, HE&  OCHOBaHWW
PETROCHBKTYEHRX JaHHLK) CBOI0 CNOCOBHOCTe HabpaTe B TEMEHWE VOTSMOBRGHHOIO OpOKE HEOBXOHMMOS
KOMVYECTBO  UCTILITYEMBIX, COOTBETCTEVIOUMX  KpuTepusiv  otfopa  nporpammbt  {NPOTOKOME)  KIWHMYECKOND
WCHLITAHKA,

42 2. Vieonenoparant SOITHeH UMETE S0CTITOMHOE BRenMn, YTofinl Hagnekauin obpaiom nposect ¥
IABEPLLATE KNMHUMECKOS WCITHITEHNS B TEMEHINE YCTAHOBMEHHOTD CROKA,

423, Viccriepoparene  AOSIKEH  WMETR B CBOEM  DECNOPSKERW)  AOCTATOUHOE  KOMWUECTBO
KEQIMIDRUMPOBAHHLIX PabOTHUKOB ¥ CONTEETCTEYIOWNE MaTEPUASTLHO-TEXHUUSCIWE CPEOCTRA B TeUSHME BORIO
NREANONaraeMorg CPOKa MCNLITaHIA AN NPUBEAEHYS €50 Haanexalimm » GesonacHem obpasom.

42 4. Viccngrosarens [OIDEEH BRaHTUROBATL, YTO BECh NEePCOHAN, NPUHMAMEIOLMA ydacThe B
WCHBITARKA, O3HBKOMIIEH ¢ NPOTPaMMON (NPOTOKONOM), HHOPMaLMeR of MCCneayemoM{bix) NEKapCTREHHOM{bIX)
CRERCTES(ZN), 8 TAKKE CO CBOWMY (DYRILMAMM U OBSA3aHHOCTAMY B KIVMHHSCKOM UCABITAHIL

4.3, MamMHCKEn NOMOLLEL HCNBTYeMelm

4.3.1, Keanmhvumposasrteill Bpas, ABNSOWMACH vConegopatenes Wil CyDUecnenoBaTeneM, Hecer
OTBETCTBEHHOCTL 38 B8 PELBHWS N0 RONPOCAM OKA3aHMA COCTRETCTRYKMLEN MeNMUIMHCKOR nOMOLLM B pamkax
uenbITaHEA".

432 B tederse 4 N0CNe  OKDHYAHWA  YUACTMS  MOHGITYEMOND B KIMHWUECKOM  WCNbITaHmy
UCCTIEN0BaTENLMCCNeRoRaTeNesCkl  UEHTD  JOrmes  ODECNEYUTL  OKA3sHWe  MCTILITYSMOMY  HeODXGIWmMON
MEOMLIMHCKON NROMOLM B chnyydae MoboiX BLIGBNREHHLX 8 XU WCMLITaHUs HeraTHBkbBIX (IPORBNeHNA, BUHoYa
KITHHUHECKA 3HSMUMBIE UIMEHEHWA nabopatopHbl nokasaTenah. MocnelopsTensMeonenoBaTerbCki  LUeHTp
ofszaHel  COOBUUTE  MORBITYEMOMY ¢  HeoBXOBWUMOCTE neuerus  AHTepKypreHTHOrG{bX)  3abonresaHua(d),
B BIIEHHOTO(BIX) B X088 VCNbITaKa.

433 Viccneposarenic PeKOMeRyeTes CoOfUMTE JIedaleMy BPaMY HCHLITYEMOTO O €70 Y{actu B
KETWMHVMECKOM WCMEBITAHNY, 80T UCNBITYEMbIR HAOMORaETes Y TAKOMD BpaYa 1 HE BOSDEKSET NPOTUE YREJOMIEHNA
NOGIBAHETO.

4.3.4. Vererryenbii He ofazad conBlLaTs O npusHax, noGyauiiumny erg A0CHOUHO NPepBaTs yHacTve B
UCTILITaHItM, OOHANKO WCCNENOBSETENL OOTDKEH NONBITATECA BoiACHWTE 3TN NPUYAHB], HE HApYLIEs NpY 3TOM npas
UCTLITYEMOTO.

4.4, ¥ouracreic KS/OCWLL

4.4.1. Vocnenosarens/MCCnefoBaTensCrui LEHTD MOTYT HaMUHETL UCTBITEHNE TOMBKO NOCHE TOM, Kax
KS/IOCHLL gacT nuchmertoe OA0SPERNSNONOHKATENBHDS PELLSHNE © YKSSAHNEM JETH OTHOCUTENEHD NPOrpaMMb
(MpoToKkoNa) uenkraHns, oPMbl MMCEMEHHOTD KHDOPMWPOBAMHOM COMACKS, e HOBLIX PBASKUKA, METOLNK
MpvBneenus cyGbekTon K YYaoTyio B UCTLITaHMN (Hanpumep, neramise oDbaanerna) 1k ADYToR MchMeHHoH
VHIOPMaELIAN, NPEEHAIHAYSHHOR [ UCTHITYEMBIX.

442 Buecre © APYHMU JOWWMEHTAMY  ACCIENOBATENLMCCNSHOBATENLOKAE LT BOMMHE
npegocTaenTe KE/ACWL kormue Bpowiiopb MCCHefoBaTess 8 Tekyluleln penakunn, Ecrm Opotiops ncCnepoBaTeans
DERBKTRPYETCH 8 NROLSCCE WCNLITAHWS, WCCReaCBaTeNbMCCrBNNRATENLCKAR UBHTD BOMMHEl NPENOCTARMTL
K3/ 3T sxzemirsp Spolnopet MCCRSA0BATENH B HOBOR DEIAKUMIA.

443 Bo ppema NROBEHEHMA  KCMLITEHWSR  MCCHESHORATENhMCCNSIOBATENLCKA  LEHTD  JOMmiHM
npegoctasnsTe K320WMLU Bee nOgNexkaline DaccMOTReRID JOKYMEHTh.

45  CoBmogeHue Nporpammel (NPOToOKONE).

4.5.1. HMconeposaTens/ MceneiosarentCkiit UEHTD JOMKHLL NPOBOAWTE HCHLITAHKE B COOTEBEICTBUK ©
MPOTPEMIMOR {HHOTORGHOM), COMacoBaRHON ¢ 3aaBUTENeM W C PEIYNATCRHEM{IA) cpranom{amu) ¥ onobpenHoi
KACULY . ViccreaosarenbicCcnegosaTensckitil USHTP W 38ABUTENL B NOQTBEDNGEEHUE  ADCTUIHYTOM
JOTOBOPEHHOCTY NOATNACLIBRIOT NpOrpasiy (MPOTOKGN) KN OTHENEHBIR [Orosop.

452 Vocrenossarerts He QOMKer SOMYCKaTh HUKaKn! OTKIOHEHWRA OT nporpaMiiel (NPOTOKONA) Mt
BHOCUTE B HEMD WaveHeHus 883 carmnacus saRsutens 1 663 npeapapureniiond PACCMOTReHWS 18 JOKYMERTRITBHG
odropMReHHore oaoSpeHnAoNONUTENLHOMC DELLISHWS OTHOCKTENBHO nonpasky KI/SCKL, kpome cniysaen, koraa
HEOEXORMMO YCTRaHKTE HENCCPEACTBEHHYH ONaCHOCTb, YIPMKAKLLYIC WCTIRITYSMBIM, WM KONE W3MeHeHmus
SETPATMBAKT TONBKO MATEDUANBHO-TEXHUUSCKME 1w SMUHUCTDATUEHLIE ACTISKTH UCHLITAHWS {HanpuMep,
3aMEeHa UL, OCYLLRCTBIINIOWIX MOHUTORIUHY, M3MeHerVe Homepa(os) TenaedoHa).

* B pymonogerse ICH mo GCP veasano «xBaiQuuapoBaHustl spay (Mi#, B 3aBHCHMOCTH OT CHTYAIEH,
A IIHPOBANHBIT CEIOMATOAOT) ... [0 BOUPOCAM ORABAIIA MEAHIACKOH (UM CTUMATIIIOTHYCCKOE ) OMOTEE ».

7 Hponeayps  HAZHAUSHUN KIHHHYECKMX WCUMTaHud, COMMCUBAHKEA M YTBCPHRACHIA IPOrpaMM
(BpOTORONOBY KIHHAYCCKAX BONBITARME OpeACTABIEHA B NPUAMKeHE O K HACTORLEEMY TeXHIFECKOMY
EOneRey.
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4.5.3. McongenosaTtent WM HASHEMEHHDES MM JHAUG AOMKHb: PErucTpvposate W obbsichsts moboe
OTKIROHERNEe OT YTREIPKASHHOR Nporpasubl {poroxona).

4.54 Hconenosarens MONET OTKITOHUTLES OT TIPOrpamMibl {MDOTOKDNEA) N BHECTH B HEE WSMEHSHMAS
OIS yCTPAHEHWst  HENOCPEACTHEHHOR  ONAcHOCTH,  yrDOKaWEd  MonbiTyeMeiv, D83 NpeaBapuTensHom
OR0GpEHARMONIONMTENBHOMO pelwenna KO/GCHLL B wpardaiitve Cpok ormcanie SONYLISHHOIO OTRICHEHNS Wil
MAMEHEHWS, WX NPWYAHBL 1, NPK HEODXOHMMOCTI, npeqnaraemaniblie) nonpaska(l) K nporpamme (rpoTokeny)
DOSBREL! BbiTh NpenocTasneHb

a) KS/SCUL] ans pacemoTpesist i 0polperua/IonmTenHOM peLieHus;

6} IARBWTEIHG [INA COMACOBAHKA,

i) MurmcTapcTey aapaeooxpaterns Pecnybnvki benapycs (no Qopwe ComacHo npuroskelist [ «

HACTORLUEMY TEXHMHBCKOMY KOIEKCY).

486, Heonenyemii{pie) Npenapar(i).

45,1, OTBeTCTBEHHOCTE 38 YHET  pechagyemorolbik) npenaparalos) Ha mecre(ax) ucnbiraHws
BOANArAETCSH Ha MCCHSIOBETENA/MCCNSADBATENLCKAN LeHTD.

4.6.2. VeonenosarensMCCNRIOBaTENBCKUE LIEMTE MOTYT NEDELATE HEXOTORBIE WK 808 0BH3aHHoCTY N0
ydEty ucorenyeMorc(six) npenaparalos) #a mecrelax) WerbiTaHus (bapMaLSETY/ITPORHE0DY, HEXOIAUEMYCS B
WUTETE MCCASA0BETENSA MECRENOBATENLCKOIC UBHTDE.

46.3, Viconepoparens/MCCNegoBaTenscikll  Lertp 8 (M) CRpMauesTIpORIROp WM IDYTOe
OTBETCTBGHHOS MMLIO, RAasHAHEHHOS UCCNeAORATENEMMCCNEN0BATENLOKAM HEHTPROM, AGI DMLl BECTI AOKYMENTD O
AoCTaske nekapeTRerHoro(bix) CpeacTsalTB) Ha MECTO WCNLITAHUS, €ro (UX) UHBeHTapuiaumi Ha MecTe,
VCTIONBI0RaHWN KEXObIM MCOBITYEMBIM ¥ BOSBRaTE 3a8BUTENI0 WK YHUUTOHKEHO HeUSHONLA08EHHOMObIX)
NeKapcTReHHOTO(bIX) CPEAcTBalTE). B 91X AOKYMeHTax A0mikHbi OkiTh VKasaMe! NaThl, KONW4eCTEa, HoOMEepa
MADTUWA/CRPUA, [1aThl UCTEHEHIA CROK TOGHOCTH (S0 NBUMERUMO) 1 YHUKENTBHBIE WCNOBRIE KOb!, HEUCBOSHHEIR
UCCTIERYEMOMY(bIM)  NEKADCTBEHHOMY(bIM)  CDEOCTBY(AM) ¥ MCTILITYEMbIM, ©CMM NPEAYCMOTPEHO THOrDaMMOl
(TIDOTOKONOM)  KITUHUMECKOTe  Wohbiranmd,  MocnepoBarentt  AOTdHbl  BECTW  3amacy,  AOKYMEeHTalTkHO
AGITBEMKLAKILME, YTO UCHLITYEMBIE NONYWEHOT MCCAGAYEMOE NEKAPCTBEHHOS CPEACTBO B NPEAYCMOTPEHHbIX
AOOIpaMMOR  (MPOTOKONOM) 033X, ¥ [OTHOCTLIO YMHTLIBAIOUME  KOMMHECTRO  Mochenyemoro(sid)
NEKapCTEEHHOTO{biX} CPENCTBATE), NONYHEHHOES OT JaRBISTENN.

4.6.4. Yiconenyemoe NeKapcTBeHHOS CREACTBO CRSAYET XPaHWTb B COUTBETCTBUY C WHCTDYKLWSMM
sasanrens (oa. . 5132 n 514.3) v cooTeeTcTByolmMKY TpelcBaRMIMIW 3aKkoHORaTeRsCTEA  Peenyhnuim
bBenapych,

485 Viccneposarens gomkeH o0SCNeYMMTE MCTIONB3UBAHWE WCCHBAYEMOro(hix} NEKapeTHEHHOM(HIX)
CPEOCTRBA(TE) TOMBLKO B COGTBETCTBIM C UAOOPEHHON NpOorpamMoik {IPOTOROMONM} KIVHHECKONO MCHBITEHMA.

466, Wconeposatens #wny  NMLO,  HE3MEYSHHDE  WCCNEA0BATENSMMCCNSAORATENLCKYM  LIBHTROM,
ACTHL  OFBLACHWTE  NRRBWNE  pUMeMa  uocneayemMoro(blx) SEKapCTBEHHOMO(bIX]  CPREACTRE(TE)  KEMIZOMY
MCTILITYEMOMY UM MPOBEPATL 48pes ONPedensHHbEe NPOMENYTKY Bpemery (B 3a8BUCHMOCTN OT Xapakrepa
KCTIETAMKS) HaMeKalLes CoBAISHME KaMbive MCHEITYEMBIM JTUX NDaBKI.

47, Metoguka paHaoMusaliii 1 DackpbITua Xona

Wceneposarens Aomkes cOOMOLaTL METOAUKV DEHOOMUIZUMN B XOOe WCNLTaHUs, ecnl Takoeas
npeayeMoTpeHa, ¥ obecneuuBath, YToDbl DacKpBITHE KOfa OCYLECTAMNSIOCh TOMbKO B COOTBETCTBMM ©
nporpaMMol  (NpoTokonom).  Ecnn  veneiTasne  MPOBOAWTCA  CRenbiM  MeToNoM, WCCREfOBSTENk  JOIHEH
HeMennerHo  3aperucTpypoBath ¥ obbsckuTE  saseurerno mofoe NPEKOSEPEMENHOS pPACKDLITHE KOOA
uconenyemoro{six) npenaparalos) (HatprMep, chyYaiHce pacKpbiThe KOME WY DacKDLITHe XOoHja 8 CEsIsH ¢
CEpbE3HbIM NODOMHLNM SBNEHVEM).

4.8, VHDODMAPOBaEHHOE COIMECHE MCMbITYEMbIX

4.8.1. Mpw NORYYEHWY 1 SOKYMEHTENBHOM OOPMIEHWN WHGOPMUPOBSHHON COMacus KoCHefoBaTEN
nored coBmopare coorseTcTRyolme Tpelonamns sakonogarenscTaa Pecnybrviv Benapyck, npugemwisaTsecs
ppaavn HKGCP 1 srmdeciax NpuHumnos XenscuHoxoi gexnapauws {om. [10]). Mepea Havanom ucrisimanus
WCCHenoRaTens  OOMKeH WMETh fchMedHoe opcBpedve/nonoxureneHos  paleHne KIFQOWL  dopmb
NVCHLMEHHOND  MHGOPMIPOBARHHOND cornacyust 1 nbol apyrol NUCEMEHHOR KAMODMEALIMK, MPEROCTABMSISMONR
MCTHITYR M.

4.8.2. DOpMY NUCHMEHHOTO  #HAIOPMUPOBAHKHOIO COMBCHA W APYIVID NUCLMEHHYIY WHIHhOPMELIA,
NPESOCTARNNEMYIO MCNLITYEME, CREOYET MEPeCMaTPYBETL N0 MEDE NOABISHIS HOBOW BaMHON rHIbOpMELAN,
cnoCoBHOoW NOBNUATL HA COMMAcKE MCIRITYEMLIX. HoBwe pedakyui GObMbl TUCEMEHHOMD MHBOPMUPORAHHOND
COMMacusl  # NMUCHMEHHOR  WHIDOPMAELMKM  MOHKHO  NPUMEHSTE  NOCAS NPEOBBPUTENLHOE  OUSHKM 1
onofperusnanokTensHore pertenns K/2CHUL Wenemyemblil nitd erp 3aKolHbIA peLcTasirent Jormste Bemb
CBOSEPEMEHHO O3HAKOMNEHR! © HOBOW wHGopMauuer, cnocobHGR NOBMMATE HA KERaHre WCHbITYeMoro
NPOACIMKATL yMAcTUE B wonbmaHms. $arr coolwerus atoft uHdopMaumy nomker OwiTh  JORYMEHTENbHO
MOTBEDHEEH,

483 Hu vconenosaTens, HA COTRYOHWKY, YHaCTEYIOUME B WUCNLITEHKN, He JOMHb OKAaLIBaTL
SABREHWE HA WCHLITYSMOIS VS BbIabBaTL Yy Rerd HeODOCHOBAHHYID 3AUHTRPECOBAHHOCTL B YHaCTUW WK
NPOSOTPKEHMA YIACTUA B KITMHUHECKOM MCNLITaRNN,

484, Hit yoTHas, HU MACHMEHHER WEDOPMELIMS O KIKUHUHSOKOM WCHbITanwe, Brinosas hopmy
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MUCHMERHOTG  MHIDOPMUPOBEHHOID  COMMECHS,  HEe  JOMiHB!  cogepwars  mofoll  hopMynuposky, npsmo
BRIHYHARIOWER UCNBTYEMOMO Wit 670 3aKOHHOM MPeLCTABUTENS QTKa3aTbCA OF CHOWMX JAKOMMbIX (pas wiw
gonyekasouelt nopobHoe TorkosaHue. OHU TAIKE HE HOMPKHEL COAGDNAETH  JasiBNeHud, oCBOGOKABIoLLIMX
MCCNENOBETENs, WOCNEIOBATENLOKAR UeHTD, 3asBuTens WM ero npescrapureneid OF OTBETCTBSHHOCTM 32
ADAYILEHHYK XSNaTHOCT,, Ui (ORMYMMPOBOK, NO3BONAICLLMX NOIODHYID MHTERNPETALKIC,

485, VconenoRatent WM HAZHEMEHHOE MOCNefoBaTensM  fMue  SOmHbl B Nonson  Mepe
MPoUHhOPMADORETE MCTBITYSMOTD WNY, ECIHK MCNBITYEMbIR HE CNocoBeM AarTh MHpOPMUPOBAHHOES COMMacue, ero
IFKOHHONO  rpencTasuTens 000 BCEX IHAYMMBIX ACNeKTEX WCHWTaHWS, B TOM HMCHe O3HAKOMWTL &ro ¢
NACHMEHRBIVIE MHDORMBLNCHHBIMIA MaTepUanami 1 oacpeHUenNONORUTENbHBIM peierman KB/OTWLL

4.8.6. Yorran uHhOopMaLra ¥ MUCHMEHHLIE MHPODMBLIMOHKEIE MATEDUANE! O KIMHAMECKOM WCTIbITaHMY,
ERKIHOHARA ODMY NMCHMEHHOM VH(POPMUPOBAHHOID COMMECHS, HE [OIMKHL COBEMaTE CHEeUManbHbiX TERMKHOB ¢
BOMDKHBL  BbiTh  NOHATHE!  KCOBITYEMOMY WM IO  33KOHHOMY fApercrasuTenky 4, ecny  notpebyercs,
HE3GMHTEPECOBAHHOMY CEIIETEMO.

487 Viconenosarens WM HASHAEYEHHOE WCCNenOBSTENeM NuuLo 0O NOMyueruss tHOpMUuposaHHore
COMEGHA HOPKHE! OaTE MCTIHTYEMOMY WK €10 IBKOHHOMY NPEACTIBUTENG OCTATOMHOE BPEMA AN NDUHSTIS
pelleHyst 08 yUacTWy B MCNBITEHMA W TIPSAOCTARUTL BOIMORHOCTE SANPOCHT: MHODMALIMIG O NOSpoBHOCTHX
KFMHWYECKOTO UCTBITaMuA. VICreTyeMEfl Ml ero 3axoHBbil NMPEACTaBuTeNs AOMDKHL! NOMVURTL KCHEPILIBAKLKE
OTBETHI HA BCE BONPOCHE O KIHUYECKOM BCTbITaHMM,

48.8. o srraoresun CyBLenTa B KMHUMECKOS MOIBITAHKE OH Cak WY &ro 38ROHHBI MNSACTaBUTEN ¢
MO, NPOROAMBILIEE PASLACHUTENbHYKS Oecely, AMDKHb NOANUCETE W JATUPOBATL DOPMY NUCHMEHHOTO
UHDOPMUEOBEHHOIO COMMTACHR.

4.8.9. Ecnu norsiTyeMbiéi v ero JakosHbifl NPeICTasHTE b HE YMEIOT MITW HE MOFYT YHMTATL, B TEHSHWE
Beed Gecefiet 06 MHMOPMUPOBEHHOM COITIECHM JOMMKEH MPHUCYTCTROBATEL HEIAVKTEPECoRaHHER! cBlieTans. [otne
TOMD K&K MCNBTyeMoMy W €7D S3KOHHOMY MPEACTARNTENO NPOYATANW 1 PashacHuni (QOPMY MHACHMEHHOM
MHDODMIADOBAHHOID COMMACKS W APYTHe TIPE[IOCTIBMNSIEMbIE MCNLITYEMOMY MCHMEHHBLIE MHDOPMALIMOHHBLIE
METEPUANES, WCHBTYEMBLI WKW 6r0 3aK0MHLIR NPSACTABUTENDL [AR0T YOTHOE comacke Ha yyacThe oybnexra B
KCNpITaruia ®, ecnyu CcnocoDibl, AMMMGO NOGNUCHIBRIOT ¥ NSTUDVIOT opMy  MHPOPMUPOBRHHOIO COrRacns,
Canierens TRIOKE SOMKeH NOATMCET: Y IVMYHG SETUPOBETL (DOPRY MACEMEHHOTD MHDODMNPOBAHHONG COrmacks,
ITUM OH NOMTREDAAET, YT WRDCPMALIAR, COASDHALLIACH B 9TOM A0KYMEeHTEe 1 MMobbIX APYX MHChMEeHHbIX
MHCPOPMALIMOHHBIX  MaTepuanax, Obifa TOUHO DPasbACHEHS W, OUEBWIAHO, NOHNTHA UCHBITYEMOMY WRM ero
3TKOHHOMY MPeJCTEBUTEN0, W YTO COMECUE HAa YUSCTHE B KIMHMYECKOM WMCRBITEHWKM [JaH0 200posnnbHo
WCHBITYEMbIN 1T €70 33KOHHBIM NMPEACTABKTENIENM.

48108 Secege npy nOAYMEHMW PRQODMUDOBAHHOND cOrMacKsl, B Camol hopmMe NUChMEHHOTO
UHRDOPMUPOBAHHOTG COMEcHS, a Taioke B niolbix APYIVMX AKCBMEHHLIX MHQOPMALIMOHHLIX MaTepUanax,
MPSAOCTABNREMBIX CTILITYEMbINM, JOMKHE DiiTe O8wRCHENE! CHBAVIOWNE BOMPOCHE

a) MCCNBOBATENLCREA XAPAKTED KITUHUMECKOTO BCHbITaHW,

&) UENb KNUHKYECKOND UORbITaHIAS,

B) NEMEHUE B XO0E KMMHAHECKOND ACHEITEHIS W BEPOSTHOCTE DACTIDEASIISHNS B OOHY WS IV KCILTYEMBIX;

) NPOUERYPEL, NPUMEHASMBIS B XOAS NCIbITaHMA, BKIIOMaA B2 UHBAIWBHEIS NPOYUBYDL

ii¥] O0AZETENLCTES NCNBITYEMOTO;

2) ACHEKTIE NCTLITAHNS, KMEKILME IKCNeDUMEHTANBHLIN XapaKTap;

) HeVaOBCTBA [INA WCREITYEMOMD, 2 TakKe ODLEKTVEHO NPSMCKasysMbli PUOK KBK ONR CaMoro
MCTILITYEMOTD, Tak 1 A amOpuoHa, INnaa uim rpyaqHore pebeura,

3) OOLEKTHBHO OMWIAAEMAR (ONb3A (S0 WONBITAHWE HE MMEET TOPANeBTUHECKON  deny,
Heotoaume conbLywTb 06 ITOM MCTILITYEMOMY )

) ANETEPHATUBHEIE TIPOLSIYDbI WMAWM  KypClkl}] NEMEHWs, XoTopkie MOTYT Dbtk  HadHaHéHb!
MEFIBITYERMOMY, 8 TaIHE WX NOTEHLIMATbHBLIE NOMND3E It PHOK,

K} KOMDEHCALUA M (M) NeMeHVe, Ha KOTOPLIE MONETYeMEIR MOMET pacCHUTLIRETE B Cnydae
HAHECEHIS oMy BREAA B XOOe KIMMHWHECKOIQ MOCThITaHMs!,

) MpenronarasMbil - PRIMED  BRINET  MORLITYEROMY,  &CNM  TAKOBLIE  (PERYCIMOTpEHb,
NPONOPLMOHANEHO JAWTEABHOCTA 80 Y-aCTUA B KITMHUHECKOM UCHbITatnm;

i} NPeONoarsemMbie PacxOhhi WCbITYEMOTD, CBASEHHLIE ¢ €0 YYACTHEM B UCHLITaHMA, ecmm
TAKOBBIE (HIALAIOTCH,

H) LOGPOBONLHLI XapaKkTep Y4acTiid B MCNBTaHWUY, BOSMOMHOCTE OTKE38 KCMITYEMOTD OT YHacTHs B
KCHBITEHNA W BeObITHe ¥3 Hero B ool momedTt 03 kKakwennBo wrpados uny noTepy ApuBunend
VICTILTYERONRS,

o) AULG{E) OCYLSCTEIMIOIME MOHMTOPIHE, ayauTop(sy, KO/SCWL v pervisTopHblit(bie) opraHisl}
BOSYHET HENOCPEACTESMHLIR JBOCTYIT K 3AMMCAM B DEPBUMHOR MEAMLIMHCKOR JOKYMBHTAUAN MCNLTYEMOID B
offvene, OnpeneneHHoM 3akoHoparenscTaom PecnyBniky Denapycs, ONg Nposepkk NPoUSRYR ¥ (M) Jakssix
KIMRAHECKOND MCTILTERIR, HE HADYLLES OpK STOM SHORMMHOCTA MCNTyamore. Noankckisasn hopmy MMChMEHHon
HHROPNIADOBEHHOIO COMMACKSE, MCNBTYEMBIN WK ero 3axosHpil NPEICTABUTENE SRI0T PasPELLeHKE Ha Takoil
FOCTY K ATO# SOKYMEHTaUNA,

1) AOKYMEHTALMR, MASHTUOULIMPYIOWEA NAMHOCTD HONBITYeMOT0, OYOeT COXPataTbheR B TEAHE W He
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Gyner pgocrynHa oDLIECTBERHOCTA B DAMKAX, YCTAHOBMEHHLIX 3axoHodatenteTeom PecnyOrmam Berapyce. [lpw
MySrivkaumy pesynsTarcs KNUHKHECKOrD UCHBTaHWs aHOHMMHOCTD VCABITYEMOre BYeT coxpaHena;

[} WCNEFYSMBI] WKW SF0 3aK0HHBIR NPpencTaBnTENT: GYIyT CBOSBPEMEHHD O3HAKOMIEHL C HOBOH
BHOORMALMEN, KOTOREA MOMET MOBNVATL HA XENaHVE KCMbITYEMOMD NPOLCITIMTE VYACTHE 8 KIMHUNECKOM
MCTITaRAY; ‘ _
c) K KEKOMY Iy Wi rdam (C npegoctasnesiten Crucka) MoxHo obpamiTess ANnst AonyueHWs
ACNGIHITENBHOR WH(IOPMALIAK O KNUAWHECKOM UOHBITARAM Y NREBaX UCNLITYEMbIX, 8 TAIOKE B CITYYAE HAHECEHWR
BpeAA UCTILITYEMOMY B XOAE KNUHUMETKOND MCTIbiTaHuR,

T) poaMoxHBEe  ODCTOATENLCTBA ¥ (W) OpWuMHBL, 110 KOTOPLIM  YHACTHE  MCHBITYEMOrD B
KINIFHIAHECKOM MCTIBLITaHM MOKET BbiTh MPEKDaLLIBHE;

v NPeAnCRaraeMas AnVTErtbHOCTDL YHACTUA MCTIBITYEMOTD B KITARUYECKOM WCNbITaHUM,

)y rpuBNUIKTENSHOS KONWYECTEO UCBITYSMbIX, YHRCTBYHLLIMAK B WIHUMEBCKOM VCTLITAHUN,

481100 BrAsQueHst 8 WenbiTaHke cyBnerT nnu ero 3aKOHHLIR NPeacTaBTeNh SOMKHL NONYyYrTE
KOTTG NOJMMCEHKECH 11 JaTUPOBAHHON IOPMbL fIMCHMEHROMY MHDOPRMDUBEHHOTO COMMACUS 1 ADYIME NNCEMEHHDIE
MHOPMALIMOHHDIE METEPWENE!, RPSAHASHEHMEHHLIE ANS MCNBITYEMbIX. BO BPeMR YYECTUA B UTAHHMECHOM
MCTIBITAHAN MCHBITYEMBI ANW Br0 33KOHHBIR NpeacTasuTens cyOBLerTa JOTpiHL! NONMYHETE KoMK QaTUROBEHHLE U
MOATVCEHHBIX BKTYARMINPOEAHHELIX BepCiil GopMbl MHDODMUPROBARHOMS COMACHA WM KoM MoBelX MONpasok K
MACHMEHHLIM WHOODMALIMOHKHLIM MATEPUANEM, NPEIHasHaYeHHBIM 417 CyEberTa,

4812 Ecnn 8 KNMHAMECKOM MCMLTariy  (TEPaneBTUHECKOM WK HEWHTEDBEHLIMOHHOM) YMACTRYIOT
KCIBITYEMBIE, KOTORLIE MOMYT BbiTe SKHOMEHE! B WCNBITAHWE TOMLKG HA OCHOBEHWA COMECHHA MX 3aKOMHBIX
NPEOCTaBUTENSH, UCHLITYEMOMY ACIDiHa BbiTh RPELOCTARNEHA HOCTYNHAR €0 NOHMMAHWO WHOpMELMS 06
UCTIBITAHAK, 1, ECTIM VCABITYEMbI CIoCOBEH, OH JONMKEeH NOATMCATL ¥ NMYHC aTUpOBaTh hopMY MMCEMEHHOM
MHC%)ODMMQOB&HHO?O COrAacHa IOMAMO HHCBMEHEOTO IrtH{})OpMHpGHaHHOH} COTHACHA, AaHIOr0 €ro 3EKOHIHLIM
TTPEACTABITCACM.

4,813 Kpome cry4ass, Ormvcastsblx B 1. 4.8.14, 8 HENHTEDBEHLIMOHHEIE UCHRITAHNS (TO 8CTh VICHbITEHIA,
KOTOPLIE HE NPENYCMETPUBSHT HENOCPEACTBEHHON TEPaNeETUMECKON NONbak! ANS CYELEKTOR) CHEIYET BIUTIHATE
TONBKG Tex cyOueKTOR, KOTOPRIE MWYHO JR0T CBOS COMMEcHE, a TAIKe NOQMACKIBAIOT W A3TURVIOT opmy
MUCHIEHHON MHDORMUDOBAHHOTO COrMacus.

4.8.14. B HEWHTEPBEHLIMOHHBIE MCMTAHUS MOMYT BhiTh BRITOUEHE! UCTLITYEMER © COTMAGHA X 3AKORHRIX
npaactapkTenad npy CoDNOIEHNK CRENYIOLNX RONONMEHIA;

a) LIS WCTbITEHIA TPEBYIOT BKIMIOUEHNA MCIILITYEMBIX, COCTOSHIE KOTOPEIX HE NOIBONSIST 1M NIUHG
AaTh COMABCKE HA YMACTIE,

G BOIMOHEHBIA DUCK ANS UCNBITYEMBIX HEBBICOK,

8) HEraTHBHOE BOSASNCTEVE Ha Gnarcnony-ie nenbiTyembix CBEAEHO K MUHIMYMY W HESHAUNTENBHD,

r) HCILITAMNE HE ABRNAETCH NPOTUBOZBKOMHLIM;

) AR BITHOHEHNS  TAKMX  VCNBITYEMBIX  3aNpoOuweHD  OR03DEHe/NONOKATENLHOR  DELEHie
R3/ECHL, 1 B nvcbMerHoM OLOSPEHMRAONOMMTENBHOM DELLEHIN YHTEHEI 3TIM SCNeKTht.

[Monofnpie MoNLITEHMA CNSAYET NPOBOAWTL HA NALMEeHTaN, HaXOSLLUXCS B COCTOSHMR wnk ©
safonesadeM, KOTOROE ABNAGTCA FIOKaIGHMEM K NPUMEHEHWIO WCCHSAYeMOrO TPEenapara  (MCKIMeHis
BOBMCHMHE TONBKO 7P HAMTKHMY 0DOCHOBEHUR). B Taiix WCTBITaHWaX COCTORHE WMCHbiTyeMbix Tpebyer ocobo
TWETENLHOTG KOHTPONRA, & KX YHacTUE B WCOLITaHMy JOMKHD Obith NPEKDEUeHO, &0l OB WCTBITRIBaICT
HEONDAEBAARHLI CTPASAKHWS.

4.8.15. Ecrm cyBuakr HAXOAMTCH B COCTOAHWK, Tpebyiowem HeoTnoMHON MeAVMLIMHCKON noMotLmM, # v
HEMY HEBOSMOMMO TONYYWTh COMECKHE A0 BKAOMEHWS B MCOLITAMKE, OMO JOrmKnro OwTe 3aTpefoBaHe y &ro
3BHOHHOMD  NPEATTABUTENR, SCNK  [IOCNEOHWI  NPpUCYTCTBYET nNpy  3TomM.  KoMia  HeBOBMONHO  NOMyuiTh
MPENBAPUTENEHOS COrnacke CYTLerTa ¢ OTCYTCTBYET €0 3a¥CHHLIR NPeaCTARNTENL, ANA BRITIONSHI CyDhexTa B
UCNITaHre ookt Obith NPBANPUHATLE MEPL, NIPEAYCMOTPEHHLIE NpOrPEMMOR {FMPOTOKOITOM} 1 (W) SoyriM
OOKYMEHTOM, © GOKYMEHTIPOBAHHLIM onobBpervemnonoxurensHsiv pelieruem K/SCWL ans saluurer npas,
Besonackoctd  m Orarononyqns cyDpexkTa, a  tame cobriofdedus  CoOTBETCTBYILMX  TpeBoBarumi
sakoHonaTanseTea Pecnybrmit Benapyesh. Cybnert Wnv 3akorHbil npeficTaenrent cyBbekra JonHbt Gufb
MOCTABNEHLl B WIBSCTHOCTE 00 MOMniTaHMU B ¥paTyaflive CPOKM, Y HWMX CIeayeT nonywilrs cornacue Ha
NPOLOIPREHWS2 UCTISITAaHAR ¥ [IPYIOe CorMacKe B cnyyae neodxoavmocti (oM. n. 4.8.10).

4.8, JouyMeHTs 1 OTeTs!

4.9.1. Mooneposarens HorskeH OBecHedmMTs TOHHOCTL, NONHOTY, yACOOUMMTABMOCTE U CBOSBREMERHDE
NPESCCTARNEHNE 3aHBITENI0 A8HHDIX B MHAWSUAYENBHLIX PErvcTREMORMbIX KapTax (MPK) 1 scex TpeByembix
oTyeTax,

4.9.2. [anusie, NPABSASHHLIG B KHIMBUAYANbHLIX DEFCTPAUMOHHBIX KRDTaX, JOMmKHbl COOTRETCTBORATD
NEPBAYHBIM SOKYMEHTEM, W3 KOTOPLHX OHY NEPEHECEHD], UK DROXONEIEHUA A0t BbiTe OB bACHEHD!,

493 fhobole UIMEHBHWS MW UONDEBNSHWR B WHOMBULYSNbLHON DErMCTDaLMOHHOR KapTe JorwHbl
NOSBOMATL NPOHUTATL HePBOHAMANEHYIO 3aMUce (TO eCTh SomkeH Sbith COXDAHEH HOKYMEHTaneHLR chen) oHy
JOMmicHs! BbTe NOAFMoaHD!, RETUPOBAMLL W, NPY HeoBXoouMOoCTY, OfLACHEHE!L HT0 OTHOCUTCH K U3MEHEHUSEM W
NCHOARNEHNAM B KHOUBNAYANLHOR DErMCTPALMOHMHOR KBPTE KaKk Ha DyMIUKHOM, TaK ¥ Ha 3NeKTPOHHOM HOCUTENE
(eM. 110 51840} 3assuTent JOMeH NMPORHCTRYKTMPOBETE WCCNSNoBaTens u (WK} PeaCTaansnLMY &ro
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COTRYAHMKOB O NOPAOKE BHECSHUR TakuX wWonpasnesyin Y anrsuTens Aorbkrsi BbiTe NUCHLMEHHLIS METOLMKM,
BLIMONHEHUE KOTOPKIX FEPAHTUDYET, YTO WSMEHBHUS MW VMCNPEBNSHVS B WHOUBASYANBHLIX DErNCTDALIMOHMBIX
KApTax, GAENAHHEIE €ID NPEACTABUTEN MY, FBISKITCH HeODXONAMLIMK W COMBCOBAHNDIMY © WOCHEN0BaTENEM.
NconenoeaTen QOMMKEH XParnTb 3anuc 00 STUX UIMEBHEHWAX 1 NCOPaBnNEeHnsx.

4.9.4. McchefoRaTenbMecnefoBaTensCkitt  UEHTD  AOIMKHE BECTM  AOKYMEHTh [0 VCHLITAHWO B
COOTBETCTBAA C OCHOBHEIMM LOKYMEHTAMW LNA NPOBEASRNR KNMHWMECKOrO MCNbTaHus (CM. noapasgen §
«CHOBHBIE OOKYMEHThI N5 NPOBENSHIR KITAMANECKOrS CRLITAHWA ) 1 0BA38TENLHO COMENHD COOTBSTCTBYIOLMM
pEryNSTOpHEIM  Tpebosarnanm.  Viconaposarens/MocneaoBaTefinCiiil LEHTD  [OMKHbL  NIPRHAMETL  MEepbi,
NPEROTBPSLLROLLIME CIYUYaAHOE UMK NPENEEEREMEHHOE YHVNTOKBHKE JTUX JJOKYMEHTOD.

495 OCHOBHBIE JOKYMEHTH CHEOVET XPaHWTh HE MeHBe 5 FeT nocHe PerucTPAlian JeKAPCTRERHOID
cpeitersa 8 PecnyOmrke Besapyeh s/ YTERDKISHWA NOCHEIHETD 3aMBNEHAN HA TOCYAAPCTEEHHYIO PeIMCTDaLMO
NEXapCTEEHHOMN CREACTSE B COOTBETCTBYHILUEM rOCYAPCTER, TO ©CTh KOMRa HIA OLHO W3 3BRENEHMIt HE HEXOIWTCH Ha
DACCMOTREHII | H@ NIaHUPYETCH HOBLIX 38ABCK, Wi HE MeHee 5 ner roche oiMuranbHOrD NPeKpaleHrs
KNrHMeCKol paspalioTin MCCIEyeMore FISKANCTBEHHOMD CPEACTRA. 3TY AGKYMEHTbI HeolXOAMMO XpakuTe B
TedsHie Bones AIMTENLHOTC COOKE, SCNK 310 NPEeRYCMaTPHBAETCA SOTOBOpOM © sassiterem. Sassurens ofnzan
MOCTERUTL UCCTISOOBHETENISMCCHEAOBSTENLOKMA LEHTD B MIBECTHOCTE 00 neredesil CPOKE XPaHeHusT JOKYMEHTOS
(cn. 1. BHAZY,

4.9.6. GUHEHCOBLIE 8CNENTLl UCCITEROBANWA A0HiKHR BbiTh OTpEMEHE! B A0TOBGPE MENY 38ABATENIGM W
UCGHISAOBATENEMMCCHENOBATENLCKIM LIBHTPOM,

4.9.7. Mo Tpefosanwo maua (IiL), oCyecTENMoLEero(umn MoswToprHr, ayautopa, KERCKL] unm
PENYRATOPHOID OPrana WeCHeiOBaTenbMCCNeosarerbCkiii LUSHTE AormkHb: obecnesnTe M TIDAMOR AocTyr KO
BCEM TPEOYEMbIM JOKYMEHTEM OTHOCWUTENbHO UCHbITaRIA,

410, Orverh O X088 VCHBITaHUS :

4.10.1. conenosarant AOMKER NPefocTasnste Ha paccmorperne KOMBCHLE wparwie nuchmeninie
OTYETHI O XOLE HOTILITAHNA SRENOAR0 Wi vatle no Tpebosanno KSISCKLL

4.10.2 ViconefoBarent  AOMKEH HEMEINEHHO NPeiocTasfTh MMChMEHHLIE OTYEThI  38HBUTEMO,
KS/IGCWLL (cm. 0. 3.3.8) u, ecrv HeoOxonvmo, aMUHUCTREUMM KCCHBnoBaTerbokOFO LeHTpa obo Boex
U3MEHEHRY, OKasbIBAIILIK CYLIBCTEEHHOE BITMAHNE HA NPOBEAEHNE MCTHMAHKA 1 (M) NOBBILUSIOWLMX DUCK ANA
VCTIBITYEMBIX,

411, Cocrasnene OTYeTOB 0 BE3oracHOCTY

4.11.1.Crenyer HeMeqneHHD MpefocTasnsaTh IaRBUTEMD ceegedns 000 BCEX CepneinbiX NoSouHBIX
peaugrax (CIP), kpome Tex CepbesHei NoDoYHLIX PEAKLUWHA, KOTODke onpasanatkl B nPOTPaMMe (NPOTOKRONE) UK
B ADYIOM [OKyMetrs {Hanpuvep, B SpoLiope ueCneJoBaTens), Kak He Tpebyiolps HeMEINBHHOID YBEAOMISHVS,
Bonen 28 HememeHHbiMK oTueTaMI HeoBXOMUMe cpasy npPefocTasnsTe noppobHLIE MUCHMEHHBIE OTYETL.
HemenreHeEsiE ¥ NoCnenyioulit omiethl S0kl KOSHTUDUUMPORAETE CNBITYeMBIX 110 WX KHAWBMAYENBHEIM
KOO@EM, 8 He 110 (DaMURMSIM, SMHBIM AIEHTWPKaLMOHHLM HOMEpanm 1 (Wnk) agpecam. Mooneosarens JormeH
coBNIGLaTE TAIKE COOTBETCTRYIOUME DerynaTopHsie TpeboBaHns No NpeacCTaBneHuio OTHEToR O HEDKGaHHEX
ceppe3nblx noboqHbX  peAKUMAX Ha nekapcTeedHoe cphescTro YT «llewrp sucneptua ¥ venomarii B
anpasooxpateHuy 1 KO,

4.11.2.B cootsercreui ¢ TpeloBaHUsMN K OTHETHOCTM M B CHROKM, ONPEOeNeHHbIe 3asBWTeneM B
nporpamme {npoTokone), HeoBxonumo coodLETh 3assuTenc © nODOuHLIX ABNSHWSD. K (NN} NETONOMMUECKX
OTKIOHeHWMAX  NabopaTtopHbiX  MapamMeTpos, NPSayCMOTPSHREIX nporpaMvoi  (MPOTOKGNOM)  JNs olUeHM
Ee30RacHOCTI.

4.11.3.Buecre ¢ cooblyervem O CMEPTENBHBIX KOXOMEY WCCNenOBaTeltb JOMKeH N0 ToeBoRaHWIO
NPEOCSTAsUTL IEABUTEN0 W K3/ACVILL molyio RoROHHYTENLHYIC MHGORMALMIC (HaNpUMeD, OTHETL! O BCKPLITAM
IRITIOIATENLHEIE MEOUMUMHCKUE OTIeTh),

412, [MpexJeBpeManHos NPeKpalisHue Ny NPMOCTARORKE UCNLITAHKA

B Ccrydae NDOHASBPEMEHHOID NPEKPELBHMS WM NPUCCTAHOBKM WenbITasms no niotoi npvvHe
MCCIEROBATENE/ MCCRBNOBATELCKAR  UBHTD  JIOMKHL! HEIAMEANWTENLHMO  COODLWMTL 00  3TOM  MCNLITyeMLiM,
oecneqnTs MM COOTBETCTEVIOLLEE NedeHae W nochneayioules  walmonesne, 3 Takke  yeeLomaTh
YTIOMHOMOHSHHBIA{bIE) NErYIHTOPHLIE Qprat{bl), B COOTBETCTBMK C TpefoBaHusiMi 3axoHonaTenscTea Pecnybnuki
Benapycey, Kpome Toro;

4121, Ecnu veonefosarens NPenieBpemMeHHo NPeKpauaeT iy NpuocTaHaBnNBaST uehbitadue Oel
NPENBALUTENLROMG COMNaCUS 329BMTENs, WCCNENOBaTEN:, ecni Heolxonumo, aorsieHd coofiprs of sTom
WCCTIBNORATENLCKOMY  LEHTDY,  VICCnefoBartenbMCCABNOBaTENbOK  USHTD  AOMKHEL  HEIAMEINTENLHD
npovndxopMnposarts sassrTans 1w KY/3CKMLL o npekpalieHni MW NpUGCTaHOBRE WCCNERoBaMKa ¢ nogpobikiv
ODBLACHEHKEM NPUYKH 8 MIMCLMEHHO hopme.

412 2 Ecrv 3anBuTens NIPeKpallasT v npuocTadaBmvisast voneitanue {om. n. 5.21), ucenegosarent
LOMBKSH  HE3aMeRrMTENEHe  cooButh 0D  STOM  WCCNelOBaTENsCroMY Ueetpy, ecrm  reofixopwmc, a
UCCIEA0RaTENLMCCNEI0BATENECKAR LIGHTD JOMKHL! HEMeANeHHo wHdopmuposan: KSOCKUL » npegocTasuth
K3ACKL nogpobHos NebMEHHOE OB bRCHEHKE NPYMAH NPEXPELLERIS MM IPUOCTAHOBIM WCNBITAHWR,

4123 Ecrm KS2C0WLL nperpallaet Wi MOUOCTAHARNKBAET BhiteceHre ogoBpenus/nonoarenbHoro
PELHEHUA OTHOCHTENBHD NPOBELEeHWst MCNbITarus (om. nn. 3.1.2 v 3.3.9), voonenosarens Aormer coobiguts ob

19



TEIE 184-2009 (§2040)

ITOM MOCIISHOSaTENbLCKOMY LEHTDY, ecny HeobXonWMD, 8 WoCHenoBATENLCCNSNOBATENLCKA LEHTD AOMmkHb
HESBMELNUTENLHO YBEAOMUTL J2ABUTENH ¥ NPELOCTasuTe 3aRBUTErEe noapobHoe mmchMedrHos olbACHEHKE
MPUSEH NDEKPALLEHUS WFK IPUOCTAHOBIA

413, JakwnourensHbIR(e) OTHET() KCCNenoRaTeNs

flow saBepluenysl MCHLITaHWY  Weonenosatens, ecny Heobxouumo, aoren coobumts of 3toM
WCCHEIOBATENLCKOMY LUEHTRY, HCCNEAUBaTENbMCCHBAOBATENbCKUI LIERTD [OMKHE NPEAOCTABVTS CBOEHRIA OTHET
O PEIVRSTATSY KIMHAMECKOrO uenbimadng B KS/ACKL, a Takke nobulie TpebyemMble OTYETH! B perynaTopHmii{e)
YOOMHOMOUEHHLI{E) opran(s).

5. Janpvrerit

51, OfecnedeHne KaYecTBa U KOHTROME KSHECTEA NPORESEHNS KIMHMYECKOD HCRbITaHWA

511, 3aspurens HeCeT OTBETCTEEHHOCTL 33 BHEOpeHWE W nognepwaHde cuctem obecrnevenis
KEHECTBE Vi KOHTROMSA KAHSCTRa C MUCLMaHHLIMK CTAHAPTHEIMY oflepalioHHbiMK Npougaypami (COT), kropole
rAPEHTUOYIOT NPOBEASHUE KITMMINHYECKOrO WCTILITAHUR, NOAYYeHUS, AOKYMEHTMROBAHNE (NpOTOKONMPOBEHNE) W
NPELCTARNEHIE A2HHLE B COOTBETCTBMW C NPOTRaMMORA {MPOTOKOMONM) KAKHWUECKAX VCNBITaHWA, Npasrnami
HKIVGMP 1 rpefopannsy  3aKkoHonarenscraa FecnyDnvks Benapyes |

51,2, 3as8nTeNb HECET OTBETCTBEHHOCTL 33 NOMYMEHWE FMCHMEHHOTD COMACKS BCEX BORNEHEHHBIX
CTOPOH Ha NRERCCTARNEHNE NPAMATG BOCTYNE {CM. TepMmir 1.21) BD BCe KCCRETCEATENLCKNE LeHTDR, CBASaHHLIE &
MCTLITARVEM, KO BCEM NERBVHHbI ASHHLIM/OOKYMEHTAM M OTHETAM © LEMLI0 MOHMTOPHHIE # ayauTopcroi
NPOBEKN CO CTOROHE! 32SBUTENS, 8 TAICKE KHCNEKUUY CO CTODOME! OTENECTRENHHLX 1 3aDYOEKHBIX PErYIIFTODHEIX
YTIOMHOMOUSHHEIX ODraHos,

5.1.3. KoWrponb KB4ECTBa CRERYeT OCYLUECTRINATEL Ha keawaom arang ofpaBoti gaxubik, uTobbl
oBeCre T X AOCTOBEPHOCT: WM NNABMNLHOCTL GBpaboTky.

514 Jorosope!, 3ar/104a8Mble MENGY 3a4BUTENEM 1 VICCMIB0BATeNeMMCCea0BaTerbCiMM LISHTROM
U oGOl QR CTOROHON, YUAaCTBYOUIER B KNUHNYSCKOM NCILITAHIK, BOMite! ObiTh B NACHMEHHOM BUAE KK
YACTL MPOrPaMMb) (NPOTOKONA) MNY B BKIE OTABMBHOTO COITIALLEHWS,

52. KoHrpakrHans woonenosarenscrkas oprakusaums (KUOICRO)

5§.2.1. 3a98MTElb MOKET NOSHOCTLI) UMM YaCTVMHO NEPelaTh OBS3aHHOCT U (DYHKLIMK, CBS3aHHBIE ©
NEOBSABHUEM  KNMHMMBCKOND  WCTILITAHUS,  KOHTDAKTHOW  VCCTISNOBaTEnboKol  QQradusaliy,  OGHEKO,
UTBETCTBEHHOCTE 38 KEMECTBO W NOMTROTY J8MHBIX, NONYYeHHbIX B XONe WCHbITaHWS, BCerpa HeCeT JangwTant.
KoHrpairsas MCCNepoBaTebckas OprannsauMs JOrmkHa oCyWecTsTh oDECHEHeHNE KaMeoTBR M KOHTROTL
KEHECTBA NEOBSLGHNS IKMHUHECKOrD MCNbITaH!A.

52.2. @axr nepefadn  KOHTPaKTHORN  KMCCNenoBaTenbokoR  opranmsalmm ool cBRsaqHOR  ©
KIAHUHECKAM MCNBITBHKEM OORA3aHHAOCT W (hyHKUWM Joriet Bhith MCHMEHHO ONIPSAENEaH B JOrDBODE,

52.3. Nhobble CBAZAHHLIE C KNAHWHECKMM uChBITanuaM ODA3SHHOCTIA W (DYHKLMAY, KOHPDETHO He
NepenaHHbe KOHTRAKTHOW WMCCNBfoBaTebChol OpraHm3ain 1 He FIPUHSTES 810 K WCNONHEHMo, OCTaTes 8
KOMTISTEHLIAA 3asSBUTENH,

524 Bre pekoMeHARUMK 33FBUTENK, WINOKEHHLIE B HACTOALIEM TeXHWMeCKOWM KOOSKCe TakKe
AefcTBATENbHEL W B OTHOLUSHMI KOHTRaKTHOR MCGNENOBATENLCKOR opraMM3alyy B TOW Mepe, 8 KoTopo#
KOHTPEKTHAES KCCNBAUBATENLCKSN OpraHnaaums npudiivaet na cels ofifaanHOCTY ¥ (DYHIKIMM [0 HPOBSNSHII0
KIWHMMECKOTO MCTIBITAMUA.

53 MegumMHCKSS KOMNETEHTHOCT palloTHIMKOR 3a5IBUTENS

JarsuTans Jomker HasHauwuTe paboTHMKOB, KOMNETEHTHLIX B COOTRETCTBYIOUEH ofnactn mMesmiuHbl,
AN pelleHrs BONPOCOB UK Npolnem MeQuLMHCKOTD XapakTepa, CBA3aHHLIX C KNUHIYECKUM Menbirarmen. Tipuy
HEOEXOIMMOCTA LNA STON LB MOTYT BbiTh NDUBNEHEHB! CTOROHHIE KOHCYIIBTAHTR.

54,  Ouaahn uoneiranns

541 3aspuTens QOMKEH KCHOML30BaTL KBAMMBULMPOBAHHDIX COOTRETCTRYIOUMX AL (HarprMen,
DUOCTEMACTHMROR, KNMHAMECKUY (DEDMEKONONOR 1 BPEMeN) Ha BOEX STANEX NPOBSHSHNS MCHBITAHVN, Ha4YMHas ¢
pEapaBoTR APOrPAMME (IPOTOKONA) 1 MHAVBUOYANEHLIX PErCTREUMOHHLEX (hOPM, I'FISaHAPOBaHMA aHanwsa Ang
oBpaboTiM AEHHRIX ¥ 3RKEHYMEES TNOAMOTOBKOK MPOMENYTOHHOMO 1 OKORHATANEHOTO OTHETOB IKNMHNYENKOr0
UCTILITaHYS.

542 Ons nonydeHis JONonHATeNbHeR vacbopMadmi o nogpaanen 6 «llporokon kinMBieskoro
UGTBITaHISE 1 NoNpaBKa(un) K npoTokonys, Pykosopcrae CEMPICHM37/85 (E3) «Mote for guidance on struciure and
content of clinical study reports»a, @ TAOKE ApYrie COOTBETCTBYIOLME DYROBoACTEa ICH N ausaliy, npoTokony u
NPOBEIAHINO NCTTRLITEHH,

5.5  Oprapvsaums neheTanns, cOop aanksx Y BEASHWES JOKYMERTOS

551, Sadpurent AomKken nNpuBnekats nWy, cBnagaowux COOTBETCTBYIGLRR Keanmmpu@Euyel [rs
ocylecTerieHns  oBWlero Hafaops 3@ TPOBedeHKeM  NChbTanks, ofpabotin ABHHBIX, TPOBSPKA  AARHDIX,
MPOBEASHIAA CTATUCTUHECKOID AHESNW3E 1 NOATOTOBKM CTHETOB & KNHUHECKOM NCTILITaHRM,

552 3asprrent MOKET COOPMMPOBETL KOMWTET NO HEIEBUCYMOR OUSHKE DesyNsTATOos WCHbITEHs

8 YramamuniM AOKYMEBHTOM DEKOMEHIAVETCH NWOALIOBRATHOM B PAMEAX JPORCABHEN  MENIVHEDOHEIN
MYZpTHHEHTPOBLIX VECTIBITA I
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(KHOPWIDMC) Ans OUeHIM X0aa KNMHWYBCKOTD NCMEITARWS, BioYas farkkie o 0e30nacHocT 1 kpruTudeckie
nokasatenv  aherTVBHOCTY, 8 TaKkHe AN DPSACCTABNEHWH DEerOMEHIaUME  3asBUTEMO  OTHOCWTENBHO
MPOSOMHEHIA, MAMEHEHNN WK Npekpatuenus venwranms, KHOPWADMC normker nmets nsCoMermme paboune
COTT 1 BECTH NUCEMEHHRIE NPOTORONEL BGEX CBOMX 3aC0AaHWA.

553, UpK MCNoNb30BaHAN ANEKTPOHHRX cnocoBios oGpadoTky gaHHbX W (UK} Nepenaq A3HHBX
VCNBITAHUS C NOMOLLBIO 3NEKTPROHHLIX CUCTEM, 38RBUTEl Tl JOITKEH.

aj GHeCTBMNTL ¥ ACKYMEHTANBHO OOPMATE COGTBETCTBINES CHCTEM SNEKTPOHHOR Chpalormin HaHHkx
ThefosanuRM, NPeSLABNABMDBIM  3ASBUTENEM K NONHOTe, [PEBUNLHOCTH, HAASMHOCTA N ROCTOAHCTBY
BRCNNYATALMOHHDIX KEYECTE (T 8CTH BaNMAIUMO);

&) ACALEPHNBATE CTaRAANTHEE ONEPaOHHBE Npouenypis (COF} o NCIHonsI0BAKMI FTVX CUCTEM;

B} rapaHTURORETL, YTO YHEUMOHUDOBSHNE CUCTEMI NOIBOMRET N3MBMATE Sartnie Takm oDpasom,
yrelnl OOHOBREMEHHD DEMMCTPUDOBET BHECEHHbIZ U3MEHERVA, K YTODLI BBELASHHbLIE AAHHLIE He MOrmY Duirb
yhaneHst {To &CTb NOANeDNMBATL AOKYMEHTaNbHEH Cnefl, NPOCTeMUBAeMOCTh HaHHEIX, [POCTIENMBAEMOCTD
penaKTUROBIHMRA);

r} TIOQAEDRIBETE CUCTEMY 3aLLUTE! OT HECAHKLINOHRDOBAHHOIO IOCTYNE K JAHHDIM,

4) BECTY CICOK FALY, YHONHOMOHEHHED! BHOCKHTE M3MEREHIA B faHnbie (oM. rin. 4.1.5 1 4.9.3);

e) PEMYNSPHO COYLLBCTRITATE DEISPEHOE KONMPOBaHWE NaHHbLIX,

) rEPaHTURORATL COXDRRERNE MECKUPOBKM SaHHLX, eCRY NPUMEHRETSH CNEencit MeTod {(HanpuiMep,
NOADSRABETE MACKUPOBEKY HaHHBIX B X048 8rOna 1 vix ofipalioriu).

554, Eonw B xope obpaBonv garmbie npeolpasyiorcs, BCera AONHHE CYUIECTBOBETL BOSMOKHOCTL
CRABHEHNS UCXOSHBIX JakHL 1 Halnogerni ¢ oGpaloTanysivi SanHsIMK.

556 JasBuTent AOIMKEH WCNOMLSORATE HEBYCMbICIEHHBIE NABHTMUKSLNOHKDIE KOO UONbITYEMBIX
{on. Tepmuk 1.58), NOIBONAOWLME MABHTUDULUPOBATE BCR OTHETHLI® [aHHLIE [ KEKA0rD NCrbiTYeMoro,

5586. 3anButent MY [APYTME BNAASTbUb AAHHLIX JOMKHB! XPaHUTL BCE CRELWANbHLIE CCHOBHbLIE
[OKYMEHTb] 3ARBATENH CTHOCKTENLHO KMARMHECKOTO MCHBITaRMS (CM. noapasnen 8 «OCHOBHBLIE JOKYMEHTh 4ns
NPOBSHSHKSE KITMHWIECKOT) MONBITARBSI ).

557, 3aRBuTens OOMMKEH COXPaHST: BCE CBOM  AOKYMEHTH! 110 KAMHUHECKOMY HCHRITaHMO B
COUTRETCTBMM C 3BKOHORATENLoTEOM Pacnybrmmn Henapych v TeX CTRaH, B KOTOREIX NPenapaT 3apericTpnposan
U (1K) B KOTOPRIS 3ASBATENL MITAHUPYET NOAATL 3a58KY HA &r0 PerucTPaLmiie.

558 Tpv NpekpalueHnn  3aABuTENeM KNUHWJECKoR paspabotkn NCCNSAYEeMOre JEKapCTBEHHOM
CPEHCTRA (TO £CTh NO OIHOMY WK BCEM NOKAIEHUAM, NYTSM BESASHUS KNI NEKAPCTBERHEIM (DOPMAM) 3aRBUTENL
SOFKEH COXPaHATE BCE CRELiMhHMEckie COHOBHBIE JOKYMEHTH SJAAEUTENA B TEUEHNS R0 kpaiten Mepe 5 ner ¢
MOMEHTE  OUUMANDHOTD npexkpallesns  paspaboTir  ww  COMacko  cootsercTeyowmmM  Tpedosatvmm
sakoHofETenLeTEa Pecnytinui benapycs.

5549 Tpy npekpaueHia 3asBrTenan KNHUeckol paspaloTi voeneayemors npenapara 3anBruTent
Sorzked coobupre of 3ToM BCEM YHECTBYIOWMM B VCHLITERUA MCCHSROBSTE MM/NCCHIENOBETENLOKAM LIEHTRAM 1
DETYNATOPHEIM YNONHOMOHEHHBIM ODFAHER,

5.5.10.0 rioboll nepegaqe npas COBCTBEHHOCTA HE J3HHbIE HeOBXOAMMO COOBLLATE COOTRETCTRYIONMM
YTIONHOMOUERHEIM GpraHam cornacho TpeboBarnm 3groHonaTenceTea Pecnybnuis benapycs,

5.5.11. CreumankHble OCHOBHEE LOKYMEHTL! 32ABUTENS CNenyeT XpaHuTth He meHee § ner » wiyuae
PECHCTRAINE AeKAPCTESHHNTG cpencraa 8 Pecnyfnuxe Benapych Wi yTBEDMIEHWS NOCASRHEr0 3assiielvs Ha
MOCYLBPCTEEHMYIO DEeIMCTDaLKO NeKapLTESHHOID CPEACTEA B COOTBETCTHYIOWIEM rOCYapcTBe W [0 TeX nop, Noxa
xors Ot CAHD 3aSIBNeHWE HEXORVTCH Ha DaCCMOTPEeHWM KWW MIaHupYeTes NoAsMa HORBIX 3RBNEHURA, nnn He
veHse 5 net nocne OMMLWMENEHOND NMPeKpateHns KINMHMYecKod paspaboThi vecrnegyeMors npenapara. ST
SORKYMEHTE CHeLyeT XPanuTL B TeueHue Gonee ANUTensHOr: POk, 8CNK IT0 NPSAYCMOTPERO COUTBETCTRYIOMMMK
THeboBSHUSIMK 3aKoHOREaTensCTEa Pecnybnig berapych vk HeodXOIMMO SARBWTEr0,

5512 . 3aaBKTerb AOMKER NMUCEMEHHO WHGOPMUPoEaTL WMCCNenoBaTens{el)/McenesoRatTenscnit(ne)
uerTp(bl)  ©  HEODXGHMMOCTY  COXPAaMHATE  SOKYMEHTHl  {38MMCK) W JOMHEH  (WCHMEHHD  YBENOMASTL
ucerepoeaTensi{eiiveenenosarensckniiine) LUenTpibl), ecni HET HeobXoawMOocTH B JanbHeliuem xXpaHeHnm
CBA3AHMRIX & NCTBITAHUEM JOKYMEHTOR (3anucel).

586, Buoop uconenosarens

5861 3aseuten, HecerT OTBETCTEEHHOCTE 38 BeiBop  wconenosaTens{el yMcCnenoBaTenneroro(n
LeHTealon). Kamnmil icCnaeaosarent JomkeH UNMETE NOMyHeHHbIe B peayneTate odyueHns KBannMKauun 1 ofbIT,
& TaKke JocTaToMHBIe BOsMOKHOCTI (O, nn. 4.1 v 4.2), wtoBebt A0MmKHBIM 0GPAIoM MPOBECTI VONLITANWE, g
kotoporo &0 eedpany. [ipn MyNSTHUSHTDOELIX WCTLITSHWIX MOKET OpITh QPIEHVACBAH KOOMIMHALIKOHHRIN
komwreT W (M) Bepansl) recneaoBaTens{t)/KoopaAMHETOP(BY), ODTEHUIAUNR KOOPEMHALIBOHHOID KOMKWTETE W
(1) seifiop uecnenoBaTens{ef ) KOONIMAATONS(08) BYXOAMT B ODAIEHROCTH 3aABUTENS.

562 Do noanucanis OOrOBOpRE © WCCRSLDBATENEMMCCHSHOBATENLCKIM UEHTHOM Ha NDOBSISHNe
UCTIBITaHMAST SSABUTEND JAOMKeH npeaoCTanwTh NCCHENOBETENIVCCHEACRETENLCKOMY UBHTRY ANF O3HAKOMMSHUN
nporpammy  {npoTokoR) W GpOoUIpY  WCOTISfOoBATENs B Tekylel  penswiviy o rm Toro,  uTeOni
MCCTSA0BATENL/VCCNBAORETaNnLCKUE LeHTR B Teuenve 30 QHER DaccMOoTREery NOMyYeHHEIE TIPOrpamMy (NpoToKkosn)
1 WHEhopMALIKIO,

5.6.3. 3ageuTent SOFDKEH NOMYHIUTE COMacke UCCHeNoRBaTENAMCONeoBATENLCKOI UEHTDE)!

21



TKIE 184-2009 (02040)

a) APOBOANTE KCHBTEHKE B COOTBETCTBMM ¢ Npasnnamit Hagnewaled RMuHuHeckon npaKTiy,
cooTeeTCTRYICLIVIMY Tpefosanrami sakoHopaTenseTea PecnyCrwer Benapyes (oM. 11 41.3) 1 aporpammon
(MPOTOKONOM), COMMAcOBaHHLIM 2BABUTENEM W NONYAMBLLYM onolnervemonoruTensyoe pawetne K3/BCWL (oM.
n 451y

&} PEMCTRUDOEATE JAHHBE/COCTARNITE OTHETE B cOOTBETCTRIMM ¢ COMT,

B) NO3BOMNATE OCYILECTRARTL MOHMTODRIHE, BYAHT W MHCNSKTUPCRaKUE (cM. . 4.1.4);

r COXPAHATE DCHOBHLIE JOKYMEHTH, CO5R3aHHBIE ¢ UCTBITAHWEM, S0 TEX nop, MoKa SanpuTens He
COOBLWT VCCNROOBATENOMMCCNSACRATENBCKOMY LIEHTRY, YTO HET HEOBXOAUMOCTM B WX JarieHERLEM XPaHEHNI
{om. n, 4.824u 5512,

3asBuTent 1 NCCNSIOBATeNB/MCCNEOBATENLCKIR LeMTD HOMith NOLNKMCETE NPOFPaMMy (NpOTOKOM) 1
TPAHIAHCKO-TIPAROROH JOIOROP B NOLTBEIIASHWE FTOMD COIfIELLIBHAS.

57. Pacnpejenexue 0BR3anHHoCTeH

Mepen Hayanom MOTILITARWA 38ABMTENL JONMEH ONPaaenitb, VCTEHOBUTL 1 PACHpEesenTs BCe
CEA2AKHOCTH M hYHELIAM YIECTHYEOR MCHBITAHWS, CBAIAHHDIE  NaHHBIM KITMHNYSCKIRM HOTHITAHWEM.

58. Bosnarpaxenve cyfbekros v necnesosarenad

58.1. Bamsurens ofeclcuupaet JHIYHOE CIPAXOBAHVE WOOBIIVEMLIX B COOTBEICTBIR ¢ masol 48
Ipaskpanckore koperea PecuyGmrxu Benapyen. B porosope JHWHOTO CTPAXOBAHHA IRABHTEAL ARIACTCA
CTPAXOBATEACM, & HG.I’IMT}JEMhIﬁ et BHFOJ{OEI})HOGpe'l‘a’i‘&fit!M. BOSMQHI,BHHE BReXR, TPHYHHSHROIO WMUSHA |1
() BHODOBRI0 HCHEITYEMBLX, OCYIHECTRAMCTCH BA4BATENEeM § HOpPAIRe, voraposiernoom Dpasiascnm
KOACKCOM Pﬂﬁﬂyﬁﬁ'}.ﬂ{ﬂ EEJIE};)}’Q%. B cayHae H@()GXO,H,I/IMQCTH JAABHTCNE HMEET HDABD Ha ()CH{)B‘(IHH?"!
AOroBopd FeNErdpDOoBATL  HOMHOMOMES IO OPraHpsaiMii CTPaxOoRampa MCIIMT}'&MI)IX KOWTPAKTIO
HEQICHOBATEABCKON OPrada3aiy /iy uid ApYyrol opragusayi, KOMOeTeHTHOH B MAHARX BOIPOCAN.

582, B crpaxoseix nonvcax n COM zassuTens JomuHa OpiTh YHAIaHb! CyMMbl PACXDAOR Ha NeqeHe
NCOBLITYENMBIX B GIYYae HAHECEHVH wuM BPEA B XON8 WCMLITAHWA COMEacHS COUTBETCTRYIOUIMM Tpefonatmsm
sakorCaaTeRCTRa Pecrnybnur Benapyce,

58.3. EChy KCNbITYEMIE NOMY4ST BOAHEATDENYIEHME, TO NOPSAOK W Crioco BRIMNAT AOMKHE! OTBEMATE
COOTBETSTEYIOWMM TPeOOBIHWAM JAKoHOAETENLECTES PechyDnviky Denapych.

59, OuHaHCcHpOBEHWE

DUHSHCOBLIE SCNEKTEH ICHLITEHNA JOMiHL! ObiTh AOKYMEHTUDOBAHD! B JOrCROPE MENDY 3SFEUTENEM W
UCCNEROBATANEMACCTIBANBATENBCKAM LIBHTHOM.

510, YeenouneHwe PErynaToproro(kIxX) oprasalion) U NPeScTAasNe Ve emy (MM) ZOKYMEHTOR

[0 Hadana WiMHUNECKOTC{UX) nenbiTaHus(it) 3anBunTens QUMHeH NPefocTasuTh B YIOMHOMOUSHMbIA(e)
oprati(sl) 3ARBNSHUE (33SBNEHUA) AN SKCNERTHOR DUeHKM, oncbperys ¢ (AK) paapellieHis Kauana uenkmarus{i)
B FIPOWUIBONLHOW hopMe B CIY4ae NPOESASHWS HBUWOHAMLHBIX KIAMUHECKNX WCHBITRHWE ¥ B COOTBETCTEM ©
hopMoil NPWNoKEHVS | HACTOMUENO TEXHWUSCKOMD KOSEKSH NPKM NPOBSOSHWA MYNBTULEHTROBLIX HCHRITAaHAA,
JhoBoe aaserierne JOMAHO DbiTk [aTUPOSEHO, OHD AOIMKHO COOSPWMAETEL JOCTATOWHYK MHBGPMALMo Gra
rasHTHMKaLY nporpaMmMel (FIDoTOKONa).

511, Fonyuenre paltedns K3/S3CML)

5.11.1. 3aspuTens QOMDHEN NONYYTh OT UCCIENosaTensiiCCNeJOBaTENLOKOIT LEHTRE!

a} HazsaHke 1 gapec K3/OCWLL necneqoBarens/iMtCRenoBaTenbokoro UsHTpa,

&) HOKyMeHT, nonydedHei o KB/ACKHL 0 oM, 4To oH 0cHOBEH 1 AefCTRYET COMAECHO NPaBUnam
Hapnemaiieh knuHidecko NpaKkTviv « akoHodarens=CTsa Peenybnukw Benapycs;

) OOKYMEHTaALHG othopmrentoe ofofipeHme KECWMLU u, ecim tpebyer BsBUTENb, KOMMO
TERYLUER BERCHM NPOrPaMMil {NPOTOKONa), OPMY(bl) NUCHLMEHROIO MHEBORMUPORAHHOM comacks 1 modole
ADYHE IMCHMERHLIE MROOPMALIKONHBIE MATERNENE, NEEIOCTABIREMEE MCNLITYEMbIM, METORWKA NPUETIEMEHIR
WCTITYEMBIX,  GOKYMENTBE OTHOCUTENbHO BhIIAT 1 KOMISHCIUAR WOMBTyeMbiM, & Taike mobhie hpyrue
LOKYMEHTR, koTopbie MoryT BeiTe 3arpefopant K/QCWLE,

5112 Ecnv AN NOAYMEHMS TICNOMATENGROTO pellerns KB/3CKMLL neobxogmoisl) vsmeriemie(st) oo
MoBoMY BCNEKTY UCTLITAHIT, HANPUMED, BHECEHME UIMEHEHWH B NROrpaMmy (npoTtoxnn), 8 hopMy MUCHMEHHOID
MHDOPMAPOBAHHOND COMAcKs 1 Iodeie Apyrve MHDOPMALIMOHHINE METEPWANL, NDEACCTARITAENBIE HCNLITYEMbIM
ODyrAe METODKKK, 3asEuTerlh AOMKEH NOMYHMKTL 0T WUCCNEfOBaTeNs/MCCHEoRaTansCKoro UeHipa Konuw Beex
HAMEBHEHHBIX AOKYMEHTOB 1 YEHETh JATY NONYSEHIS NONMKATENBHOM patueHian KIDCHLL

511.3. 3assiTent JOrskeH noNyWwiTh OT MCCNSA0RETENA/VCCIEA0BaTENLCKOND LIBHTPS AOKYMEHTALMIO, 8
TAICKE Y3HETE LETH KEWAOTO NOBTOQHOM NOMCHWTENBHON DELIEHNA WK DRLLEHNS 0D OTaRIBE VIt NDWOCTaHOBKE
MONOHATENERHORD PeLLIEHWS, BbIHOCKMOoro K2/OGULL

512, Mudopsmauus off weonegyemom(bix) npenapare(ax)

51218 xope mMadipoBaHvs UONLITAHKA 3assurent OormkeH ofiecnedwts ACCTATOMNHOE KONAYECTRO
daHtex © BesonacHocT ¥ 3QEKTUBHOCTH WCOTNIBAYEMOID NPENapata, NoHyHerHLX B PESYNETATE QOKIMHUMECKOrD
MCCREAOBAHIA W (WIK) KITMHMHECKUX MCnbramui, 4t 0BocHoBaNHMS €0 NpUMEeHEHAS ¥ YSMNOBEKA NpW UEYHSEMbIX
NYTHX, AIRTENRHOCTY BESOASHVA ¥ JO3EX B JBRHOR NORYIISHLKA HCMbITYEMbIX.

5.12.2 Saasutens JomkeH ODHORNSTE DROWINDY MCCRefoBaTtens No Mepe NOAYUYEHWS HOBOW SaHOA
wiHchopMasan (e, Noppaanen 7 «bpouopa necnsnosarens» ).

513. TIpoM3BOACTRO, YTIAKORKE, MADKMDOBKE W KOAMPCBSHNE MCONERYeMOrolbiX) Npenaparalos)
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513 1. 3ansurent JOMMKEH TapaHTUPOBETL, MTO WCCHEAYemMbli(me) npenapar(pl) (BUMOHas aKTUBHLIE
NpenanaThi cpasHeris 1 nnauedo, ecny HeabxosuMo) UMEST{IOT) XapaKTepucTK, COUTBETCTBYILIIAE CTAIMA 610
() paspaBorky, 4To OH {oHu) npoussegeH(bl) COMACcHE MENIYHAPOOHLIN WM HELMOHANBHRIM Npasunam
Hapnexaed NpouIscACTEESHHON NPaKTH, 2 TaKS 3aKOLUPoBaH(bl} 1 MapkpoBa(bl} Takm ofipasom, YToGk
ODECHEYUTL, ecnit HeoBXONMMO, WUCHLITAHWE © WCTNOALIOBAHVENM Cnenoro mMetosa. KpoMme Toro, mMapuuposka
JOMMKHE OTBEMAETE COOTBETCTRYIILLIMM TpeSopanmuan sakoHonarernberaa Pecnyinmum benapych.

5.13.2. 3aasuTens OOMKeH YKa3ath COOTBETCTBYIOLME TEMISDETYDY ¥ YCIOBUS XpaHeHus (Hanpuvep, 8
SALUMLBHEOM 0T CBETE MECTE) WCCINeayemorolb) npenaparalos), CpokY XpaHeHWs, METOOMKA U MULOKOCTY Ans
PECTROPEHUA WA DABEAGHAR, 8 TaKKe, ecnn HeoBxoaviMo. NPUCROcoBneHrst ANA WHYIMOHHOM BBEAEHKS
npenapaTa. JanBuTenk ACIMKeH J0BECTH 3TV TPeDOoBaMMA A0 CRENEHUS BOEX YYaCTHWKOB WCTbfTanud (),
OCYLLECTBISHOLLIMX MORMTORWMHY, nocnefosaranaen, (HapMaLeBToORNPOBN3cHOB, Mnll, OTBETCTBEHHRIX 38 XPaHeHHE),

5.13.3. YakoBra MCCNenyeMore NpenapaTa JorKHa 3alLMUIETL S0 OT KOHTEMMHEUMM 1K Nopun npu
TOEHCHODTUPOBAHMK 1 XDEHEHVK,

513.4.7DW MONBTEHMM C NPUMEHEHUEM «CNEnorn) METona» CUCTEME KORMPOBARWA KCCTISNYeMOoro
NPENapara  SOrKHa BRIOMETH MEXSHUZM, TIOSBONAIUMA OuiCTPD waeHTUGWMUMPORET: Npenapar 8 onyyae
COCTOAHUNA, TREBYIOLMX HROTIIOKHOR MEIMLIMHCKOR NOMOLLIM, HG B TO XKe BREMS HE JONYCKAIOWWI BOIMONHOCTH
HESAMETHOID PACKDBITHS KO,

51358 chyuyae CyLLECTBEHHeX WIMEMEHWA COCTERA WCCREdyeMore npenapara wnv npenapara
CPEBHEHUS BO BPEMS KIMHMMECKOR DaspaBomid, NPERAE YeM HOBLIW COCTEE NOABEQIHETCH KMHUMECKOMY
WBYNEHINO, A0IKMbE BbiTh  NPOSEAEHb!  OOTIONHATENbHLIE JOKNMHUMECKME W XUMUKO-(hapMaLeRTieckne
VCCTIBAOBaHS  (Hanpumep, CTaBunsHoCTY, PacTBOpeRis, OWOBOCTYRHOCTH), YTODLI  OUEHITh, HACKONMBKO
CYILLECTEEHHO 3TY M3MEHBHIE MOTYT NOBAUATE BE (DapMBKOoKMHETUMECIME ITpOthKE.

514, TNocrapka wecnenyenmorn{six) npenapata(os) 1 obpaijeHne ¢ Hm{i)

514.1.3aspuTens  OTBRYAST 38 NOCTABKY  MCCHSNOBATENM/MCCRELOBATENLCKOMY  USHTDY
MECHBRYeMoro{x) fperaparalon).

5142 3aneumant HE  SOMKEH  FIOCTABNNTL  UCCNesOBaTerntUCCReoBaTerbikoMy  UBHTDY
uconenyeMuifilble) npenapat(bl} 40 TEX nop, NoKa He NONYYHT BoK Tpebyemyio HOKYMEeHTaUMD (Hanpumep,
NOSOHKUTENLHOES paiterre KO/DCUL v perynsaTopHom{siX) yronHomMoyerHorol e opranaloa)).

5.14.3. B nuckmentsix MeTopikax aansutens (COM) A0mMKHbl CONSMKATLCH UHCTDYKUMYA 1O XDEHEHIIO
WCCNERYEMOTC NPENapaTa ¥ oCPALLEHMIO C HIIM, 8 TAIOKE N0 BEEHMO COOTBETCTBYIOLLEA SOKYMEHTALNN, KOTOPbIE
MCCHEA0BATENLMCCNBRORATENLCKMA  (eHTp  Sorokrnt cofnopars. B mevopukax AomkHbt BbiTe  GriucaHb!
COOTBETCTRYIOLME TpeboBaHMA 1 GR30NacHLIe NPOLSRYDHE NonyHeRus, obpaboTii, XPaHeHns, BeIaYy, NabHTs
HEMCTMIONBLIOBAHHOID NPENanETa ¥ MCNbITYEMEX ¥ BO3IBPALLEHAS HEMCNONE30BERHOD MCCNeaYSMOTe fpenapata
IFFRUTENO  (MIW BPYIME CROCOBbl YHUMTOMEHWSR, CLODPEHHLIE 3BRBATENEM W OTBEMALME TPeBoBaHVAM
saxonoarensetea Pecrivininkm benapychb).

5,14 4, Jaspurens JoNwMer:

a) ofiecneqyTs CBOSBPEMEMHYIO NOCTABLY MCCHEAYEMOro(bIX) NPenapaTaios) KCCHEoBATEO{HM),;

&) BECTI JOKYMEHTB] OTHOCUTENBHO NOCTIBKH, NOMYHEHUS, PASMEILEHAR, BOSBDATE U YHUUTONEHIS
wecneayemoro(bix) npenapata{os) (oM. noapazgen 8 «OCHOBHBIE ACKYMEHTE! ANS NDOBSASHUS KTAHMMECKETO
VCTIBITEHUA R ),

B) OPrEHNIOBETE CHMCTEMY USHLATUS MCCNERYEMBIX NPENAPETOR W QOKYMEHTUDOBEHUS JTOM NILATIAS
(Harpumep, OTabIBE DPaKoBEHHOTD Npenaparta, BOSRDALISHWS MOCHE OKOHYaHKR WCTBTaHKR WM 6o UCTEMErK
CRIOKR FoaHocTH},

r QPPEHMACRETL CUCTEMY YHMHMTOHEHNR HeUCNONLIOBAHRCIO(LIX) neenenyemorolix) npenaparaon)
Vi BOKYMEHTUDOBSHAS STOMD YHIFTOKEHAR.

5.14.5 Janputens BOMTHEH:

a) NPYHSTE Mepbl, ofecnevupsowme CTabuibHOCTE UCCMEAYeMOoro NPEnapara Ha npOTSHEkHi
Nepuoaa ero ApUMeHeHNs,

B) VIMETL NOCTATOMHCS KORWMECTBO WCCNSOYEMOro(six) Npenapatalon), Boronsvemoro(bix) npu
UCTISITERV, IS NGITREIAKASHNA ero(ix) COOTBETCTBYS TRESORMMSI HOPMETUEROR LOKYMEHTR, S0M 310
noTpeGyeTes; OH AOMKeH BECTM AOKYMEHTALMIO OTHOCHTENHHO pesynsraros avarwsae ofpasuyos cepuit u
nokazarenail keMecTsa. Hackonsko nossonseT CraluneHoCTh, chesyer xpaHnTe olpastsl 10 OKOHYAHKUA aHaM3a
JEHHREX UCTIBITAHWA 14T B TEUSHWE CPOKE, ONPefenenHOrD CoOTBSTCTEYIOWNMIA TPeGOBAMHNAMK JBNOHOMATENLCTES
Pecnyiniiky Benapycs, B 3aBUCUMOCTH OT TOr0, kaxkoh nepron Sonee npogorskirenat,

515, docryn k AOKyMeHTaM

5.15.1. 3ansATens OOIDKEH TapaHTUpoBRATh, YTO 8 NPOrpamme {NPOTOKONE) Wil B APYIOM Jorosope
YKa33HO, YTO MCCrenosarentiuyvccnesosaTensciimi(ve)  LeHTR{e))  ofecredusasTiion) NpAMoR  JocTyn K
NEPBIAYHEIN NAHHLIM/EOKYMEHTAM [NA MOHWTCPYHIA VCTBITEKUSA, ay/AHTOR, NPOBERKY co cTopomk KIBCHY, a
TAICKE WHCNEKTUDOBAHWA CO CTODOHE! DEMYISTTORMOIO Oprana,

5152 3aasreris JOMKEH NPOBEOUTL, HTO XEKAIA MCRbTYeMbI 18 MCEMEHHOE COIMacne Ha NpamoR
JOCTYT K KQGAIOMMMSH 70 NOGRMHHBIM MESULIKHCKAM 3aricAM ANA MOHKTORWHIE MONBITAHNS, ayanTa, NpoBEpKA
GO CTOPROHE KI/GTKLL, a Tawke MHCNBXTUDOBAHNS CO CTOPOHE! PEMYTISTORHOIG OpraHa.

816, Wndopmals 0 GesonacHocTy
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5.16.1. 3asurent HECET OTBETCTBEHHOCTh 38 TeKVILyIc oueHky SesonacHocTn vecregyemora(oix)
npenapaTa{os),

5.16.2, 3ansurert AOFKEH He3aMennuTenbHo CooBLUMTL BOEM MMEIOLLIAM OTHOUIEHWE K KNUHITIECKoMY
UCHLITAHIID ~ UCONEAOBATENAMMCCTIBROBATENECKAM LIBHTPAM 1 DENYNATORHDIM OpraHam — 080 BCEX NOMTyHeHHbIX
AarnbiX, KOTORBIE MOTYT HeGRArONRYSITHO NMOBIMATE Ha BE30NacHO0TE VCNBITYEMbIX, NTPOBSASHHE NCNLITAHWR Uik
M3MEHITE NONOHUTENLHOR pelteHle KIOUWL] oTHOCHTEBHO NPOIOIBKEHUST NCMBITaHnA,

517. Tpenocrasrenne oTveros o NOBOYHLIX PRAKMSX HE AEKapCTBEHHOE CReficTD

5.17.1. 3398MTeMNb JOIMKEH HEIAMELIWTENLHD MPEAOCTIRNATE OTYeTh 000 BCeX NoDOMHBIX PEaKLUaX Ha
nexapcTeekHos cpencteo (CHP/ADRS), xOTopbE GOHOBPEMEHHD SEMSIOTCA HOOKUABHHBIMKY 1 CEPLE3HDIMK BOEM
CTOPOMEM, YHECTEVIOWMM B WCHBITaHMA — WCCHEdoBarerno(Sv i MCCHEIoRarensokoMy(MM)  UeHTDy(am), ecr
Tpebyercs - K/BCKLE 1 perynsropromy{ i) oprany{am).

5.17.2 Tawve CcpouHble OTYETH LOMKHBRI OTBeqaTs Tpefosanusm  saxoHogatenscTsa  Pecnybnvm
Benapyco, a Talke NONCKeRaAM fokymenTa [4]°

5.17.3. Banpwrans ADMDKEH NPEACTARMSITS B perynAropbii{pie) opran(n) BCe HOBbe AawHbie 1o
BEaoTacHotTY 1 NEPKOSUHECKUE OTHETEE MO SE30NACHGCTIA COMMacHo THEC0BIHMAM JaronoLaTensoTia PecryBriixi
Berapych.

518, MoHuTopuHr

518.1. Uers

MOHWTODMHP NPOBOAMTOR © LSO NOATRSIMISHNA TOrO, YT

aj obecnedena 3atuTa npas 1M Gnaranony“us mogei — YHacTHIKOE KoNbITRRNA;

6) COASPMELLMECH B OTUETAX JaHHbIS SEBAINTCH TOUHBLIMMA, NONMHBIMIA ¥ NOLTBRKISHL! TEPBIHLIMY
OOKYMEHTAMMK,

B} WCHLITBHIE NPLEOBATCH B COCTBETCTBIAN c YTBEPHOEHHOR FPOrpaMmMoi
{npotokonomynonpaskof(amiy B Texkviled penasuuy, npaswknany Haonewawed xnvHWYecKol  npakTukn v
COOTRETCTRYIOLMM TReDOBaHVISAMI 3akoHoaaTerLeTaa Pecnybnumw Benapycs.

5.18.2. Boifiop mull, OCYILECTENSIOLMX MOHUTOPWH 14 v KBAIMMHKaLIKS

a) AULA, OCYILECTRISIOWINE MORUTOPUHT JOMKHEI DhITh HA3HSUEHLI 3anBuTensm,

&) JIALE, OCYLUBCTBMSLINE MOHVTORMHI DOMMHL MPOAETH COOTBETCTBYIOWES ODYHEHUE, OHYW JOMKHb
MMETE HayYHBIE W (W) KITMHMECKHE 3HaHVS, HeODXOIUMBIE M8 HBANSKSUIETD MORMTOPUHIE MCHBITaHS.
Kaarmchyrkauus: Miga, CCYLLSCTBITFAIOLEND MOHWTORUHT S0MKHE ObiTh JOKYMEHTANLHO NOATBEMIACHS;

B} FIAUC, OCYWBCTBANIDWEs MOHWTORIRKE SOMKHO XOPOuwlo 3HaTh CcBORCTEBE WoChenyemoro(kix)
rpenapaTalos), nporpasmy (NPOTOKOMN), thopmMy NMUCEMENHHOIO WHDOPMUPOBAKHOIC cotnacus U rdkie gpyrve
MPEACCTABNASHMKLIE MCMLITYEMBIM MUChMEHHLIE YHDOPMaLNOHHEIE MATEPWEnb!, CTEHASPTHLIE ONEepaLMOHHbIE
npouenyoes {COM) sapsuTesin, Npasuna Haanenawed UiuHnyeckon NRAKTUIA ¥ COOTBETCTRYIOWME TpeboBaHM1H
3akoHogarenbeTsa Pecrylrng Henapycs.

5.18.3, O0nen 1t XapaKkTep MOHUTORUHE

BasisuTent [OMKeH OBECHEHNTL HAAMEKALLMA MORHTODIHE MCIBITEMMS, B TRINS ONPaaerinTs obbham 1
XapaKrep MoHuTopuHra. Onpenenenve ofibeMa W XapaKrepa MOHMTOPWHTA [JOMKHO OCHOBBLIBETLCH HA TAKMX
KEATEpURAX, KaK uens, 380243, Hu3aiH, CnoKAoCTh, Hanuuue «Chnenoro metofay, miacumad wonpimanus u
MOXAZATERY, OTPERENKEMbBIE NPV UCHbITalnK. C Lenbio MORMTODUHIE TREDVETCH NGCRLLBHNE CCHENOBATENHEROID
LEHTPa HA MECTEe WCILITaHKS A0, BO BpemMs W NoChe &ro npoBefedun, B UCKHOUMTENbHBIX CHYYasK 3aasmuTent
MOKET PEtiTh, YTO MOHUTODMH G2 BU3MTOR B NCCHGUOBETENHCKME LIEHTIM B CONSTAMWA G TAKMMK Npouenypamis,
kaK ODyHeRVMe WCCRenosaTenal, NpoBeIeHMe CoBeLUEMWI MCCnenoBateneld W npenocTaBneHne nonpobHoN
nucbMEeHHOR Bpoukapkl ucaneposarens n COU mower odecneqnT NPOBEESHME WCIRTBHWA B COOTBETCTBUM C
npaeunamvi Hagnexaieh wisaeckol npara. Ons BeGopa gakHbIx 408 nposepks MoweT ObiTh Menonbaosak
craTicTIHecKl metoy orbopa.

5.18.4, OSa3aHH0CTY NNLIA, QCYLUBCTRISIOLLE MOHWTODHT

Mo,  ocyllecTRAsOWee  MOMWTOpUHE B CcooTBeTsTEMIK ¢  tpebobausiMy  aABUTEns  AOMHIHO
VOOCTOBSDTL, WTO  UCHBITEHWE [IPOBCAMNIOCE W OKYMEHTURORANOCE  AOMMKHeIM  0BpazomM, NOCDEIcTROM
BRINONHERUS CRenyiotng dyrwi {(ecnm 910 oBocHoBAMD U HeOBXOIMO [N UCTILITAHKUR 1 MECTE UCTLITARWS)

a) AelcTRyeT Kak OCHOBHOS CBASYIOLEE 3BOHO MEXTY JSNBUTENEM W MCCRaRoBATEIIGN;

&) MPOREPRET HaMuie y UCCISNOBATENS LOMMKHOMR KBarnpukalmm 1t BOSMOKHOCTY (oM, nrn. 5.4.1,
5.4.2, 5.5.6) spiNONHERRR KNNHEECKOTD KCNBITSHMH, METEpUansHO-TEXHUMECINX CPEIcTa, BIIIGHaR Naoparopy 1
oOOPYIOBEHWE, 2 TIOKE NEPCOHAN s SE3CHRcHOND i1 HAZITIENAETO NPOBSOEHUS NCIHLITEHNE;

B) B OTHOLEHWI MCOIenyenmoro{bix) NeKapeTBerHoro(bix) CPeRCTBa(TR) [POBEPRET BbIFONHEHNES
CIERYHOLUNX YCROBWI

y cofmonerve yonoBWd ¥ CPOKOB XPEHEHUA, 8 THIOKE HamWuue JOCTatoMHOTD KOM4ecTsa
necnenyenMore(siX) NpenaparTa(on) Ha NPOTHHEH I BUETD UCTbITaHus;

i} BIZaYE UCCNSayemorolb) NEKapCTBEHHOMO(bI) CPEACTBA(TE) NPOUIBOMTCH TONBKD TemM
MCIBITYEMBIM, KOTORBIE COOTBETCTRYKIT kpuTepram oriopa ang ero (ux) nprema, 1 8 gose(ax),

P VRasaRHEIM JOKYMEHTOM DPEROMCOHJIYETCA IIONRBOBATHCA B PaAMKAX DPORSASHHHA MERIYVHADOEHBIX

MYIBTHEEHTPOBLIX HCIBITAHKI,
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ONPEREreHROAEDSG NPOFRAMMOR (HROTOROROM);

iil) npsacTaBneRUe MCNLITYEMbIM HeOlKOAMMBIX WHCTDYKLIMA N0 NDEBUIBHOMY NDRAMEHEHWD,
XPEHEHWO 1 BORBRETY MoCnedyemoro(wshd) npenapara(os), 8 Tacke no oBpaeHwo ¢ Huw{n);

iV) ROMYSeHnE, GPWMEHEHE i BOSBDAT UCChedyeMoro(bix) NpenapataloR) B MeCTax UCHbITaHns
HapeKawmMM OODna3oM KOHTRONMPYETCA W [ORYMEHTUDYETCS,

Vl VHIITOMEHVE  HeMCNONMB30BaRHOMo(LIX)  mocneavemoro(kix) npenapara(on) B Mecrax
MCribITaHUA  OTBEMAET  COOTBETCTBYIOWMM  TpeDOBaHKAM  JaKOHOQETENbOTES  Pachybilimu
berapyck 1t COIMAacoBana ¢ 3aaBuTanemM,

r NPOBEPSET, ASNCTBYET M WCCAEnoBarents & COOTRETCTEMM ¢ opodpeHHbiM  NporpaMhon
(MpoToRonomM) 1 BeeMi OHOOPEHHRIMIA NONDEBKAMHY K HIAM, S80I TAKORKIE MMEIOTCS,

4) RPOBEPFET, NMONYYSHE [T TUCLMEHHOS MHPOPMUPOBEHHOS COrFIagne Y Kaxiore NonelTyeMons Ao
870 BLNIOHEHIS B NCMbITANNE,

e) FOLTBEPMASET NOMYMEHUE MCCRgRoBaTENneM DPOLIDRL] MCCHEROBATENS B TEXVIUBR DelaKian,
BCEX LOKYMEHTOB W BCEX MATEPWUANOR, HeoDXOAWMBIX SNR HEANESMEBWIET0 NPOBSHeHWs WCHLITaHna 1 s
cobnogenid cooraetCTRvoMx Teebosannd sakorogarensoTia Pecrybnm benapych,

) HOOTBEMKARET, W0 WUCCNSROBATENL ¥ 10 NePCOHAN, IaHFThl B MCNBITEHWY, HaZNewaumm
OOpAIoM WHPODIMDOBEHE O HE/LAX, 3aJaYaX, FTODNNS BRIIC/HCHIA H JOWYMEN THRPOBRII XOAR HCIIDITANST,

3) NPOBEPAET BLMONHMEHWS WCCNEALRATENEM M @ro NEepCOHEN0M, IAHATLIM 8 KCNbITAaHAN hyHdyl
CBAJAHHLN © KIMAHAYECKUM VCIBFIaHWEM B COOTBETCTEIY C IPOTPEMMGE {NPOTCKOTNOM) UNK JOTGBOPOM MENY
3aaBUTENEM W MCCNBIOBATENEMUCCHBRUBATELCKIM UBHTROM S LIGNDID HEOONYLLEHNS nepetad st QyHKumi
FVLIAM, HE YTIOITHOMONEHHEI VX BRINONHATY, '

1) NPOBEPSIET BITHOMENME B MCMBITEHWE NCCNeqoBaTeneM Tonbko Tex CcyDwuexToB, KOTOPhie
COOTBETCTBYIOT KpUtepusivm oarbopa;

K) cooOlUaeT SadBRMTEUNG M DErVWISTODHBIM  VIOJHOMOYSHHBIM OprapsM O xofe Habopa
WCTTITYEMBEX;

m NPORERSET TOMHOCTE, NONHOTY, CBOSBREMEHHOCTL ¥ NOCTOAHHOE BENEHME NEDBMURBIX W OPYyruX
JLOKYMEHTOB MCTIRITAMMS,

n) NROBERSET NPSAOCTABNEHYE MCCTISROBATENEM BCeX TPEDYRMEIX OTUETOR, YBEAOMIEHWR, 3ERROK 1
NPEACTABNSHUA, TOUHDCTE, NOMROTY, CROSBREMEHHOS NPERCTERNEHWE, YHODOUMTAeMOCTE JTY JCKYMEHTOR, YTORR!
CHI Bkl JATMPOSAHHBIMY, 3 TSICKS NDABHNLHO KAEHTUMVLMDOBENYK UCNBITEHNE;

H) FIDOBENREST TOMHOCT | NONHOTY HaHHbIX B MRAVBIKIYATNLHLIX DEMMCTRALKOHEBLIX KApTax, 8 Tame
WX COOTBETCTBIE NEPBIMHEIM M APYFUM QOKYMEHTAN UCTILITAHKA, MORKMTOR QOMMen npoBepiTh, YTo;

[} OaHdbie, NPSOYCMOTREHHLIE  NPOrpaMmoR  (TDUTORONOM), NREBWNBEHC  33HECeHE! &
UHEVBKAYERHEIE DErMCTDELIMOHHDIE KBDTEI M COOTBETCTEYIOT NEDEUMHLIM JOKYMEHTAM,

iy rmobsie vamenens 4036t 1 (UK} TEpan JOrmHbM 0Bpa3IoM OKYMEHTUDOBANE JITR KBGO0
MOHEITYEMOrD,

iily noGoutsle ABNeHWA,  CONYTCTBYIOWWES NEMEHWe 1 WHTepKypReHTHbe  3aDonesanus
3aperCTPUPOBAHL B COOTBETCTEUM C NPOrPaMMOR  (NPOTOKONOM) B MHAMBUIYSNbHDX
PETUCTPALMOHHBLIX KapTax,

v} B MHQUBAAYEMEHLIX PErMICTRALNOHHLIX KAPTAX DOSIATENEHO YKABAHL! BUIUTE, RPONYILEHHES
MCNBITYEIbIMY, TECTL, KOTopwe He Obiny nposeaersl, W obcnenosanng, KoTopue He Ginm
BBIFIOTHE M,

v} B MHOQMRWIYAMLHLK DEMICTPALMORHBIX KaDTaX YKasaHh U OOLACHENE! BCR CIYLan nCKIHOHeHNs
W BhBLBAHWS JAPSFNCTPHPORAHHBIX MCNBITYEMBIX U3 KCMiTaHNs,

o]} COOUBET MCCNEROBATENO O MHODnIX OWMBOUHLIX, NIPOMYLEHRLIX ¥ repasbopsrabix 3anUcAX B
WHAMBUAYANEHOR DErucTpauroHHON kapre, JIKuUD, OCYLUBCTRIMOILES MOHMTODWUHE, JOIDKHO YAOCTOREPWTL, MTO
COOTBETCTRYIOLME Wenpaanerus, soSaaneuns unv yoanevvws Seimk CAenaHs!, AaTrpopaksl, 0DbsacHeHs {(ecnu
HeoDXOHUMO) ¥ NOAMMCAHL  CAMWUM  VCCHISHOBATENeM  WAM &l COTPYARWKOM, RENSOWMMCH  YNeNomM
HCONESOBATENLOKOND  KOMNEKTUER M WIONHOMOUERHBIM  NOAMUCKIBATE  WEMEHEHMA B MHARBUIYAITBHEX
PEFMCTRALMONHEX KAPTax. Takoe NONHOMOUKUE AOITHHO DBITh MUCHEMEHHO NOLTREKIEHD;

} MpoBEpAeT, MTO 808 OTIETH O NOBOUHBIX HBReHVSX Dby NPeacTapniedHst ¥ oopMNaH
Hagnexallyiv obpasoM W CBOSEDSMEeHHO B COOTRETCTEWK ¢ npasunamy Hagnewaleh KUHAHecKoR npaKTveg,
TpeGoparraMi nporpamMmel (Fpotokena), Tpebosaruamk K/BCKWL] v samsutens, a Tawke B COCTBETCTBUAM o
TpedoparusMK sakoHonaErenscTea Pecnyiinukm Benapycs,

[} npoBepRey, YTobbi MCCNENCBATANL BEN OCHOBHBbIE JOKYMEeHTH (ch. nojgpaspen 8 «DcHosHLR
LOKYMERT! 715 FIDOBSSSHIAS KITMHUSECKOrO MCNbItanvs»};

c) YKEILIBAET MCCHIEA0BATENID Ha OTINOHEHUA OT nNporpamMumbt (MPOTOKONA), CTaHAanTHLX padodn
metoauk  whw  COVl, npasun Hagnes@ulel  knuHuyveckol  npaxtinos B cOOTBeTCTByIou  TpebosaHm
aroHoAaTENeCTER  Peenybrna  benapycs, a Taoke  oDecnewvBasT npHATHE  HaAneMalgux  Mep  gng
NPESCTERALLEHNA NOBTORENNA 0BHAPYHEHHLIX OTHIIOHEHW.

5.18.5. MeTaiivisn MOHWTOPWKIA

Nno, OCYILECTBNRIOLES MOHUTORKET, A0rbKHe CcolNionaTe BEEAeHHLIS 32MBMTENEN NUChMEHHbE
CTanAapTHbIE OTepaUMOHHEIE NDOUEHYDL (COMT), a Taka Te METOAWKA, KOTODRIE NOATOTORNENE! JaRBUTENeM 4hs
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MOHUTOPWHIE KOHEDETHOTO WCMLITaHIS.

518 6. 0m4yer 0 MOHUTORWHIS

a) NI, QUYHHECTBIAINWES MOHNTOPRAMT, JOMKHO NPERCTEBUTL 3aRBUTETD [IMCHMEHHLI OTueT
NOCIE KAKAOMS BAZUTE Ha MECTO VCNLITAaHIUA Wi 08MeHa WHDOPRELMENR, CBR3ZHKOM © KCTILITEHNeN;

6) OTUETH  AOMBRHBL  COASDKATL  J8TY, HAIBAHWE MECTE  vChbiTaHus, QaMuwiso g,
OCYLLECTBIFIOLIEND MOMHWTOPUHY, (DAMIANIIO HCOMEOOBRTENS WK ADYTOND KOHTAKTMDOBABLLETD LS,

B} OTUETE JOFMHE! COASDKAT: KpaTkoe onucarie OfbexToR NPOBepHH NS, OCYILBCTANsIoWen
MOHUTOPUHE, 8 TRICKE 810 J0RNA[ OTHOCWTENLHO MOMyHSHHLIX [aHHeLD3KTOR, OFTKNOHeRNE 1 HELOCTATROS,
BLIBOObL, CTMCAHME NPYAHSTRIX W NNaHupyeMe mep (k) Mep, pexkoMeHaosaHHLX and ofiecnedenus
COOTRETCTBMSA  MCMbiTaHue  TpefosaHyaM  Hagnexatlell  KWIMHWMBCKOR  NPaKTuky, nporpammsl  [IpoTorona)
MCBITEHR 1 3axoHonarenscTea Pecnyinuk Benapycs,

r KT DACCMOTPERVA OTHETA O MOHWTORWMHIE 38RBUTENEM 1 DESYIIETETH NOCHAIY LK JERCTauniA
SOMIKHE! BTl MPCHLMEHHO NOOTEREPNISHL! HAZHBYEHHEM [IPDELCTARUTENEM 3aABHTENS.

519, Aygur

Echy 3assuTens NPOBOMKT ayLuTsl, ABMMOLUMECH O4HOR 3 Mep No ODECnEUenmy KaUesTBa, TO NpY Mx
NPOBESEHTN 3RSBUTEND JOMDKEH MPMHATE BO BHUMEHAS CReityrnlse:

5.16.1. Uenw

Llenso npoBogMMOre sassntenem ayiuTa, KOTOpbil ARNSETCA HesaBUCUMGCH W CAMOCTOHTENLHOR
MPOLSAYDOR, He CBAZBHHON ¢ TEKYLUAM MOHUTOPUHIOM Wil DYHKUMSMI NG KOMTDOMO KAY8CTES, SOMmiHa GoiTh
OLBHER NPOBRAEHAS WCTLITAHWS 1K €10 COOTEETCTBNA NPOTPaMMe (NROTOKOMY), CraHIapTHLIM PabouMm METORMKAM
wrr COT, npapwvnan Hannesallel KuHnGeckoN NPaKTikKM ¥ COCTBETCTRYIONIMM TPECORaHUAM 3aK0HOIaTenkcTE
Pecnyfnuiat Berapyce.

5.18.2 Boibop ayAMropos 1 X KBaIMgBEaLma

a) AT NPOBEASHNA ayaKTOB 38ABUTEML SOTDKEH HAIHAUWTL JIMY, BE 38BMCMMbEX OF HITARMYECKIAX
VCTLITRHWR/ODrasraLiti, NPMYECTHBI K MCCTBHOBAHWIO;

) IBABATENE  [JOMKER  TEpaHTUpoBSTh, YTO  SYSWTORE!  SRMAMIOTCH  KBaNULMDOBaHHEINMK,
MpOLUERUIMMI  COOTRETCTEYIOWee ofyvenue ¥ MMEIOLWMMKA CHLIT ANR  Haanexaluero nposeaeHns  ayaura,
Kaanupuraums ayouropa Gormkna Dot JOKYMEHTANBHE NOATRE¥OEHA.

5.18.3 MeToaui ayamra

a) SEABMTENE SOMPEEH FAapSHTUPOBETE NPOBSASHKE SYAMTE KNUHAMSCKNY MCTTAHRBMPHSACTHBX K
KIMHMYEOKAM  MCHLITEMMAM Opramyaaiil B COOTBETCTEMM C NUCHMeHHbIM MeTonukamy win COMT sassurens,
KOTOPLIE ONPEAENsHOT CNeayolee. NPSOMeT ayauTa, METOLWKY ayavTa, YacToTy aynuTos, a Take (opMy M
COHBMEHNE OTHETOR 110 aYLUTAM,

6) finar ayauTa IBABUTENR ¥ M0 METCLMKM N0 ayauTy UCMHTaHUS A0IKHLI 38BUCETH OT 3HaHUMOCTH
OBHHOTD WCITHITaHWS GRS NPEACTARNEHAR B PETYNATOPHBIE YIONMHOMOUEHHBIE OpraHkl, KONMYECTB UCHbITYEMbIX,
THNE Y CIOMHOCTH VCTLITAHWSA, CTEMBHY DUCKE 4NA MCNBITYeMbIX U NIOBEIX BeSBReHHbIX npotnem;

) HEONOeHNR youTopRa(oB) 11 NOAYMEKHLIE TaHHBIE CREIVET AOKYMEHTIEOBETL,

r} GqroBibl  cOXpaHuT:  HESABMCUMOCTD ¥ SHEMAMOCTL  DYHKUMM  SYGUTA,  PErYRRTOPHLIR
YIOAHOMOUEHHbLIA OpraH HE QOIBKeH H& NOCTOSHHON OCHUBE 3anNpallvBaTe OTveTH 00 ayauTax. PerynsropHsik
OpTaH MOKET 32NPOCKTE JOCTYN K oriery o ayante 8 Chyuae CephesHblX HapyikeHwid npasun Hagnexailen
KIMHHECKON MpaKTk une B xone cyaebHax pasbuparensers;

) B CUTYSLWSY, NPeqycMoTpeHHbix n 518 1) saseuTerh JOMKeH NDESCTEBUTL DerynsToOpHbIM
YNORHOMOMERHBLIM OpFaHan SanpallinBaeMbii oruer 06 ayawre.

520. Briferenve HeCOOTBETCTRUR

5.20.1.Flpk wapyileduy nporpamms (NDoToKona), cTaHgapTHex patowsx metogur wnu COM, npagun
Hapnexsileh KMHWUYBCKOR npakmkid u (MM} COCTEETSTBYILMXY TpebosaHui sakouopaTenscresa PechyBmag
benapycs MeCRenosareneMMecIeoBaTensCKAM LIBHTDOM WK COTRYIHMEOM aMY) 3aseurTena Heobxoammo, YTobn:
IAFRKMTENE HERAMEIIIWTENBHO NDUHA Mepkl NG o0eCheMeHric CODTRETCTBUA XOAS KIIMHWMECKOTO WCTILITEHIS
YKAZBHHLIM JOKYMEHTAM.

5.20.2 BEcrii B XORe MOHUTODWHIA 1 (WM} SYIMTA BRIABMSNITOR CEPLEIHLE M (M) CHCTEMAaTHHECKHS
haKThl HapyLeHust CO CTOPOHE! VCCTISNORETENAMCCISIOBETENLCKOD LSHTPa, 3aAsUTeNt QOMDKEH OTCTPSHUATY
NECNEAOBATENAMCCIEIOBATEN LKA LBHTD or YHACTIS B VNCTILTEHMA. Ecnm YHACTUE
WECI@AOBAETENSMCCREIOBATENECKOM  LUEHTRE  NPEKPaLLISHO  BOASICTRKE HAPYILEHNR, 38HBUTENbL  JOMKeH
HEMENEHHO MHhoPMUPOBaTE 00 JTOM PRryIMATORHLIE OPratisl.

521 MpexgespemeHios NPeKPaLEHAe Ui TDMOCTEHOBKA KCNbITAHIA

Eonv  venbimamnie  NDeXieBPeMeHHD  TIPEKPELSHO WK NRUOCTEHDBNSHD, 3asBUTelh  A0ITHEeH
HEMEANEHHO KHQOPMMPORATL MCCRENOBATENAMCCLNENOBETENLOKNR HEHTR, & TakKe PerynsTopHeie OpraHel ©
MPERDALLEHAN WK PMOCTAHOBKE  WMCNBITEHWA  C  VKE3aHWeM  opu-ndbl  {DpudrH),  SasisuTens  unu
KCCTECRAETENBMCCNENOBATENBCIMIA  LEHTD  [OMPKHbE  HEMBINeHHe u3secTiuTe KI/GCUL » peryrsitopHsie
VADMHOMOWEHHRIE Oprakbl o aKkte v NpuuuEax [PDEeKpALSHAR  uiin  NPWOCTaHOBK  MCNBITAHUA  COMMacHo
npunoxeriso M K HacToRweMy TexMuHeckomy KOABKCY.

522, OTueTbl O KIMHAHECKOM UCTIBITaHIN

BHe 3aBUCHMMOCT OT TOr, GhNO M MCTILITEHME 33KOHYSHD WK NPeMESERSMERHO NPEKpaLLISHo,
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3gRBMTENE Aomked oSecreuTh NOIrOTOBKY OTHETOR O KAVHAYHECKOM WCIBITaHu ¥ WX TIDSACTARMIeHUE 8
PETVISITORHE Opras B CpOK He HogIEee 30 JHeH ¢ MOMEHTR HOMauy cOODMBHMS O 3aBePuiCHIH/ RPEMEHOM
MPHOCTAHOBACHHE KANHHYCCROTO HCNLITRHEA (ii}opma HPIRAORCHT A Mr HACTOATITEMY T&Gﬂl&‘lﬁl(ﬁl{()m}’ I{O.ZLQHC}’).
3anaBuTens AormeH oBecnsunTh COOTBETCTBME OTUETOR O KIMHMMECKMX WCMLITaHWAX, BXOHNHUMX B COCTas
PEMCTRALMOHHOID  BOCKS  ONS  JOCYASPCTBEHHOR DErMCTOALMA  NEKERCTBEHHOMO  CPENCTER, NOMOKEHWsM
NEANOHERHA H K HAECTOSLIEMY TEXHUMECKOMY KOASKCY B CIyI3E HALMOHANBHLIX KNUHWMSCINX WCNbITaHWA Ui
pykasonoTes CPMPACHM3T7/98 (E3) «Note for guidance on structure and conlent of clinical study reporiss 8
Clyyae NpoRSASHUA MYNETHLIEHTPOBLIX UCTIITaHNE.

B coorpercrsmm ¢ pykosoacrsom CPMP/ICH/137/95 (13} «Note for guidance on structure and content of
climical study reports» B ONpPeIENISHITBIX CAYHANK JOMYCKALTCH HPEIOCTARICHHE COXPAITEHHEEK OTICTOR.

523, MynsriLgHTPOBbIE UCNbITaHUS

Mpy NpoBEABHUM MYTIBTUSHTROBLIX MCHBLITEHWA 3a88KTENb JOMKEH oBecnevmnTh CHeytes:

5.23.1. Bee veonenosarenit MpoBoAsT KCNbITaHKe B CTROFOM COOTBETCTBMW & TROTPaMMoH (MPOTONGIROM),
COPMACORARHLIM C IARBMTENEM W C DEryNATODHLIMY OPTaHamMy, a TAKKE NP YONOBUK 0RoBDeHUs/ NONCHKUTENLHOM
peLuetus K/GOML

5.23.2. AnOrBrnayanbHbe pervcTpaLuoRHbie KapThl 2orvirbl BolTh pazpadorarst Takm ofipaaom, Yol
M MOKHO BbINo MCNonLansaTeE Ana cfopa W BHECEHUR JaHHbiX BO BCEX MecTax uonkitadus. Mocnenosatensn,
OCYWIECTBRRAIOWMM CO0D AONONHWTENBHLIK SaHHBIX CO BCEX WCCHEROBATENLCKUK LEHTPOB, e nponasogsTes
KIAHIMECKIE MCHLTaHus, Qo Bk NpenocTaBnets: JONOMHITENLHEIE WHAVBWIYANbHNE PErMCTRALMOHHLIS
KAETEL KOTOPEE paapaboratibl ANS BHECERIA RUNOAHUTENEHEIX JaHHBIX,

5.23.3 O0A3aRR0CTY  MCCNEACBATENS-KODDAMHATOPE W ADYIMX  WCCNEdOBATENad, YYaCTBYIoWNY B
WCLITaHI, A0MKHE GbiTh A0KYMEHTANEHO DhOOPMITEHLE A0 HAMARE MCMLITRHUS,

523.4. Boe MCCnasoBaran JOMkHbl NOMyHWTL MHCTPYRLMY No colimuienwo nporpamMbl {nporokonay,
SHVHLIX CTAHIANTOR OLSHKM KNUHUMeCKX 1 naboparopHbix AaHHLIK, 8 TSIOKE NO 3ANONHEHNIO MHONBUAYATBHEIX
PETMCTPELMOHHED KapT.

5235 BosmORHOCTE UCCHEHDBaTenaM PasriMitibIX CCNSA0BITENE0KMK LEHTPOR JeMKG XOHTAKTUPoaT:
BOYM G OpYTomM.

6. fporpamma (NPOTOKON) KIIMHUYECKOO MCTTLITAIKA M nonpaexa(y} K NpoTorony

Cofepiatine nporpaMibl  (NPOTOKOMA) KNMHWMBCKOrD  HCHBITARUR  SOMKMO  BRNOHETL  pasdens,
npsAacTasneHtbie woxe. MRGOPMALMR, Kacallianch MecTa MCHLITEHAR, MoweT ObiTh NPeAcTaBleHa Ha
OTENEHEIX CTRAHKULEX NPOrpamMib! {poToReNa) unk B oTaensHOM gorosops. Kpome Tor0, YacTh PeiCcTasneHHoR
HYDKE MHPOPMBLIMKE MOMET COOSDMaTLOR B APYAX JOKYMEHTaX, Ha KOTOPLIS NpYBEAeHbl CCbIKA B Nporpamme
(npoToXone), HanpuMep, & BpoUIODe UCCHENOBATENS,

8.1,  Obiuas whdopmalins

6.1.1, Hazeauve nporpammst (MDOTOKONA), MASHTMDUKAUMOHHEIA BOMED OpOTOROSE W Jara. B kaskgol
MONPEBKE K NPOrpamme (NPOTORTY) TAKKE A0ITKHE B5ITb yRasarh 868 HOMSD W [1aTa NpUHATIARA,

6.1.2 Haspahue (MMA) lasBdTEns ¥ QEMUNAS MWUE, OCYLUECTEMSIOWETD MOHWTOPUHN, 8 Tamoke WX
anpeca {8Cr OHK OTIANAIOTCS ).

6.1.3. QamMunua ¥ JOMKHOCTR/BBEHNE NUUE (ML), YNONMHOMOUSHROMO(BIX) NOANUCHIBATE POrpammy
{(MPOTOKON} ¥ NOTIRABK K NPOTPAMME (HpOTOKGY) OT MYLA 3asisurenst,

6.1.4. damunug, SOMKHOCTR/IBAHKE, AL0EC ¥ Homep(s) TenedoHa{os) skenepta sassutenst B obnacti
MELVILWHES AR5 JAHHOTO UCTBITaHus ©.

6.1.5, davurive ¥ QOMKHOCTL/3gaHKe  KeCNenopaTena{ed), OTRETCTBEHHOIGLIX) 338 nposefeHns
KCTILTAHWA, & TaHE anpec(@) u HoMep{a) TernedoHa(on) MacTa (MECT) UehblTaHms.

6.1.6. Qavmuriia, JOMKROCTE/3BEHVE, BapeC Y HoMep(a) Tenedoralon) ¥annmLDOBRHHOM Bpava,
HECYILIErD OTBETCTREHHOCTE 33 NPUHATUE BCeX pelsHvi MeguuUMHCKOTO XaPpaKrepa B MecTe ddhuitadus (ecnk
AAKHOS NALO He SENReTes ueeneaosarenam) .

6.1.7. Hazsanua ¥ aapeca KinHnruecky Naboparopmit ¥ ApYrMX MESULIMHCKUX A (WIH) TeXHecKknX
OTOEMEHIR, 1 (W) FOCYAaRCTREHHEIX OPAaNNAALKE JPABOOKPENERNS, YHACTRYIOLUVX B NOTIBTAHMN,

6.2,  HoxonHas nHdopMatisy

6.2.1. Haasanve v ONUcaHne KCCreayenmoro{six) npenaparaos).

6.2.2. Penome DE3YNSTETOR AOKMAHMHECKAX NCCABACBEHMA, VMEIOLLMX NOTEHLMANEHO KIMHUHECRYO
SHEMWMOCTS, 8 TRIDKS NESYNETATOR KAMHAMECKUX MCTIITaHUA, BaNHEIX [INR 42RYOMD MCTHTIHNS.

6.2.3. Kpatroe ONMcaHE NIBECTHBLIX 1 BOSMONHBIX PHUCKDE ¥ T0Mb3bE (NTDKY HANMHAA} JNH NCTIBITYSsBIX.

6.24. Orcarme 1 0O0CKOBaMME NYTY BESNSHAR, NOSMPOBKY, CXEMbl NOUMEHSHUS W [INMTENbHOCTH
MEMEHAR.

6.2.5 YeazaHue Ma TO, 4TC DEHH0e Wenbimamue OYLeT NPOROAUTLCS ¢ COBMIGAEHMEM nDOrPaMMb

(R < pyensogerse WCH o GCP yrasano «axenepT saspurens g o0HacTh MepHiusn (I Cromaronor,
FABMCHMOCTE €F CHTYALNIH ) »,

YR pyropogerse ICH oo GCOP yrazano «xpinduMpORaHubil Bpay (MiaN CTOMATONOT, B 3ABRCHMOCTH 07
CHTYAIHN) ... 8CeX periedud MeMuuuekoro QUi CroMaToorHdeckoro) Xaparyepas.
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{nporokona), npasun Hagnemaweh KIMHUMECKOW NPakTukiA ¥ COCTBETCTBYIOWMX TpeBOBaHNE JaKOHODETENLCTER
PecnySnvkr Benapych.

B.2.6. Omacanie neCneayemMoil nonyrisLiu.

B.2.7. {SCHINKA HE TTEDATYRY 1 SBHHBIS, MMERIUIME OTHOWEHIUE K UCNBTARUIO 1 MCMOMbI0BaKHEEe A1
QGOCAOBARWS VCTBITaRKST.

6.3. lierm u 3agaum vctibitaris

MoapobHoe orcanine Lenel ¥ 38084 KCNbITEHIR,

6.4, Ouszaib norbiraHmns

Hayunas cOCTRRMNAKLLAH MCTbITERWA 1 JOCTOBSPHOCTE SaHHDIX, FONYHEHHBIX PN UCOLITEHEN, JEBNCHT
Auzaitia. Onucarne [U3aisa NoHsITaHNSE LOrsHO CORBmMETy:!

6.4.1. TodHoe yrazaHWe Ha NEpBuvHEE U BTOPUMHEE (ECf1W TSKOBBIS WMEIOTCA) KOHEMHBIE TOMKN,
KOTODbLIE ONPSAENSIOTCS Ha NPOTIREHN KIIMHAUSTKOTD KCMbITaHN.

6.4.2. Onvcamnve BUOAOAW3SAMA NNAaMupyemors wenbitaHns (HanpyMep, JEoAROA cnenod  ausain,
Mpauefic-KOHTPONMpYENbIA fusalkH, Ovsaiid napannerbHeiX MPynn) n oxemariveckoe naobpaxeuue AW3aina,
MPOLEAVD W CTanui MChbITaHmua,

6.4.3. Onucanus Mep, NOIBONSILIK CHNEUTR/MI0EeKETEL HeODBEKTUBHOCTI KCCNEA0BATENER, BICHOHAn

aj DaHZCMASRLIAK,

0} NPVMEHSEHIE KCRSNOIT METOMEY,

6.4.4. Onvcanue Nededyst NP KCNbTaHKy, 4 Taike  DOKMPOBKE ¥ CXewMbl  NPUMEeReHus
necReayemoro(kid) npenapara(on). Pasien TaoKke COOBpNT ONMWUCaHWE NEKSPRCTREHHON dopubl, YOAKORKKM #
MARKAPOBKK NCCRSNYEMOrO(sn) Npenapara{os),

6.4.5. Mpegnonaraemas OOVTENBHOCTL YYACTWUS  MCHLITYEMBIX, ONUCAHWE NOCNEROBaTerHMOTT W
MPOAOMKATENLHOCTH  BCEX  STAMNDB  MCHLITAHMA, BKIMOYER NepWon  focnasyolero  wabmofdernn  {ecnu
MPERYCMOTREH).

646, ONucanie «NpaBUN OCTAHOBKM» WM «KDUTEPKES TIDEKDAILEHIED AN OTHEMLHBI UCHLITYeMbIX,
BCETD NCTLTAHIR WA 610 ~acTel.

6.4.7. Meromm yueTa ucenenyemMore(ey) npenapara(or), BrIKHan nnatlebo U npenapar(sl) cpasHerns
{ECHv NpEeRYCMOTPEHB).

6.4 8. NognepxaHne SHOHUMHOCTY DAHSOMUSSEUNORHLEX KONOB MCMbITEHBA W METOANKA DACKPBITYS
KOAGR.

6.4.9, Vkazaune BCex JaMHbix, KOTODLIS JOMiKke BbiTh BHECEHB! HENDCREACTBENHD B NHIWBUAYaTbHYIO
PEMVCTRALIMOKHYIO KSpTY (YO €CTh Naxtbix, KOTOPbIX NPSKAE He ChiNg B MUCHMEHHOM VN 3MEKTPORROM BUGES) 1
JOMiHb PACCMBTONEATECA B KBMECTEE NEPBUYHEIX JaHH:IX.

6.5, BuiBop 1t MOKMIOHEHIE UCHBITYEMbIX

6.5.1. Kpurepuy BRITONEHUA HMCNBITYEMBIX.

6.5.2. Kpurepun HEBKIOUSHIAS MCHIbITYEMEX.

B6.5.3. Kpurepwt  MOKTOMEHMA  WCHLITYENMBIX  (TO eCTh  NPEKPSUeHNS  NEYeHNA  UCCNETyemMbi
NPEFIAPATOM/NTEYEHWUR B XOME UCTIRTaR!A), 8 T2KKe METO/IMKY, PRIMaMeHTuRYIoume:

a) KOFEIE 11 KK NCKMKMETD HONBITYEMBIX M3 MCTISITEHUATTREKDELLETE NEYEHNE MCCMBIYEMBIM TTDENNSTOM,

&) CPOKN NOITYHEHNS 11 B ABHHLIX, KOTODHE A0IBIKHE! Dbith cOBpanbl OTHOCUTENGHO MCKIBONEHHEIX
MCITBITYEM B,

8) BOMBEME! MU Bt MCKMOHEHNREIS UCTHBITYEMbLIE SaMEHEH! M Kakuw 0DpasoN;

) npocnefyiouee  Habrioaesie  WCKMOHEHHBX  UONBITYEMBIX,  KOTOPLIE Nperparuiiv  neusHve
WCCTBAYEMEM NDENApaTOMINEHEHIE B XONE KCNLTaHWs .

B.6. HleveHne MONbITYEMLIX

6.6.1. HasHaueHHoe NeYeHie ¢ YKBIaHVem HasRaHiil BCeX NPEerapearon, [03, CXeM NPUMEHSHNR, nyTi/
crocofalos) BREOEHWS, ANVTENEHOCT NEUsHWR, & TOM MUChE NePUOOB NOCHeyiowerd HabrmoneHna s
VICTILITYEMEIX KEDKZOR FRYATibL, NORyHanLel Netenie KeOreyeMbig NPSraparon/NeNenne B X088 UCHbITarus,

8.6.2. JerapcreeHtble cpencTea/onacobhl NEUsHns, KOTOPEHE DaspellsHbl (BNICHas MYIHEHHO BanHbIe
MperapaTht) U He PazpelleHsl Nepen UCTibITaHWen v (i} 8 ero xoae.

6.6.3. MeToguki MOHWTGPMHIE 38 CODMONEHVEM HCTTHITVEMBIMIA WHCTRVIWA.

6.7, Ouerka sdcperTnsHocT#

6.7.1. lNoppofkoe orcanne noKasatenen ahderTuaHocTK,

6.7.2. Merois ¢ CpoKY OUSHIA, DETMCTRALIN ¥ AaHANM3a noxalareneit ahheTuBHOCTA.

6.8,  OueHxa BesonacHocTy

6.8.1. MNogpobHoe orrcanne noxasaraneh CesonacHocT,

6.8.2. Metonsl 1 CROKY QLIEHKM, DETHCTRAMM W aHanusa nokasaranei He0nacHoeT.

6.8.3. Meropuky Ons COCTARNEHWS OTYETOR © BLIFENEHWA DOOOHHB AENEHWR W MHTOPKYDPREHTHRX
safonepatnl, ux PErVCTPaLIM 1 CoDBILEHUS O HUX.

6.84. Bug v NpOOonMMTENLHOCT: HalnmaAeHs 3@ MOMLITYSMBING NOCAS BOZHUKHOBEMMA NOGOYHBIX
ABINEHE,

6.9 Cramocrika

6.9.1. OnucaHme BCEX CTATWCTUNECKNX METCHAOR, KOTOPhIE GyayT NPaMEHATLCH, 8 TOM YWoNe CPOKW
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rHOSEN MNEHMEYEMBIX MPOMEMYTOMHBN CTATUCTUMECIAX aHAMNN30E.

6.9.2. Tnarupyemoe KOnr-ecTso BKITKKHEeMbIX HCNbITYeMmX. B Cryviae MynbTULBHTROBRIX KOMbITaHWA
ACIDKHO BbiTh OTHENbHO YKEBRHD NNaHyoyeMoe KOMYECcTRO BRITOHaEMbIX NCTLITYEMBIX 7R KaNGorn MacTa
nertbiranms.  ODocHOBaHWE pasMepa BolOOpKK, BINHOUER OUEHKY (WM DACMEThI) MOLLHOCTA WCTILITaHWSR o
KIMHKUSECKOS 0B0CHOBAHNE,

3.9.3. MNpumersemsll YDOBEHE 3HIUAMOCTH.

6.9.4. Kpurepuy nperpatieHiis UCTIsITaHWA.

6.0.5. Metoauia yHeTa HeoCTAIoWMX, HeoDbINHBX ¥ (DamLCudMUAPOBAHHED aHHGIX,

6.9.6. Meroguikm cooBiletdss 0 noBbiX OTKNOHEHUAK OT MEPBOHAYANLHOMO fIAHE CTATHCTUSECKOR
oBpadori (BCE OTKROHEHWA OT NepECHaYaITHHOC NNaHa CcTarucTiuveckoh obpaboriu AormxMel BblTh OnMcaHL! 1
OBOCHOBaHL! B NPOTOKONE 1t (W) OKOHYETENBHOM OTYETE B JABMCUMOCTH OT CUTYaumK}.

6.9.7. Buifiop WeneTyembIX, SaHHpie no KOTopbM OyoyT Drmodens: B aHanws {(Hanpumvep, Bce
PAHAOMUBMPOBAHHLIE VCNBITYSMbIZ, BOE AChBTyeMsie, XOTA Gbl Qv Pas NomyMUBILME [03Y WCCMEeayemoro
MPENapars; B8 BUIOHSHHLIE B MCNLITSHNE NCMLITYEMBIE, UCTIBITYEMLIE, MDOLLBAILINE KOHTPORLHYHY OLIEHKY).

6.10. TIpsimol 20CTYN ¥ NepBUYHbIM SaHHLIM/ ACKYMEHTaM

SaspuTeNs  AOMKEH ApAHTURORATL, YTO B NPOrpaMMe  (NpOToKOAS) WIs ADYIOM  (UCHMEHHOM
COMAaLeHIM BCTh  YRA3aHMe, YTO WCONEROBATENEMCCNSHOBATONECKMA LeHTD OyneT nossonsaTh NPOBOSWTHL
CRASAHMBIE ¢ UCHTHITARMEN MOBMTODAHT, AYINTLL, NPOBEpKA €O CIopoHs KEBCKLL v vHerekii o cropomisl
PEFYNSTOPHLIX ODIAHOE, NPEADCTABIAA NPK 3TOM NPAMOR SOCTY £ NeRBUYHLIM ABHHBIM/ZOKYMEHTAM.

8.11. Konrpons xedectsa u ofecneueHe KavecTsa

8.12. Diuxa

OnuCaxKe STUMECKIX BCHIEKTOR, WMEIOWIMX OTHOLLBHUE K MCNBITERUK.

6.13. ODpaboTia 4aHHLIX 1 XPaHBHME DOKYMEHTOB

6.14. DUHAHCHPOBAHWE i CTPAXOBEHME

Borpocst (PUHBHCHPOBAHKMS 1 CTDAXORAHUS, BCAM CHW HE DECCMATDMBAINTCH B OTISNLHOM MPamaaHco-
NPABOBOM JOrosope.

6.15. TonuThka OTHOCUTENLHO My Grikaumil

MonuTika OTHOCMTENBHO MYGNMKALME, eCnv OHa HE DACCMETPUBAETCA B OTASMLHOM TDKIEHCKO-
NPEBOBOM SOMOHODE.

£.16. ﬁpmnox@ﬂm

7. BpOWOPA MCCNSACBATENA

7.1, Begaenue

Bpowopa Mecnenosatens -~ COOPHUK KMUHIMECKUX, ACKMARWNECKX 1 XUMHKO-(apMaLesTuiecknx
JAHHEIX OTHOCUTENBHO MCCNEayemMoro(en Npenapara(on), KUTOPDIE MOTYT RVETE SHEMERAS L5 aro (UX) waydenis
Ha NHogax. 3adada STOrC JOKYMEHTS ~ NPeAOCTARYTE WCCNEROBATE M W BOBM, KTO NPYINECTEH K NPOBSHSHWK
MCTBSTAHMS, MHDORMALKD, CAOCOBCTRYIOUYIO NORAMAHAI0 M cOOMOOeHIN0 KIOHMERLIX (ICNOMEHMA NRGrpamisl
(MPOTOKONA), TEKMX KaK [038, “acTOTaMepioar-HOCTE NPUMEHEHNS, criocobel BREZEHWS:, & Take MeToquvA
mMomMuTopviHra  SesonackocTi. bpousopa  Meongionatens  gormtia  cnocoboTRoBarth  AAGKBETHOMY  CKIIAHWO
MEARLMHCKOR NOMOLLIK MCTBITYEMBIM B XOAE KAWHMECKORD WCHbitadna. Mndopmalmn Aomxna ObiTe nanoxena
NEKOHAHHO, S0CTYNHO, OfkeiTuBHe, Gea WCTIONE3CSAMYA NPAMOR URY DKDBTOR DeKITaMb!, fIO3BONA Bravy Witk
NOTEHLMBIEHOMY  UCCNEROBAETEND NoWATE e i chopmuposare  cOOCTEEHHOE  HENPEenBInTOe  MHenue
OTHOCHTENEHD LeneceodipasHocTy nnaHpyemors MCNsTaHK!, OCHOBaHHOS Ha ousHKe wpureknonesar, [lo arol
NpUYrHE 8 U3Tanu Spoliopk MCCNEeROBATENS, AOITKEH NPUHNMETE YUACTUE RRCOXDKBEMMPMLIMPOBEHHEIR BPEN,
cofepHaHite GpowpL NCCNSAOBATENS IOIMKHO BbiTh COTNACOBAH0 CO CELMATMCTEMI B TEX OTPaCHNX, B Damiax
KOTORBIX SN NOMyYeHsl NDWEEHEHHDE JaHHLIS.

Texpnyeckisn KOAEKS ONDSgenneT MUHKMENbHbIA oﬁbem WHPCPNBLIAK, KOTOPRIR Aomxed Bhimh sronoMeH
B GRoWIopY MCONSROBATENS 1 NOCIEROBATENBHOCTD €8 UINOKEeHWA. XapaxTep 1 06hem uMeoleRcs MHdopmatiim
JBBUCAT OT CTRMW PazpadoTv VCCNegyemoro npenapara. ECnn NeKapcTBeHHOEe CRENCTBO HAXORUTCH Ha Dhitke ¢
erg (PEPMEKONONIMMEcKIE CRORCTE XOPOWO MIBECTHE TIPBKTUKYIOLLIM Bpadan, OpoLIoDa UCCNBROBETENA MOXET
BTk MeHee nofpobhoit, © cormacks PerynaTopHeX OpTaHos BMecTD Bpounope! Wooneposatens moryT Guimh
KCMONBEORAHE! PEIOME ¢ OCHOBHOW #HhOPMaLeR O NeKapCTBEHHOM CReACTES, HHCTPYKIDH 10 NDIMeHEHHIO,
SIRCTOW-BIIASALHL Wi WHDOPMBLINS Ha YNSKOBKE MPW YCNOBYK, HTO OHU COASPMAT CORPEMEHNYHY, BLRCTOPOHKIGIO
¥ AOCTATONHO NOARCERMO BHbopMawne 050 BCeX CROUCTEAXN NEKapCTREHHOID CPEOCTBE, KOTopas Moxet Db
BaNaOl 4rm uocnenosarens. Eonv Haxonsiesca Ha pPbiMK@ NEKSPCTEEHHOE CPEICTHO VSYYSETCH ONnH HOBOMG
NPUMERERWS {TO BCTE NG HOBOMY NOKaRAMMIO), JOrKHA Obith NOATOTORENEHS DROWINEE MCCISACEATENRA CREUManbHo
L5 BTOO HOBOMD NDUMEHEHNUH, BPOLLICPY WCCNSROBATENR CNEOYET NROBERSITL HE PEXE OLHOM PE3A B rof U, NPy
HEOBXORWMOCTY, NERECMBTIVEATL B COUTBETCTBUAN C MUCLMEHHLIMIL MeTonwkamy v CON sasewrens. Bpolsopa
UCCRIEN0RaTans MOXET NepeCcMETprBaTLCH 1 OONee Yacro, B 3a8BNCUMOCTY OT cTaauk paspadorin u no mepe

2 TMockonsky NPK MyNETUUEHTPOBBIX NCTIBITARUS TIPOTPEMMA {TPOTOKOMN) ¥ OTYET O KIMHWMECKOM UCRBITaHMN
TECHO  BISUMOCBAZAHL, B HKAMSCTBE BEMHOIO WUCTOMHMKE  JOTOMHWTENLHOR  WHOOPMELBY  DEXOMERIYETCR
UCTIONB30BAETL JOKYMEHT [5]
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NOAYHEHAST 3HANAMOR HoBOR KHdopmatn. Cormacko npasunan Hag ewaiel KNHNYeckol Rpaktums, HoBas
VHDORMELVE MOXET ObiTh HACTONBLRO BEPKMOR, YTO ee HeoBxomumMo CochUTe WCCIEAORATENANM, & Taioke, B
K/BCWLL v (M) B DErYASRTOPRHLIE YNONHOMOMEHHBLIE OpTAMbI A0 TOMD, Kak OHE OyA4eT BENIYERa B HOBYK
pesakEo SPOILIODE! KCCIeLORaTEann.

JangrTent HECET OTBETCTBEHHOCTE 33 {IPEAOCTARMNeHVe #MOCnedosaterna SefcTeyued penakuyum
Gpousopsl MCCNEAOBETENA, 8 UCCNSOBATENL OTHENAET 33 88 NPEACTABNEHUE B COOTRETCTRBYRILMA KI/SCHLL
Ecri aaaBuTensm MOrbITaHns SBOASICH MCCHENoBaTENb, OH AOIBKEH ONPefenuTh BOIMOMHOCTL NOMYYeHUs
Opolitopel OT NPOKMIBOLKTENS NEKaNCTBeHHOIO cpsucraa. Ecnw ueoneayenMslt Npenapar npeaocTannet Cammm
IBABUTENEM, SBEIISIDILMMCR ORHOBPEMEHHO MCCIENOBaTENeM, TO OH AOMKEH JOBECTH HECEXOIMMYID uHOpMALIID
A0 YHaCTBVIOEID B NPOBEZeHMMd WCNbITaHWA nepcodana. Ecnu cocTapnemve  ohuunansHoi  OpoLuopn!
WCCMBAOESTESIR  HECCYLLBCTBYMO, B KAYSCTBE ansrepHaTvEbl Jomwed Owimb MPeJOCTaENeH DatLMpeHkbA
MHEPODMEBLIMOHHBLIA paIAer NPorpaMubl (NPoToKona) MonsiTars, OBOCHOBRIBAIOWMIA MCNbITaxue U copepaiyi
TOT MUAHBUMENLHEE obbem coBpeMeHHON wHhOopMaLK, KOTODLIW NPEeSyCMOTEEH B HACTOALEM TEXHUYECKOM
KOAeKCe,

7.2, OBuwe nonoweRns

Epolropa nechsgoBaTenst A0MKHE CoaepxaT.

721, TuryitoHsilf macT

Ha TUTYREHOM rcTe A0MHE ObiTh yKazads! naidpaune (UMS) 3888UTeNs, WASHTHGIMKATORL! Kawloro
MCCHeRYeMOTe npenapata {To &CTh HOMED NCCNEI0BAHUS, XMMUYECKDS WK YTBEPHMOSHHOS HENETeHTORaHHOS
Ha3BaMKe, a TaiKe Toprosoe(se) Hassanwe(n)) 1 fara uanaHus, Kpome Toro, PEXOMEHAYETCH YKahiBaTh HOMED
AERHOTD MaNaHKs, a TalKe HOMSD ¥ JAary fpeabyyuiiei pefakivi, OOpasel TWTYBHOMD MncTa NPHBESeM B
MpAnCKeHun A,

7.2.2.  38s8nNeHne O KOHOMOSHUMaNhHOCTY

Mo cBOEMY WENanW SaNBUTENL MOXET BKIHOYMTE 8 ODOLIPY WCCNERoBaTens ynalaHwe, KoTopos
NPenNUcCHBAsT  WConenoBarensmnonydaTenam  obpaatecd ¢ Opoullopol  MCCRIeHoBATENA KAk ©
ROHIDUIBHUMATNEHBIM SOKYMEHTOM, TPEIHS3HASHHLIM VCKIONUTENBHO [N RHGODMUPOBAEHA 1 MCNONL3OBaHIT
KONMeKTUBoM ueenegosarensi u K/OCWILL

7.3,  Copepwanve DDOLLICDE MICCIERORATENN

Bpotsicpa WCCneoBarens OOMks CONepNETs CNegyliuve Pasiensl, B KEwOom W3 KOTOpbIX npu
HEOEXOOMMOCTIS MOTYT GbiTh COBIIKA HE NUTEPATYPY:

7.3.1. Cogepxadue

Obpasel] COOepH@nis NPMBSHSH B Npuomern b.

7.3.2. Pesiome

Kparkoe pesiome (e Gonee yemM Ha 2 CTpaquusx), 8 KOTOPOM OMMCaHa WHPOPMaLMS O BadKHbiX
PRIAYSCKITN, XAMAMECKMX, (DADMBLEBTHMECKIK, DapMaronoriHeckiy, TOKCUKGINOMHECKAX, (DapMaKOKITHETHHBCKIAX
CHBOWCTBAX 11 METAOOMASME NEKAPCTBEHHOTD CPEeJCTES, 8 TAWKE NPUBEASHL! UMEILLIKECH KIWHWYECKME [18HHbLIS,
KOTORRE COOTBETCTRYIOT CTAAMK KITMHUMECKOR paszpadoTils MCCneqyemors NexapcTagkorns CpecTaa.

7.3.3. Bregenve

B kparkom ssepsHay NOmgHb! BbiTh yRasarhl XMrYeckoe Hasgadie neenenyemoro(six) npenapara(os)
(@ TaKKe HENFTEHTOREHHOE K TOPrOBOE HAJIBZHUE, eCr OWY YTBeDIASHB), BOS JelcTeyOKe BelUecTBa,
REPMAKCNOMMECKas TRYTING, K KOTOPOW OTHOCHTCH WCCRelyemuit Npenapat, W ero DosKuUs B 3ToW rpynie
(Hampuisep, npermyLiecTsa), oBOCHOBAHKE JancHeRLero  NIyueHWs HMCCNSyemoro npenapara, a ranke
npeanonarasMble  NOKAIBMMA K &0 NPOMUNaKTVMECKOMY, TeDaNeBTHUSCKOMY W AMarHOCTUHECKOMY
MpuMeHenn. Bo ssegenmi HeotoaMMo PAcKDETL OBLMA NONXOR K DUBHKE MUCTIBHYEMOID NPenapaTa,

7.3.4, Duadeckve, XuMuMeckns ¥ QapMauesTvieckiie CBOMCTRA, a TAIoNE COCTaR

Homwrio Beimh NPUBERRHO ONWCAHME BELLECTBE (BSUECTE), BXCNMLUEIO(MK) B COCTEB WCCREenyemoro
npenapaTa (Brrsouas XuMULeckyralue) u {Urm) CTpYRTYRHYIO(bIe) opmMyRy(st)), 8 TAIKe KPaTROS OICAHUE WX
OCHOBHBIX hIAAUMECIX, XAMMMECKIAX 1 (DapMAUEeRTUMECKIX CHORCTE.

st cobrioperist COOTBETCTRYIOWNXY Mep DE30nacHocTn 8 XON8 WCHLITAaHW JOrmKeH Ooith NPUBELEH #
ofiocHoBak (RCnW 310 HeOOXOAMMO ANH KTMHMHECKOND WEYYeHUd) COCTaB, KOTOpLiA OyeT Wenone3cBarbod,
BIIIOHES  HCNOMOraTelNbHLIE  BELUECTBa.  laioke OOMMHbl OiiTh  NPUBELSEHBT UHCTDYRUWA IO XDSHBHWIO
reKapcTeeHHoR hopb 1 OOPaLLIBHIIO © HEH.

[omuHo GeiTs yrazano noboe CTRYKTYPHOE CXOACTEO © ADYTHMN U3BECTHLIMY COSANHEHUAMY.

7.3.5. JOMHMueckne HoCHenonanus

Bo soegenwn B kpatkod opve Qo OoiTh NPEOCTasneHs! pesynbTarki BeeX CYLECTBEHHLIX
DADMAKONOMMECKIN,  TOKCMKONOTWYECKMX 1 (DapMEKOKMHeTWMECKWY  Nocrnedonanui, a Tawkke way“eHins
METEBONKAMA ueoneayenMore npenapata. B ogrom pemiome CHedyeT yKadaTs MONMOOb30BaHHbie METoibl i
DESYNETATLI, 8 TAKKE NPRSHCTABWTD SHEWIMOCTE HOMYYEHHLI JAHHLIX B CBASK C M3Y-S3eMbIMK TEPANSETIHE KM 1k
BOSMOMHEIMIA HEEMArONRUATHRIK 11 HENDaIRMAeHHLIMI 30MeKTAMI ¥ HENoREKs,

IpagcrasnaHian BHEOPMALIMA MONET COIEPHETE CRBRYIoLIRe (CIM 3TH CBENSHUA U3BECTHBIIOTTYIHLIY

i) BUIE BRCHEDUMEHTANbHBI MUBCTHBIX,

i) KOMMHECTRO 1 NOM XABOTHBH B KEDKIOW rpynrie;

iiM) SAMHNLL! HAMEPEHKS B030 (RENAPUMESD, MATTTWIDAMM/ IATIONDEMM Maccs! Tena (M),
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iv) NEPUOINYHOCTL BRSAEHUA,
v} YTh BRSO,
vi) LAUTENBHOCTR KYPCa BBEASHUR,
Vil vHODMEUMS ¢ pachpeaen et N0 OpraHam v CHCTEMEM;
viil}  npoaormKUTeNBHOCTE HaDRIGEHNS NOCNE OROMYEHWS BESISHKS,
X} DESYIBTETE, BEITOMAS CHEIYOLLMEe BCNEKTh(
- XAPBKTER (HALMAKCNONMMECKIX 1 YacTOTa TORCHYECKHX addekTon;
~  BBDEMSHHOCTE WK CTENEHEL DEPMaKoNOrUHBCAX MK TORGCHHECKINX SDELTOR,;
w  CHOPOCTE passunTis) aduhekToR;
-~ oBpartumocTs achbexTon;
—  [POROIKKTENBHOCTD 3IeKTOs;
- [OZ033BUCUMOCTE athdierTon.
YkaszaHHble AaHHbIE, BCIH BOIMONHO, CHEMYET NpeisTasNaTL B Bide Tatnuu/nepeiHed.
B nocnenyiolMx pesienazx CneayeT NpeacrasuTh Havbones BaEXHbIe DESYNsTaThi MCCHSHoBaHWA,
BKIOHAM BO3CIEBMCUMOCTD BLIABMAEMBLIX 3(D(DEKTOR, 3HAMMMOCTL AN Yenosexa, a Take nobbie acnexTs,
AOANEHALME NIYHEHMIO Ha YenoBeke. BN BOSMONHO, CReayeT NPOBSCTY CRaBHRHME DESYNBTATOS NCCHENOBaMAN
HA ONHMX 1 TEX KE BUAEX XMBOTHLIX MM WCNOSLIOBaHAW K&K JDMEKTUBRLIX, TaK ¥ HETOKCUHHLX 03 (TO ecTs
Crienyer YKA3aTh TePaneRTuHeckuil rHaeke). CrenyeT yrasaTh IHAYNMOCTL 3TOR MHPOPMELIMY OTHOCKTENbHO 103,
NPELIAragMeX A8 Yenoseka. oy BOSMONKHO, NPW CpaBRaHUK CaYeT MCNoNbaoBaTL SAMHULIL, OTRaMacILIne
YDOBEHE COASIMEHUS NEKAPCTEEHHOTO GPECTRR B KPOBU/THAHW, 8 HE 870 YASNBHYIO 103y,
a) JokrmHiueckas dapMarcnors
HeoBxoorMo NpuBecTi Kparkoe OrUCaHne (hapuMakONorMHecking CERONCTS vCCHBAYEMOrD npenapara i,
BCAM 3TO BOIMONKHO, £I0 OCHOBHLIX METAtONWTOB N0 PesynsTaTaM HCCHenoBaHi Ha »UIBOTHLIX, Takoe xparkoe
ONMMCAHME SOMKHO COIEDWETH DESYNBTATE MAYUESHWS NOTEHUWANeHOR cneundueckol aKTRBHOCTY (Hanpumep,
FDDSKTUBHOCTE NP BKCMEDMEHTAITLHOR NETONOM, PEUENTOPHOE BIAMMOABRCTENE W CNeLdHOCTE JeitcTBMa),
@ TAKS MOCNEEOBAHUR, HaNDERIeHHRIX Ha oUerKy Be30nacHocTy (HanpuMep, CSlMansHbiX BKCHSDUMENTOB ons
OLIEHKA IapNIAKONOMMECKOID ASHCTRIN, OTRMMEIOLBIOCS OT NNaHMpYeMBX TRDSNTeBTIHackin adrhelros).
o) CAPMBKOKMHETHKE U METADONUIM NIPENapaTa Y MUBOTHBIX
HeobxoHMuMO NPUBECT KPETKOS onucaHwe chapMakokuHeTiky 1 OuotpaHodopMalt, a2 Take
PAECIPENENEHUS CCNSSYEMOro NPenapaTa Ot BOEX BIAN0S XUBOTHBIX, KA KOTOPBLIX MROBOANINGH SKCNSPUMEHT,
OBcyskieHve NONMYYEHHBI ABHHBX JOMAHO BITEOMATL aHanus abcopbLng, MecTHOI 1 cUCTeMHOI BUOgoCTYMHOTTY
VCCTIERYSMOTO NPEnapaTa 1 erg MeTabonuTos, 8 TAIKe KX KODPENALMo ¢ Pesynkraram QapmMakoriorHeckux 1
TOKCHKOMONMYECIUK MCCHSNOBAHNIA Ha TEX HE BULEX MABCTHEIX,
B} Tokcuronors
Heofxonume  «oatko  onucars  Tokokdeckue  addertnl, oDHaPYMEHHBbIE NPy COOTEETCTRYIOLIMX
VCCHIBADBAHMAX HE Pa3tHbld BALEX UBOTHLIX, NOL CHSAVICUIAMY 3AroNoBKami (B 3aBUCKMOCTIA OT HEIMWHA
AaHHBIX):
i) TOKCAMMOCTD [PW OLHOKDATHOM BBSIEHN,
ii} TORCUHHOC TS MNEW MHOIOKPDATHOM BESHBHIA,
iify KAHLIEDOreHHOC T,
iv) CNELV@nbHEE MCCRBLDBAHNA (HANPUMED, NECTHODASLPEMaIoLLES 1 annepryanpyiotiee geiicTane),
v) PETPOAYKTVEHES TOKCHYHOCT,
vi} FEHOTORCUHHOCTE (MY TEreHHOCTE}.
7.3.6. Krnbuugckue vcnbmakus
Beepste)
fomkro GuiTe npeacTaBneso sCecTopOrhes OOCYMOEHKHE WABSCTHLIX addekros ueeraegyemoro
Npenapara y 4enoBeKd, BrhoYas wihopMalso o QapMakoHeTike, metadonuave, apmarofuHaMmuke, no-
OBABMCUMOCTI, BesonackocTy, aHPeKTUBHOCTY 1w Apyrx (DapMakonoruNSckny ceoicTeax. Bonu somokHo,
CHSHYET NPUBECTY KPaTYOS ONMCAHME KawOoro W3 3aBeplUSHHBI WIMHMYECKMK vonbiTanni. Taoke cnedyer
NPEACTABUTL VHIOPMAUI, MONYHEHHYIO HE TOMLKD 8 PESYISTATE IMHWHECKNX ucnbitarall, Ho n npu rfom
APYIOM IUMEHEHIA NEKADCTHEEHHOIT CRECTEA, HAaNPUMER, JaHHLIe NOCTPErCTPELMOHHOND OMITA NDUMEHEHIS.
aj DapmarokmHeTka 1 meTabonusm npenapara y Yenoseka
Heoxogrmo NpeacTaBuTL KPATKOR MIFICHEHIE KHOOPMELWYM N0 DaPMEKOKMHETIAKE UCCIERYEMOTo(bix)
npenapaTalon), BKMONEN Cnegyioles (B 3aBuCUMOCTH 0T Hanuuna SakHsN:
i) dhapmakokiHeTvka {Brriovan merabonusm, abcopbuno, ChisbiBanie ¢ DEFKaMi NNasmst KPORKM,
PACTIDEOENEHIAR M INAMUNELIIOY;
i) GHOBCCTYNIHOCTL  UCCTIBNYEMOrD  hpenapata  (B0CORKTHES M (M)  OTHOCKTENLHas) ©
MpUMeHeHen pedepanTHOD RPeNapars;
iy CHRPMBAKOWAHETKS B NONYNSLIMOHHBLIX NIOBTDYINEX (HaNPUMEeD, B I8BRCUMOCTI OT NoNa, BO3PacTa
W HapyieHsil hyHKLUWA OpraqHos),
iv} BIBMMOASRCTEUA (HANPUMED, NEXaPCTREHHDIE B3aUMOSSHCTRIR 1 BITUAHNE NPOIYKTOR MATEHWS),
V) Apyrise Janebie No hapMaroKMHETHS (HaNpUMEep, DesyNsTaThl MCCRafoBanHliA & PasNUMHbBIX
NONYNALMOHHBIX FRYANAX, NPOBEASHHEN B DAMKEX KITMHAMECKNXY UGTIITaMHI ],

31



TEI 184-2009% (02048

6) BE3ONECHOCTL Y 3HDEKTUBHOC T

Heolxonmmo npescTasuts B xpanoi dopme whGopMaumo o BesonacHocTy, QapMakoayHamuke,
3PPEKIMBHOCTU W 03CA3BUCHMOCTY S0iherTOB KEAOTO VCCNERYEMOrD npenapara (BRIioqas erg MetabonuTsl,
BCNY ST UBYMEAOCL), NOMYMEHHYID B X048 NPOBEAEeHHLIX PaHee WCMLITAHWA Ha 4Jenosexe (Ha 300DoBLX
S0OpOBONbLEN ¥ (MIK) Ha DBonbkb). Cretyet ApencTagiTs axanus aToR wrdopmauml. Ecrn YacTl KnuHRYeoKHX
MCTBITaHVI yiKe 3asepiiieHa, Ans Gones YeTKOTO NESACTARMEHUS AaHHLIK MOKHO WCNOMNbI0BETH KOATKNE CBOOHLIE
OTHETE! 1O 3hhexTMBHOCTY ¥ GE30NackHICTY NO OTABNBLHLIM NOKAZAHMAM B PA3HLIX NOOTDYNEX NaUWMeHTos Mo
PERYIETETAM DASMWUMBIX WoTbiTakuh, Lenecoobpaskio BIMaTs caofHbie Tabnmubl NobouHbIX peakuwit Ha
FEeKBPCTBeHHOS CPEHCTBO MO BOBM HIMHUNBCKUM UCHBITAHAAM (BXITIONES MCNBITAMUA ONS BOBX  MAYYBHHBIX
rokasaHui). Crnegyer npoaHanysupOBaTh CYLeCTRSHHBIE DBaMMHKA B XapakTepeiacTore noboumnIX peakywi na
NMEKBPCTEEHHOS CHSNCTEO KAK AN PAIHLIX NOKAIEHWA, TaK ¥ ANA DASHLIX NOLATDYIN NatieHTos,

B Bpounope ucene oBatens AoMKkHO GbiTh NREACTABNSHD ONMCAHKE BOSMONHDLIX DUCKOB W NolouHbX
peaki HE NeKapcTBaKHOE CPeCTBO, KOTOPLIE MOMHO OHWMDATE HE OCHOBEHMWA NPeIWECTBYIOWErC onLITa ero
NPUMEHEHWUS, TaK 1 CXOIHLIX ¢ HAM NEKAPCTREHHLIX COBICTR, TAIOKE CNEAYET OMACATD MEDLI NDEJOCTOPOHOCTY
W CRELMAnNbRLIE PEKOMEHIALMY, KOTOPRIE HeDDXOAYMO BLINOAHATE 1PKU NPUMEHSHM NEKSPCTBERHOMN CPELACTES
B XOOE MCNBITaHNS,

B) MOCTDarMCTRALMORHEIRA ONbIT

B Spousope uccnepcRatens HeoUXOAMMO YKA3ETh CTPaHL!, B KOTODBIX Mcchedvemei npenapar Bmn
pasMelled Ha phiHke wnr saperncTpuposad. B oBobuweHoM Buae JoixHa Obith npubeiieHa Nobas BaxHas
WHDOPMALIKS, NONYIeMHas B X046 NOCTPETACTRAUMOMHOND NPUMEHBKIS (HManpuMep, cocTas, A0INPOBKA, MyTH
BEEOSHWRA U NOBOHHLIE DEaKUMM Ha NEKaPCTBEHHOE CPeACTRO). B GpoLIcpe UCCRE0RaTENs Take Heolxomma
YKa3aTE CTPaHb!, 8 KOTOPLIX 3aRsuTerso GLiNo OTKaIaHO B PErVICTRAIIAN MCCNEIYeMOIT NDenapara Wik B KOTODKX
Ot Dbt MIBAT C PoIHKSNINLLIEH DEIRCTRALMM,

737 3akmoueHne v yKasasus Os ucenedoBaTerns

B srom paspene Cnegyer NpuBecTi BCecToporHes oDCyWaEHNe SOKTHHIMECKUX W KIMHIHECKX JaHHbIX
1 oBoGWMTE WHQOPMELIMIKY M3 PEJHLIX WCTOUHKKOR NG DAMIMYHBIM CBORCTBEM MCCREAYEMOrO perapaTa.
Ncenegosarenty MoxeT GpiTh npegocTapneHa sanbonee ndhopMaTmsHan HacTe MMEILIXCR JaHHLX, &8 Tale
OLUSHKE SHEUMMOCTIA STOW MHDODMALEIM INA HOCIEIYICLIMK KIMHVHSCIAX UCTInITaHE,

CrigpyeT npoadanusipoBaTe OnySnMKoBaHHBIE OTUETE! N0 NOA0OHHM NeKAPCTRSHHEIM CpeacTBamM. JTo
MONET J8Th WCCHEROBETENO MHDOPMAELMID OTHOCUTENEHE BOIMOKHBIX NODOUHBIX Peakuwil Ha NEKapCTReHHDe
COBHACTBO WK HBOYIMX QCHOKHEHIA NPY BRINCAHESHIN WIAHKMECKIX RCNBITEHMAIR,

OcHOoBHAR Uglb HACTORLLETO PaNEna — NOMOYb WCCTISNOBETEND NOMYYMTh YETHOS NPeCTaBneHe o
BOSMOMERIX  PUCKEX W NOBOUHbIX DPBEKUWAX, 8 TAaKKe © CNeLvansHb  Tecrax, Halnnequsx un  wmepax
MPSACCTORONEOTTH, KOTOPLIE MOFYT NoHagobuTRCY B XOHE KIMHWHECKOD WohiblTakis, 370 NpeSCTaBreHne JOrKHO
Bh(Th CCHOBAHO HE UMEIOLERCA MHIDODMEBLIK O DUBMHNECIX, XUMMHECe:, (DapMAaLIBBTINECHAX, (HapMBKORIDIHECKMX,
TOKCHKOFOIMECKIX 1 KAIMHAYECHVX CRORCTBAX MCCNaayemMoro{be) npenapara(on). Vicorngnoraranto Takke Aot Buims
MPEHCCTAENSHE! YKASEHIS MO AUEMHOCTIAKS 1t HEMEHINO B CHyUaE BOSMOHKHOW NEPenOBMposia ¥ NOBOMHLIX PeaKLiki Ha
HCCNELYEMBIE NPEMEpaTbl, KOTOPbIE GCHOBEHLI Ha CYILECTBVIOLEM KNHUHECKOM OMbITE 1 1Y (DADMAKONOIHECKIAX
CHOWCTBAN.

8. QcioBHLIS AOKYMeHTLT 4NR NPROBedeHWA KNMHWHeCKOTD NoiteITaMHuR

81. Bseperua

OCHOBHBIE JJOKYMEHTSLE — FTU QOKYMEBHTEL, KOTOPLIE BMECTE WA 110 OTLENBHOUTH HO3BONSHT OUSHUTD
NpOBEOEHE MCNBITEHWA ¥ KBYECTBO NONYMEHHLIX AaHHLE. ITH JOKYMEHTH! HeolXoauvb! AN8 HOKE3ETeNLECTE
cOBroaeHns ACCNGHOBATENEM, SARBATENEM W NUOM, OCYILIECTBIIOLLMM MOHUTODUHT, NonoweHnit Hagnexawel
KIIAHASECKONR NPAKTIURKA ¥ COOTBETCTRYIOWNX Tpebosarni sakoHoarenescrea Pecnylrmmm Henapycs.

QcrosHble SOKYMEHTs! HeobXoOuMsl ANS BeIMONHEHWS PAOE ADYIMX 3afad. XpaHsHWe OCHOBHLIX
DOKYMEHTOR  WCCISAOBETENSM/MCCNES0BATENLCHMA  LUEHTPOM W 33sBUTEneM  cnNOCOBCTEYET  yoreLHomy
YIPEBARHAD KHAHUYECKAM HCTILITEHKEM CO CTOROHB VICCTIENOBSTENA, ISABUTENR 1 LA, CCYLISCTRITAIOIETD
MOHUTOPUYHE JTH S0KYMEHTH COBbIMHO ABMAICTCH O0LeKTOM HEASBMCHMOIS ayauTa CO CTOPOHL JaRBHUTENIR W
MHOMEILIAA GO CTOROHE) PEFYASTOPHRIX YHONHOMOHSHHLIX OPIaHOB B XOMe NOATHEMEEHNS NPEBOMSHHOCTIA
NPOBEOSHIUS UCTLITAHWS ¥ NONHOTE! COOPaHHLIX AaHHBX.

Hioke novBeneH  MANKMETbHLIE NEPeqéHt  GCHOBHBIX  JIOKYMEHTOB, XOTOPbIE JOMKHbl OhiTh
paspaborant. TpencTanners ODhIcHERNE LeNr Eugoro JOKYMEHTa, YKE3aMo, (16 HeolxOMmMO XPaHUTh -
LOKYMEHT, B GpXMEe WMOCCRSHOEITENA/MCCNENOBETENLCKOMD LeHTRa ¥ {MNY) B apXWBe 3a8EMTens. 3TU AOKYMEHTh
NOAPASRENFIOT Ha TPW KETRIOPKN B S2BICHMUCTI OT TOTD, Ha KAKOR CTEOMN UCHBITRHUR KX HEeoBXOANMO CORBARaTY!
1) Neperl HEHaNOM KNUHYeCkol thase! UCTETaHKus, 2) B X00e NPOBSAEHUS INMMHMMECKOrD MCMTanys, 3} nocne
3EREPLUSHINR WK NIPERpALLeHs nonbrasvs. [Jonyctumo ofeefMHenne HexoTophIX SOKYMEHTOR, eCii NpW 3TOM
ABHHBIE AOKYMEHTE MOTYT DbITh Nerto KaeHTudULBpoBaHbI.

Hocne Hawald RANHEYECKOTD HCUBTAHEA {BION0YeHEE HepBOro HCIMTYEMOID] B COOTRCTCTRIN ¢
OOGPEHITLIM HPOTOROAOM 3aABMTE/E WM €r0 YHOAHOMOMenoe True mbopMupyor of atom YIT «Hertp
SKCIEPTH? ¥ UCIHTAHAN B 3apascoxpasersny ¥ K/BCHLL, xoTopeie onobprim KIHHUTCOROC HCIBTAHHAE,
B cpok o 10 pafowux pped cornacio Qopme, Upuresedrol » npmacxennn Jl. lpuw opopegenun
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MYARTHIEHTPOBL KANHHYCCKEX HCHOLITAHRY, ecnu He Boe BAABNCHHLIC HCCHSHODATETBCEIE TIEHTRLI
NPHBASKAIOTCE K HCIMTATHIG, 3REBHTENE HITH ero YICGAHOMOYEIHOe JIIC uspgenaet of arom YH «Qearp
JKCHEPTHS ¥ HCOBITaHIH B 3/1DARCORpareHIin» 1 KB/ 3CUIT

OcHoBHOR  apxms  uenbiTaHns  Jomker  Obite  CO3MEH B HEYane  MCTRITaRns  Kak vy
HCCHEHOBSTENHMCCNBR0BATENbOKOID LBHTPa, Tak ¥ vy saseutens. Monemadnwe moweT Obimh ofWLMansHO
JEBEPILEHO  TOMBKD  MOGI&  TOr0,  KaK  FIMLO, OCYLLECTEISIOWIEE  MOMUTODUHE,  RPOBEDUT  3pXUBLI
VCCNESOBATENHMCCNSN0BATENECKOND  LEHTRE W JasBWTENR 1 OATBEDART HanWuMe BoeX HeoBXoauMbixX
ACKYMEHTOB B COOTRETCTBYIOLLAK apuBax,

JoxymenTbl (802 BMECTE uin ReOOR 13 HUX), YKA3aHHLIE B ASHHOM TEXHNMECKOM Kodakee, MOTYT BbiTh
OOLEKTOM AY4UTa JARBMTENS W MHCREKLMK CO CTOROML! PETYASITOPHLI YNONHOMOMEHHLIX OPraHos.

DokynmenTs nepes Havanom ivHYeckol (Dasst ONTarH A
Ha arolt cragni MNauvpoRarsa 10 OMVMATbHOIG HEHana KMHWYeCKOre WChLTaHns HeobXoaMMo
MOGFOTOBNTE U XPaHUTH SJOKYMEHTE, YEasarHbie 8 Tabnuie 1.

Tabnuua 1
Haumenopanvue gokymesTa Lenk cozpanus u xpanenns YUBCTHIK KIWHWMECKOrD
WCABLITAMNS, ¥ KOTOROIO
HEXOAUTCH AOKYMEHTALMS
Wiccneposarens! | 3asenTels
WMCCTBA0BETEN G
KWl LigHTp
1 2 3 4
811 Bpoutopa woonenoBaTers OOoRyMEHTANLHO NOATEEDAWTL haKT ® X
NepeaYy KCCHenoBaTamd Boei
HeoDXOBMMON 11 COBDEMEHHON
HHPORMELUH O NEKADCTREHHOM
CRencTes
8.1.2. DognwcadHas nporpaMma HoxymenTansHo NoNTESRAWTE (raKT x %
(MPOTOKOM) U NONPAaBKX K Hef, COMfIAcoBanns sansuTeneM y
ofpasel] uHOMBUEYENbHOK voeneaoBaTeneM NRoTORONAMONPaBoxK
PErMCTHALNOHHOR KaPTH i MHOAVBUAYANEHOR PErucTPaLMOHROHR
VICHbITYEMOrO KADTH! MOHHITYEMOrS
813 FlpenoCrapnmemMpie  KCMLITYEMbIM
' METSDWRITI.
dopMa  MHHOPMMDOBAHHOIQ  COMAcKS | JOKYMEHTANLHC NOLTRENIUTS % x
{BrIouUas HeoBxoOuMbe NensRob Y, MHOOPMUPORAHHOE cornacue
OPYTHE NETEDRATT, LokymerransHo nogreepinTe ¥ ®
HENW-RE NOAPOBHON 11 BOCTYIHOM BN#
BOHUMERNS UHEBOPMELIHN, KOTOPAR
OyaeT NPaaoCTIRIeHS VOMLITYEMbIM
A5 NONYHSHAR WX COITIECHA
oBesiENeHA O Habope uehbiTyemeix {(ecnu | okymeHTansHo noaTBen uTh X
MCTIONG3YIOTCR) SOEKBATHOCTE MED, NOKHITMASMEX
s Habopa uenbmyemix, 1
OTCYTCTBIAS ANEMEHTE NPVHVIKAEHIKS
8.1.4.  Kanbryrsims pacxoos Ha Hokymelrane+o nogTeepiTh % b
KIMHWYECKOS MCTILITaHVE OB0CHOBAHHOCTE (DOPMAPOBAHIA
L@k
8.1.5. Crpaxosoe cOR3ETENLCTBO HORYMEHTANLHO NOATBEPLMTL TOT b %
{ecnn TpeliveTcs) ChaKT, uTo uonbrryenmpiv Byaet
BbIIIAUEHa CTPaxoBas CyMMa B
CRysae npuurHeHs Bpela iy
3[0POBLIO 8 XOIE NONTaHNRA
8.1.8. Nognucarublil sorosop Mexny | JokyMeHTansHo nogTeepinTs
CTOROHBMU: OOCTUIHYTBIS COrmaluemHmst, npasa wn
ueoneaoBaTeneM/ccnefosaTesekuM | 0BA3IAHROCTI CTOPOR, QUHARCOBLIS ® b
LEHTDOM W 3a88UTENaM, OBR3ATENLCTBA M MHOE
WOCABIOBATENEM MCCNEANBATENLCKAM X x
LIEEHTPOM # KOHTPAKTHOR (e
NCOHSA0BATENROKON OpranusaLined, TRelyeTeH)
FAABUTENEM M KOHTPRKTHOW b
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NGCNENOBATENLEKOR OPrarn3aLuen:
HCCreaoBATENEM UCCHBA0BATENLOKIM

X

LIEHTROM ¥ YTIONHOMOMEHH RIMI (NG yCMOTPEHUIO
opraqamu CTOPOHRL)
8.1.7. Jariposaruoe ¥ gokymertanske | JJokyMerTansHoe noaTeepxgeHne % ®
OBOPMIBHHOS NOMONATENBHOE haKra sKenepTnast HCapTarus
petuenve KODOWL] cnanyonpx K32CHLL W nonoxurensHoro
LORYMEHTOR, PelIeHIs NINOBEASHMS MCHLITAMHW.
nporpaMia (MPOTOKONE) 1 NONDABOK K Hitht, | YCTaHOBWTE HOMED pegaKLid
MHOMBIAYANEHOR DETUCTRALMOHHON KADTH! | JoKyMeHTa(o8) 1 JarTy
{ecnn HeoBxonumo);
dopist MHOPMBPOBEHHOIO COMMachs;
APYIAX NPENCCTABNSEMbIX UCMLITYRMbIM
MCEMEHHBIX MHDODMALIAOHHLIX
MaETSPUAITOR;
O LEBMEHAR O HA0ODE NCMBIMYRMBIX {(BCTN
VIMEROTTS ),
MHEDOPMELMY O BRITINETEX NCNBITYeMBIM
{ecnt HeoDxOauMa),
MIGGBIX SRYTX ACKYMEHTOR, OA00PEHHBIX
KOAMMTETOM [0 ITWUKE
8.1.8. Cocras K3/3CKLY, DokymerTansHo NoATEERAKTL X ®x
cooteaTCTRMe coctana KI/GCWL {etnm
nonoxeHuaM Hagnexale TpedyeTcs)
KNUHWHECKONR NDAKTIAKA
819 Papsuwervelfonobperue/peructp | JoxyMeHTANLHO NOATREDANTD, YTD % x
ALUA MPOTOKONAE DEryNSTOPHBIMYE | A0 HAYANE UCTEITEHUR, Dbl (Boru TpebyeTes) {ecni
opraramit {ecriv Theliyerca) COQTBETCTBYIILWE pazpeleHwe / Tedyercs)
opcGpenne/perncTpaLis fpoToKoNa
PerynsTopHbitg OPraHamMy CorMacHo
COOTRETCTRYIOLMM TpeboBanuam
3aKoHoLgaTenscTBa Pecnybnnkm
. benapych
8.1.10. Cnyxebras Guorpadus HorymenTanbHo NoATEeDAUTD, * %
MCCNBAOBATENRA{EH)} v KBRNKOMKILIAD ¥ DPUIGOHOCTD
cyGuccnenoparana{ei} v (unm) Hechenosatans{ei)
JAPRYEHE DOKYMEHTE, cyBuconenosarensied) ans
PIOLTBSRKASOLME MY MPOBESSHNA VCTLITaHIA # (A1)
KEanuthurkaLme OBECNEIeRUe MEIVLIAHCKOTO
HADIMOGEHIS KCTbITYEMbIX
8.1.11. NaBoparopHbie HopMmb! / AokymeHTansno ohopmiTs ® ®
JHERS30HS! TR KNVHAMSCKYX K14 HODMANBMLIS 3HaVeHWA 1 {5'13"(!91)
Na0oPaTOPHbD M HABNA30ML ARN 3TUX TECTOB
UHCTPYMEHTANBHBLIX TECTOR
{MCHBITaHWA), NESAYCMOTREHHLIX
rnporpammol (rpoToKoIomM)
8.1.12. KnuHnqeckue iy HokymerTansHo ROgTBEDANTE * X
nafopaTopHLIe WAk ADUIOAHOCTL METEPUATLHO- {ecrin
MHCTDYMEHTANbHBIE TeCThl TExXHudeckon Basw: gns Tpebyerca)

{MenpTanus):
CERTUDUKSLING Uit
AKKPEAVTALMS 1k
BHYTPEHHWI WRKA BHELLIHWE KOHTPORL
KauecTBa
ADYENe METO L BEpWDMKELNY (@Cni
TReGYITCH)

Ka4eCTBEHRHOID NPOBERBHIS TECTOB
i 0BBCNeUeHIs FOCTOREDHOCTH
MONYYEeMBIX PEIYNLTATOB

8.1.13. OBpazey aTukeTkM Ha
KOHTERHEPS (nepRITYHOH
VUARDBEES) UCCNEOYemMore
NEKAPCTBEHHOIO CPeCTBa

FORyMEHTANBHD BOATBEPANTE
coBnopeHue Tpebonari K
MBPKUPOBKE MCCABAYEmMOro
NeRAPCTREHHOTO CPeNCTBa #
DOCTOBEPHOCTE WHCTRYKLWY A5
HCNBITYEeMBIX
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§.1.14. VHCTpYKMS 10 OBpaiueHmo © JoRyMEHTansHO noATREPAUTE % x
HCCTIERYEeMBIM{IA) HENHURE RHOTDYRLMN N0 XPEHEHWKY,
TIeHBpCTEeHHBIM(W} YNEKOBKE, DACXOLOBAHMO 1
CpencTBoM{amit) 1 HEOOXOAMMBIMY | YHNHTOMEHWIG HCCNBLYEMOoro
PACXOLHEIMI MATEPUANAMY (85T | NeKapCTBRHHOD CREe/ICTEE ¢
OHIt HE BEIICMEHB B MPOrpammy HeODXOgUMbIX DRCXOARBIX
(npoToKom) win BpoURopY METEMAN0E
MeCneoBaTans)
§.1.15. HaknagHme {(noyToBbie JlokyMeHTrpoBaTE Narel ¥ ehocol x %
KBUTEHUWK, AXTE! IEPERATH) HA | NOCTaBM, HOMEDA Cepi
noCTasky KCCHeRyemoro YICCRELYEMOrO NpenapaTalon) v
npenaparalos) i HeoBxoArMbX | HEOOXOAMMBIX DACXOAHBIX
PACKOAHBIX METEPUANR0B marepuancs. KoHTpons y4eTa
HOMEDOR CEPMiA, OLEHKa YOIOBWHA
NOCTABKA
8.1.16. Ceprugrat(sl) aranusalos) JokymenTansHo NOATESPAUTE X
PO YHEHHONO(bIX) NOOMMAHKOCTE, MUCTOTY ¥
veereyenorolsx) AKTUBHOCTD MCCNBAYEMOTO
npenaparalos) npenaparta
8.1.17. Tlpouenypa packpLITUa JokymentansHo nogreepinTs ® ®
PAMAOMAZALUOHHOTO KOAS NS | Hanuuue npoyeayps {1peTes
CHENOrD MOTOHE NCTIRITAMKS vaexTudukaury npenaparta oes CTOpCHa €0
HEPYILEHWS AHOHRMHOCTA Koaa ana HEODXOAMOY}
UCTIBITYEMEIX
8.1.18. OcuoHol pasgomuzaiuontstt | JokymedTtansho ohopMiTh MeTos ]
CIMCOK PAHAOMMIBLIA HCHBITYEMBIX (TpeToR
CTOPOHS e
HEOBXOZEAMC)
8.1.19. ApenpapurenbHell oTyeT 0 FIoRyMEHTaNEHO NONTBREOANTD %
MOHKTODUHIE [0 UCHDITAHNS MPUIDAHOCTS MECTA WCTTHITAMAS SITA
MGBELAEHNS MCHBITEHIS {HIOKYMEHT
raceT GofTh OB LEANHEH ¢ OTHETOM,
yrazarHbia B nysire 8.1.20)
8.1.20. Oryer 0 MONUTOPKHIE Nepes JoryMEHTANMBHO NOOTEERAWTH HaKT X b
HaYaNoM UCNLITaHWR QIHEKOMIIEHKA UCCTIBHOBETENS 1 8ro
COTPYIHMKOR C poLeaypaMi
KIHNYECKOND NCIHLITBHIA (AOKYMEeHT
MONKET BbITh OBLEUHEH C OTHETOM,
yxazannen B nyukre §.1.19)
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8.2, [lokymeHTe! 8 X048 NPOBSIEHUS KNUHNSECKOTD UCTLITERUS.

B xode vonuiTaHws K BbiuenepevydcnennbiM  JokyMentam JoGasnsioTes HOBbIE OOKYMEHTSHE,
yxasaHusie 8 Tabnuue 2, B NOATBEDKIASHUE TOro, uvo Bost Heobxopumas wHbopMauns A0KYMEHTANbHO
ohOPMIRETCH 10 MePe 88 NOCTYRNeHus

Tabmia 2
HaumeHoBaHue JokyMmesTa Lienb cOo3naHnsy U XpaneHus YuacTHUK KITAHNYECKOrO
HCTTITEHME, ¥ KOTOROrO
HEXOLUTCH JOKYMEHTELMH
VMiconepomarens! | JasBuTens
MCCNENOBaTeNbE
KW LgHTp
1 2 3 4
8.2.1. Hoselg pegaryuy bpouops HoryMeHTaENLHO NOATRERLUT (haKT b x
UCCepoBaTEnNA CBUEBDEMEHHOID CODUSHNR
UCCIEeA0BaATEMNO/UCCASADEATENLOKD
MY LEHTPY HeobXoanmMon
UHDOPMBLIMI
822 wboe uameHenne: HokymeHTansHo ohopMuTeh HOBLIS ® x
MPOFPaENMMBL! (RPOTOKONA )Y ONPABOK 1 DELBKLUMK STHX ROKYMEHTOR,
UHAVBIAAYEHOR PRPACTHELIACHHON KEPTHE | KOTOPLIE CBA3aHEI C UCTILITaHeM I
hOPMBL BHPOPMUBOBARHHOTO COMMAacHst BOTYIAKT B8 A8ACTBUE BO BREeMS
MoBen ApYIBX THCEMEHHBEX UCTIBITARNS
METEPRaNoB, NPEnCCTABNASMEIX
MCTIBITYERMBIM
ODBABASHUA O HEDODE UCHBITYEMBLIX
(ecny CNOMLIYIOTCH)
823, HarvposadHos v DOKyMeHTanbHo | JOKYMERTaNLHO NOATBERAVNTE thaKT ® X
OPOPMITEHHDE NOTHKUTENBHOS PACCMOCTRRKNAR W NOFIOMUTENLHOIO
pewenrne K3/DCHL pewenns KS/BCUL] nonpasok n
UTHOCHTENBHO CIIERYIOLIAX (MK} HOBBIX pEaAKUMA JOKYMEHTOR,
JOKYMEHTOR: YeTanosnTs HOMED HOBOR peaauum
NONPEsoK £ nporpaMme {NPoeTokoTY) KR oro SOKYMBHTA 1 4atTy
HOBLIX PBAAKLKA;
DOPMBT MHCDOPMIDOBEHHOID COMRCHHA
FIOGLIX APYTX NPSAOCTERITNEMbIX
VCTIBI TYEMBIM THCHMEHHBIX METEPHANos
ofbsiBrerH O HaloPE NCNLITYEMBIX (&K
MCIONB3YHITCH)
NOBLN A0YruX oa0bpeHHBLX JOKYMEHTOR
TexyLLero 0930Da UCTILITEHWS (80K
NPOBOOUIOCH)
8.2.4. Paspeiuesue / yTepiieHue / HokymenTansHO NOATBERANTD % ®
PErMCTRALINA DETYIIATORHLIMY cobriogerre 3akoHoIaTenLeTea {ecnn
opradamu {ecnu TpebyeTcs), PecnyBrnkn Benapyck TpebyeTeH)
NONPABOK K NpOrpamMmmMe (NPoToRONY} ¢
LPYTX BOKYMEHTOB
8.2.5. Cnyxebuas Duorpathun nosore | Cw. . 8.1.10 * *
uecnesoBarTens i (unmK)
cybuccnenosavenai
1 8.2.6. MiaMeHeHnst HOPMaNbHEIX HoxkymeHTansind ohopMiTE X %
IHAMEHUA/NANA30KH0B 415 HOPMaAbHLIE IHAYEHNUS / {ecnn
KIHAHYSCKIAX W OHanasoHkl NEPECMOTREHHBLIE B TpebyaTcs)
nadBopaToRHEIX Wy Xone woneirasus (o n 8.1.11)
WHCTRYMEHTAMLHbLIX TECToB /
WGIBITEMUR, NPEOYCMOTRENHBIX
AROrPaMMoii {NPOTOKRONIOM)
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827 Hamerennd B opougnypax JoKYMERTANBHO NMOATREDAWTL X X
KRMHIAYECKAY Wi 1abopaToptbIx | BOCTOBSPHOCTL TECTOR Ha {ecrm
VI KHCTRYMEHTEMEHBIX TECTOR /| NDOTSKEHAK BCErO MCNBbTaHus (oM, Tpebyercr)
VICTIbiTaHIA; n 8.1.12)
cepTrBKALIKA vnm
AKKPEIWTILMS VT
BHYTPEHHWE 1 (W) BHELWHWA KOHTROM:
KauecTsa
ADYFUE METOL NOATBEDNKISHIA {801
TpelyTCes)
8.2.8. [DOKYMEHTRLMA N0 ROCTABKE Owm.on. 8115 b X
NCCNesyeMoro(six)
npenapara(oR} v MaTepUanoa,
HECOXOLMMEIX SNS KCNLITAHKA
8.2.9. Ceprudurar(e) ararnmsa HoBbix | G n. 8,116 x
cepuil nCCnenyemoro
NEKAPCTREHHOTD CPBACTRS
8.2.10. OtdeTs! 0 BMaUTaX 1KLY, LBoKyMEHTANBHO NOATREPANTE x
OCYLIBCTEIMSIOUAX MOHWTORIHT | BUSWTb! MWL, OCYLIBCTBIFHOLNX
MOHUTORVME, B HCCNeAoBaTetbokni
LEHTP ¥ WX peayibTatht
8.2.11. JokymeHTal Mo APYIYM BEKHEM | [JJOKYMEHTAMBRO NOITREDAKTE Mobuie ® ®
KOHTAKTEM (38 UCKIBOYSHKEM LOTOBOPEHHOTTH WM BEdIHbIS
BU3UTOB HA MECTO WCMBITaHWAY, | pesynbTaThl 0BCyiaeHus
KOPPECTIOHIEHLINA ARMUHACTPATHBHLIX BONPOCOR
NROTOKOML! JACEaHIR VCTILITEHIAA, HADYLUBHUR NPOrpanMmi!
33NMCK TENeoHHBIX TeHErCBODDE {nPOTOKONA]} NPOBEISHNA NCILITAHIA ¥
GTYETHOCTIA ND NODCHHRIM RBIISHASIM
8.2.12. TlogmucarHee hopmst HoryMenTansHo nogTBepITs cormnace x
UHDOPMUPOBAEHHOMD COrNAcKR | KEKAOTO UCNBITYEMAOIG S0 Hadara
WCTIETEHISE, NOMYSEHHDE B
COOTBETCTBAK C NCMOKEHNSMIA
HKTVGCPR v nporpammcit {mpoTokonom),
FETY 810 NONYHSHUR [0 Ha4ara y4acTis
B WCTTBITaHIAM, [IOKyMEHTENBHG
FIOATEEDIATD DESRELIEHNS Ha NDRMOI
pocryn {em. 1 8.1.3)
8.2.13. NepeuyHan QOKyMeHTaLns [orymenTansHo NOATBERAWTE thaxT ®
CYLIECTROBAHUA MCTIBITYEMbBIX U
LOCTOBEPHOCTE CODpaHHbIX AaHHBIX,
Brriouirs MOXOAMBIE OOKYMEHTD,
OTHOCHILLMECH K MCNLITAHKID,
NEHEHNIO W aHSMRE3Y UCHBITYSNMDTD
8.2.14. BanonHerHsle, garuposantsie b | [JoxyMeHTansHo oopiiTh P x
NOANKCAHHBIS MHAMBUAYENBMEE | NONTBEDMOCHVIS MCCHENOBATENEM MMt {xomn) {oprHan)
PErUCTPALMOHHLIE KBPTH YHOMHOMOMEHHBIM COTRVIHUKOM
HCMBITYEMEBIX MCCHIEACRATENS 3aperMCTRVPOREHHbX
LaHbIX
§.2.1%. Pernctpauus venpasneHnd B LonyMeHTanbHo ohopMnTh BOe x 5
MHOMBASY ERbHBIX NIMEMEHIA/OCNONHEHWA WK {konKus) {opuruxan
PEruCTPALMORHBIX KapTax MCOPABNEHUR B MHOUBHMAYANLHEBIX
PEFUCTPAUMOHMBLIX KADTHEX,
CAESNaHHbI@ OGNS 3ANUCH
MEPBOHaHaTbHBIX AAHHLIX
8.2.18, ¥YsepomneHue 3an80TeNA YeegomneHue 3asBUTena X %
MCCNEAOBaTeNEM O CAPLE3HBIX | MCCTBAOBATENEM O CEPbE3HbIX
MaG0-HIBIX FBITEHMSX W FHOBOYHBIX SBASHASIX K CBRIGHHLIS ©
COOTBETCTRYIOWMNE M3BRLLERKA | 3TUM OTHETH B COOTBETCTBUK C 1T,
(OTHETbI) 4.11
8.2.17. YBELAOMINSHWE DETYIATOPHRIX YBEOOMASHNE PEFYIATOPHLIX Opranos x *
opraHos n K/SCHL koHTpOns ¥ K3/GCKE (ecnu
HECNQROBATENE! 1 (M) vocris/losaETenam 1 (v} 3aRBITENeM o r  Tpebyetes)
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3ESBUTENEM O HENPEABUAEHHLI | NOGOMHBIX PEakpsX (B COOTRETCTRIMN C
cepbestbix NEOoUHLIX peakuwsx 1 | 0. 4.11.1, 5.17) 1 Apyrof natbopmaLpa
RIyrolt iHchopMatiim 1o ¢ §E30MacHOCTI {B COSTBETCTEIAVY C 1.
De30MaCHOCTI 5.16.2)
8.2.18. Coabiyenne 3aasnrenem UHDOPMMPOBAHIUE 3BABUTENEM X X
MCCMNE0BATEMO HOBON MCCNBRoBATENS O HOBOR
wrchopmalia no Gesonackoct | vHdopMatum no Be3onacHocTy B
cooreeTeTRMM o . 5.16.2
8219 TpOMENRYTOHHLIE WK MGH0BLIE fpegooTasuts K/OCKL (cornacko n. ® %
OTHETR, NPENCTABMREMbIE 410} ¥ YNONTHOMOHEHHBIM OPIBHAM {ecn
K3 3CKLL 1 yrosHomoseHHbim {cornacko 1. 5.17.3) npoMexyToMHbIe edyeTcs)
opraHam Uik FOAOBBIE OTHETH!
8.2.20. XKypHan ckpUHUHTa DOKYMEHTANBHO WIBHTUDULKPOBETL ® X
MG TYEMEIX VETHITYEMBX, MHPOLLSILUMX CRPPHUHT {ecmi
0O HENENA KCIBITaRIuA pebyeTcs)
8.2.21. Cnncox uaerTMpPukaLlwoHHRIx FOKYMERTANBHO NOLTBERIWTE o
KOLOB MCTIBITYEMBIX Hanuuue y wecngaoeaTens /
VCCHEORBTENLTKOMD HeHTPa
NOVMEHHOTO CIVCKa BCEX
HCNBITYEMBIX ¥ WX MOEHTUDWKA-
LMOHHBIX KOAOB, NOA KOTOPLIMY OHI
BEEASHL! B Achbitaqye, [lare
BOSMONHOCTE KCCHEA0BATENIO
fccnefoBaTanboRoMY LUeHTRY
YCTaHOBKUTL NAYHOCTE MoBoro
WCNLITYEMOIO
8.2.22, WypHan perucrpauyn HokymMenTansko opopTsh hakr e
HCTIRITYEMbIX BKIHOUEHIAR UCMBITYEMBIX B XPOHO-
NOMMUBCKOM NOPAAKS NCAOMbIYH KX
VEEHTUDUKALUMOHHBIE ROLbI
8.2.23. Yuer necnesyemorg JlokyMeHTanLHo NoagTEepanTE ek % #
NEKAPCTBEHHOMN CPeACTRa B WCHDNBIOBAHUS UCCIEnyeMore
MECTE WMOTLETEHKSA NEXapCTBEHHOTO CREJICTRE B
COGTEETCTHIN C MPOTOKOMOM
8.2.24. Nnct ofpasuios Nogrucean HoxymeuTansuo ogopmuTe y %
00pasubl NOANKUCEN Y KHLWans
BOEX FIUL, YRONHOMOMEHMEIX
BHOCUTE SAHMBIE W {11}
NCHPaBIEHMA B UHANBRAYENBERYID
PervicTEALUMOHHYIO KapTy
8.2.25. [okymenT yueTta XPaHsaumacs HokyMeHTansHO OoPMATE % x
0fBpaEsROE BRONOrISCIKINY MECTOHaXOMWAEHNE I MADIMPOBXY
HALKOCTER M Trased oBpasios, A8 NOBTOPHOIO
fIPOBEASHNA SHANNKI0EG
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JokyMeHTH A1 33BEPILSHNRA WK QOCPOMHOTC NPEKDELIEHIR MCNbTarns.

Mocne s3asepeHus W QeCPOYHOTC NPSKPalUEHNS HCMBITAHNA BCe JOKYMERTRI, NepevucneHHnbie

B 1. 0, 8.2, necBXoAnMO COXPaHETh B apXKBE BMECTE C JOKYMEHTaMY, YrasanHoimMu 8 Tabnuye 3.

Tabnuua 3.

HaumeHoBaHwe LoKYMeHTa

Lienk cozpaxust v Xxpanerus

YYaCTHUK KTMHWIECKOTO
MCNBITAHKWA, ¥ KOTORCIO
HEXO4WNTCA AJOKyMeHTaUnsA

Vconeposatens/ | 3ansuTeb
MCCHEHOBETENLE
A UeHTD

1 2 3 4

831, Yuer ucoenelyenmoro(bix) LoiymeHTansHO NOATEERANTE, 470 ® b
NEKapCTESHHOIO{LH) CRENCTRE | MCCNBayeMOB(bIe) NEKapPCTBeRHOS
B MECTe UCNbITaRWA CPECTBO(@) MCNIONL30BaH(LI) B

COOTBETCTEMNA C NPCIHAMMOIRA
{npoTokonom). JoyMeHTupoBaT
OROHUSTENRHEIA NOSCYET KoNuiecTea
MCCIIBYeMOro NEKAReTREHHOMN
CPEACTRE, NONYMEHHOMO Ha MeCTe
MCTTBITAHMS, BhIAEHHOID NCHBITYEMBIM,
BOIBPALUSHHOMD UMI 11 BOIBPALLEHHOIO
JSFBUTEND _

8.3.2. [owkymexHTauus no HoxyMeHTHpoRaTL YHIYTONEHNR ® %
YHRUTOXEHWID UCCNEAYEMOrD | HEMCNONLIOBAHMLIX OUTATKOB {BCnV yHITOHEH
TEKAPCTREHHONO CPBLCTBE NEKEpCTBEHHOIO CpedcTRs Ha MECTe

IFABMTENEM WA HA MECTE MCTILFFAHWS)
VCNBITan s

8.3.3. AToroemid CriMcoK YCTaHOBKUTE MVMHOCTL MCMBITYEMbIX, B X
KABHTIDUKILMOHHBIX KOA0B cayiae HeoBXOANMOCTIA TIOCNEAYRILEND
NGERITYSMBIX Habrroaetna. Crincok JormxeH

XPAHKTREA ¢ COBMOASHUEM KOHDUIEH-
LIKENSHOCTY B TRMEHNE YKA3ZaHHOIO B
LOrOBOPE NPOMERYTHA BPEMEeH)

8.3.4. Cepruchukar aygwra (ecnm HorymMeHTansHo NogTEeDANT, haxT X
WMEEeTCH) npopegeHus ayaura

8.3.5. OT4eT MOHKUTOPE 0 DokymenTanesho noaTBeRauTs haxr x
3ABELUIZOLLEM BUSTE OROHYAHUS BCEX NPOUBAYR

uCnbITaHust, Tpebyemuix A8 ero
ZaBepUSeHUR W HBNRWHUS KON
OCHOBHEDX JOKYMEHTOR B
COUTBETCTBYHLIMX apX1Bax

838 [oxymMerTains o BosspauwaaTes 3af/BUTENK ANA %
pacnpesenerny NCHbITYEmMbIX | PErKCTPALM KMEBILWY MeCTO
MO FRYRTIAM W DACKDLITIAN CIYYERE DACKDRITAA
KAEHTHDMKALUOHHBLIX KON0B AEHTIRUKELMOHHBIX KOA0B

837 Vivorophds order uecnenoeateny, | LokyMeHTansHo NoATBepanT: harkT %
npercrasnsemsit K3/DCHL IABLPLIBHUA KNMHBISCKOrD
{ecrm TpeDyeTeR) ¥ HCTHLITaHS
DENVASTODHLIM QPIEHAM

8.3.8. {O79yeT 0 KNUHRMECKOM HorymenTantHo ohopsiTs P ®
UCTHTEHNA PEIYIETATE BCHBITAHWS 11 WX {&Crm

BHTEPMpeTaun HenDXOMIM0)
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Mpunowenne A"
(oBn3aTENLHOS)

OBPASEL TUTYNBbHOTO RMCTA BPOLLKOPEI UCCIELOBATENHA

HA3BAHUE 3AAHBWNTENS
JlekapcTBeHHOe CPecTRO!
Homep uccrenoBaHns:

HassaHue(s): XUMUHEcKoe, HeNaTeHTOBaHHOe (@Cin YTBEPNAEHO), TOProsoe
HA3BAHUS (8CHY COOTBETCTBYET XKENaHnio 3asBUTENs)

BPOLLKOPA UCCIEQOBATEN#A

Homep uspaHus:

Narta souinycka:

BeoauTcs B3aMmeH npegbigyiliero naganma Ne:

Hara:

w IIpHACKEHRE A HACTORIIETC TEXHUUECKOID KOJEKCR COOTBETCTEYeT 11, 7.4 goxymenta CPMP/ICH/135/95
(E6) Note for guidance on good clinical practice
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Nounowxenue 6
{(oBazaTenpHoe)

OBPA3ELL COQEPAHWA BPOLWICPRI MCCNELOBATENA

- Mpvich koHtbugeHLmBanLHOCTY (HeobRsaTensHo)
- CTpanKrla ¢ nognucsamy (HeobszaTensHo)

ConpepxaHiie
Peaome
Beepeune
DUIMECKE, XAMIHECKIE U haPMALIEBTAUECKUE CBORCTBA W COCTEB NEXAPCTREHHOMR OpMI
HoknvHrueckie necnefoBaHmns
1. BkonepumeHTanbHas GapMaKonoriMs
2. DapMaKOKMHETIKR U MeTalornmsM Nay4asMoro NPenapara y XuBOTHLX
3. Tokouronorua
Krianveckng WenbiTaHins
8.1. DapmakokuHeTvka ¥ MeTabonmuam npenapara y Yernopexka
B.2. Be3onacHoCTh ¥ 3thhekTUBHOCTL
6.3 TocTpericTpalpONHbIA ONbIT NPUMEHEHVA NEeKapCTEEHHOIO CPEACTBA (NP HAMMYNM)
7. Jakmouerne 1 YKasasua ANA nccneloBaTens
NB: Coningu Ha:
1, TlyBrkayman.
2. Oryerwl.
Couiiky cnefyeT NPYBOANTL B KOHLE KEKA0ro pasaena.
[Mpunoxenun (8cnn KMEIOTCH)

GOSN

Y IIpraosenae B HacTORMETO TEXHIMUCCKOTO KOAEKCA COOTRETCTRYET . 7.5 foxymenta CPMP/ICH/ 135/95
(16} Note for guidance on good clindcal practice
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Mpunoxexune B
{ofsizarencHoe)

HOPAAOK MPEAOCTABAEHMS WHOOPMALIMI O BBIABAEHHBLIX TOBOYHBIX
PEAKIMAX B XOAE KIMHAYMECKUX UCHLITAHUM

1. OSH3amHOCTH 3a8BRTENH 1O TORILAKY DReJOCTaBIeHs WRhOpMAang o BRIARICHREIX B X0/
KAHEMTCCKONO KCELITAHIA 10DOMHEIX PeaRIHAN:

1.1, BaABwrent Hecer OTBETCTREHHOCTD 30 OIEHKY He30IACEOCTH HOCASIVEMOTO TREHAPATA B XOAL
THERYECKOTO HOHBITAHE.

1.2, BagRuTesb JOUKER OpescTasasth aEdopMangio ob0  BesX CODHE3HBN HEKHMAAHIIEX
HOBOUHBIX PEAKIMAX B PeryRarOPHEI YROAROMOYeHABE OPraf B He3aBHCHMBIE FTIHUYCCRHE KOMETETH 8
CPOKR AC T KaSSHIAPEE AHeH or jaTel saasaenns (mubo noayyenas rdopMatny o BRHRICHUE), B IyUac
eCHY OHI HPHBLIT K CMCPTH WK TPEeACTABMLIN YIPOSY UL RU3HK, ¥ B CPOK JI0 15 KOICHAADHBIX el /i
OCTAIRHBIX CEPLEIRBIX TOGOTILIY Peqicil.

oBounpie pearin CHHTRIOTCT HeOMEARMHLIME, SONH XAPAKTeD WAN TAMECTs nobousHol peariin
HE COrTECYercd ¢ HMeloineica rRudopMatme o SerapereHroM cpeictre (¢ Spomopoll HeoTeoBRTens - B
caydgae  He3aperdCTpUPOBAHHONC HCHBIIVEMOrC JCKAPCTBEHHOIO CDONCTEA MK ¢ FECTPYKLWCH no
MeNHIHHCKOMY APHMEHEHIN0, B CAVYAE, £0I1 OHO 3APerHECTPHPOBABO).

1.8, BasBETe R HOVDEEH B OPOK 0 15 KAJCHAADHBIX JHEH IPeJocTaBisTh B PeryvisropBbii
VIOAHOMOYCHHEIE OpraH H HeSABRCHMDBIE DTHUECKHE xoMuTersl HadopMamio 10 SesonacsoeTy, KoTopan
MOMET USMEBATh OUCHKY COOTHOIHERNA PRCK/ TOABEA HCIBITYEMOTO HPeapara MHO0 CAVKHTD OCHOBAHTEM
A% HOMEHCHHE B DEKOMEBFAUMUHEK T ero Ha3HaveHuio, 2 TARKe OCHOBAHWEM JULd 1epecMoTpa
HOTMOMRKHOCTH HAUTBHENIIErs POBCHSHEN HCMBITAHMIN:

1.3, 0 UPEBLIIEHAH OKUIACMOT YacTOTH WM N2MEHSHHUH XaDAKTePa OWUAACMBIN CePbOIHLIN
TOOOMHLIK Peakmil.

[Nobounsie PEEKITME CUMTAIOTCH (WKEJAEMBIME, eIl NAPAKTep M THHECTb HX UPONRICHHS
COPAACYETCR ¢ AMEmelics uadopManuell o ReRApOTBeHHOM cpenoeTse (¢ fpounopolt uccresoBaTe - B
CAYUAE  HEIAPCTHCTPHDOBARHOPO  HOCICAYVEMOTO JIEKAPCTBEHHOTS CPeACTBA WM ¢ HHOTPYRKOHeH 110
MEZHIFHCKOMY IPEMeHSHHIO, B WIVYae, el OHO 3aperdcTPIPOBA);

1.3.2. 0 CePRE3HHX HEOHKHIAHHLY OoLOYHNIXN Deakmuadsy, DPAIBHBIIHNCA ¥ HAKNEHTR [OCIe
OKOHMAHM HCILITAHKA;

1.3.3. o0 oreyrereny ShQekIHBROCTH HOIBITYEMOre Npenapard, NDPWMEeHIeMorD IpH HaTORor e
IPeACTARMIOMEH YIDORY 1A KSR,

1.3.4. 0 HOBBX BaXHBIX JAHHKX 00 0OC30N8CHOCTH, VOJAYYEHHBIX B UPOHOKAOUIHKCH
HECAeOBATIMAX Ha WHBOTHEIX (BANPEMED, JAHHLIC O KAHEEpOreHumonm sdxperTe), KOTOPHIE BRIMOMHARITCN
OFHOBDEMEHO ¢ KAMEHYLECKIEM HCTIBITALAEM

1.3.5. 0 NPeRICBPEMEHHOM UDCKPAINCHHHA WM IPHOCTAHOBKE HCTLITANEA B APYVIOH orpasfe
(erpanax), obyCAORICHELIX U3MERERHEM B DIeHKe Ge30MacHocT QB IOMHYHOTO HOCASEYEMOT0 peTapard;

1.3.6. O cephe3Hbix HOBOMHRK POARIMAY, CEASAHHELIX C Nponeaypoll IpoReseHd BCHBITIHNs, HA
OCHOBAFHK k0TOPo# TpebyeTca BHECEHIE HAMECBEHUIT B HPOPORON IPOBERCHE MO LITAHI;

1.3.7. 0 pexoMespauuax KoMurera 110 HeSaBHCHMON OLEHKE pPE3VILTATOR BCULITAHUA B
OTHOIEHHH ONEHKH Ge30IRCHOCTH UCCTEAYEMOTC APeapata;

1.3.8. o wrBIX JauHpX 1o Ge30nacHOCTH, RUTOPHE HBMEHNIOT COUTHOWMCHNE DROK-ITOMN3E JAN
CYOHERTOR MOTIHITAHHA,

1.4. JagBUTEAb B TOYEHHE BCETO CDOKA ITHHRYECKORD WHOIBTAHHA JIUTHEH NDeACTARISTh B
YOOUTHOMOWCHHBI  PEryASTOPHBIR  ODran  eXCrogHbE  OTMeTH 70 He30TaciocTH MCCIeAveMOro
JIERADRCTEEHEOTO CPEACTRA, KOTOPSHIE JOREL COASDEATE CIeIYIONIYIO WHOODMA LI

1.4.1. BHAAME COUPHOIMCHEH PHCK-IIONE3A A CyObeKTOR RCUBITAHMA C OHUCAHMEM M OWEHKOR
BCEX THWIYUEHHBIY B X0/ BeubTalus JAHIEN 10 Ge30uacHO0TH, KOTOPHE MOTYT H3MOBATh COOTHOIIEHHE
PHCR-TIOMIB3E HOCHISHVeMOTo Tperapata JAad cyFheToB HenbITa g

a) KPaTKOS OUMCAHEES HOBBIX JAHHBIX 10 Ge30HacHOCTH MCNBITYEMEIX UDPCHapaToR, a TAKe
KPYUHX MERAPCTBCHHBIX CPRACTE, HASHATACMBIN B XO1€ HCILITaHEA.

Mog woBpME JAHHBIME A0 (e30HACHOCTH CIENyeT HOHHMATH CBEACHMWN, KOTOPLIE Ha HAYAIO
OTUETHOTO NEPHOXA HE OTPIUKAALCE ¥ HMeniietcs mrdopMalipm o JekaperseHnom cpegerse (Opomope
HCCREHOBATERAA - B CAYYAE HEZAPErHCTPUPOBAHHONG WCHBITYCMONO JCKAPCTECHHOTO CDOACTER Wik
WHCTPYKIHE 10 MCIHIFHCKOMY HPAMECHEHUIO, B CIYYaR, eI OHO RAPETHCTPHPOBAHO ).

) JAKIOYEHNE M/ HAW peroMeruanpy KoMuTeTa [0 He3apucumMoil oueHKe PEAVHBTATOB
HCHEITAIIA ¢ COOTBOTCTRYIGIEHME KOMMCHTADHAM3,;

B) AHWIAS CAYIASE HCHTIOMEINA U3 HCHBITAHIE BRUWeHToR, 00yCIoBIeHREN TapameTPar
BesonacHOCTH TeRAPUIBERHOTO CPECTBA;

) JAHABR 0 SCOWACHOCTH UCHBHTYEMOTO Mpenapara, HOAyaedinle M3 ADVIuN BeroqHaKkos
(IpOROAKAIOTTHE S HOCTSL0BAHEE HA SKUBOTHRIX ¥ APYTIE HCTOWHRKR);
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Jig] ogeska Upoduas Ge30MacHOCTR HOCASYEMOTO IPEMapati 10 CIeAVIOHIHM acnertam (B
CAVIRC RATHUHA COOTBETCTBYIOUIHY CReACHEH ) BABHCHMOCTL TMODOUHBIN Deakmui  OT  Ho3Bl W
WPOCITAHTEALHOCTH  HasHauenys HCeWIeAyeMOTO  OPelapaTa; abparHMorTs  HoDOUMBIX  PEAaRIHT,
UPEBRITEHEE (RUAASMOE YACTOTE PAIBRH DOOOUHLX DPeakiii; CIVUAK Lepeaosaposok € uX JeusHue;
JEKAPCTREHEBE BIARMOLeReTena w pyrae daxropsl preka; ocofenmocry npodimiin GescuacHocTs 1018
ocofipIx rpyim nappenTos (HOMIUIRE BALMEHTE, JOTH, BAIenTsl TPy PHCKA); DERYARTATE BPUMEREnNA
e Bpems  DepemMemiocTH M KOPMACHHA TPYAbEY, DPAsBRTHE aBECHMOCTH, pPHCK, CBA3AHHBN ¢
HECOOTBETCTEHEM KIMErrsa HCTBITYSMOT0 Ipenapara TPebosaiad HOPMATHENCH JORYMEHTATINE, PHCIO,
CBABAMINEIE © JRATHOCTIYCCK M JUIH MCCH2N0BATE I bORIMEL [TROUCHYPAME HCILITRINY;

e} AHANAZ WINAHKA peel TosryueHBOH wHpopMarr B3 npoduins Bez0acHo0TH HENBITYEMOTO
UPEHAPATA ¢ HPeomeIies MeD MMM ESIIME JOHOMTHTEIBHBX DHCKOB B (JIVHAe UX BhigB/ICHEI;

) olocHozanie Raxaans ANGo OTCYTCTBRA HEODXONMMOCTE BHECEHHA IGMEHEHUH B TIPOTOROI
WOTILITAHE, HIQODMUPORAHEOE CORRACHE, HPOIIODY HOCIENOBATENA WTH ADYIHE MATEDHATB ACIRITA T,

3) BBIBOA TI0 HIMEHEHHN ONeHKH COOTHOLICHNS DUCK/MIOIBE3a MCIMBITYEMOTO Hpenapara sa
OTHETHRI HePHOL.

1.4.2, cReNerE 0f WHANBINVATLHLIY CIVEASK REDIRICHERIX B XOUE HCOBITANMA COphestnm HoOIHLx
pearmuit ¢ yEasarmgeM HASHTHOHKATNOEHLN JAHINX TPOTOROIA HOBGITAHIA, HACHTHQUEALAORMBIN JARHLIK
eyObeRTR HOIBITAHISE MACHTHQUKEIHONNONo roMepa coodmenms 0 cephesnoil mobouuoll peaxupmn 1o Hase
JAHHBIX 3AABATEIUE CTPANLL BRIMRALHIS cephestol noflouHol peakiium; BOSpacs ¥ ot oylyberTa HeIbITas;
CYTOURCE A0361 HOCTIEAVEMOTO IDEAPATA; AXTH PASBHTIA TO0OMEROM PSRN, JATHI HEUTa H OKONYAHI IPHeMa
HeCHeRveMore uperapata (b0 IpOZOIBKITeEIOCTH HRHeMA Y, OTHCARNH Cepbeatoil mofiounoll peam; Hexom
robowHoil pearnun; JARHBIX 0o onerre nobouaclt peaxium (OUEHKA NPHEHHEO-CASACTBEHHOR BIaMOCBIRM,
ROBMOMKHAE POJE COUYICTBVIONINY JIERAPCTBEHHBIX CPEISTE M IATONOMM B DAsBETHEH uoDOYROE peaknum,
PESYIRTATEL OTMEHSLL H TOBTODHONG HASBHAYSHHN BCHBIIVEMOT) HPemapara [Py HaJaHy TAKOBLIX CREREIHH,
PesyABTATH PRCKPHITHA WIJIHBHIVAIHHEIX DAHOMESIIROEELN KOJOE IO CIVHAAM HOOMHAMEIEIN CePhE3HbIX
NOBOWITEI PeAKI);

1.4.3. oboboiennyio HudOPManEo ¢ BRUABTCHABIX B XOHE KAHHEYCCKOIO HCHBITAHEN CCPLeSHBIX
HOGOYHBIX  DEAKIHAX, ¢ CYMMHDPOBAEMEM 9HOIA  CEDReSHEX  molOMARX  peaKumid 1o aBaToMo-
TEPANEBTHYSCKHM KIACCAM # 0 TePMEHOTOTHE nofiourbix peakumi {12] no waxmon rpyine viserTos
HCEEBITAN A,

L5 B caydae pasearug v oviperts HCHBITAHME HEMKIEAHEOR cephesnoll Tofousol peakynu,
SAABATENE 10 TPeSORANEI0 VIIOIHOMOUCHHOTG PEIVIATODHOTD OPTata AOTKEH IPEAOCTABMTE PEIVIBTATR
PacKpsITHa HHANBHIVANLHOIC PAHAOMHASANMOHEOTO KOJR HAHHOTD CyOBEKTE BCIBITANIA,

2, ODH3aHHOCTI HOCHEAOBATENT N0 HOPDANEY TPeICCTABICHES HinbOPMANSN O BHgRICHHRIX B
XOZE KIHHETCCKOTO RCIIHITAHEA OSOIHNK PEARIEAK €O CTOPOHB] HCCIEROBLTENA:

2.1 Mecaenopatens ODKEHE B CPOK J0 TPEX KAMCHIAPHEIX THell or narst seiaenesus (rebo
NoAyyends MuHQOPMADHY O BHMABNCHAR) HPEICTABIATL B VIONNOMOUCHHSH PeryIaropasiél oprag o
IKRCOEPTHLIA COBET MEXHITARCKOrD VIPeRIeHnd/ Hesasuenmpril stageckuft Komuret urbopmauo 000 peex
CepLesBpX HOGOUHBIX PEAKITHAN, PASBHBINXCA ¥ CyTBerTOn HOHbITans,

2.2, Wudopmanusa o podouHR PeAKIMEAX HPEACTARIACTCS HOWISAUBATEAEM 0 HOYTE WM C
HCTIOAL30BRENeM (DakCEMIUIBHOR cBasy B Qopye Hasemennd o nojosperaemoil nobourofl peaxumin Ha
JEKAPCTBERHOS CPEACTRO, yTBepuaenaol Hocranonaennem Munucrepersa sipasooxpaneHns Pecnyfmmsn
Benapyes o1 20.03.2008 N¢ 52 «06 yraepaaesny HHCTPYRIAA O HopagKe apeacrasiesns nadopmanuy o
BHIABACHHBIX HOOOTHEIN POAKIIAX Ha HCRaPCTBOHEEE CPONCTEL H KORTPOTA 2a NODOUNLIM PeakiiaMy Ha
JCKAPCTBEHHBIC CPRACTRA,

2.3, JonoamurenbEO K coOfenHIo 0 CMEPTeMBHBIX HCXOHAX MCCISIOBATANL JOREH 10
TPefOBANHIO  PEryASTOPHOTD  VHIOJHOMOWEHHOTO OPIaua  OpeaocTasuts  modvie  goloNsRTenbHYIO
HHGOpMAnHIo (HANPUMED, OTYeTHl O BCRPBITHY W SEKTOUATEILNBIE MEXHIHHCKHe OF9eTsl [OCIe HX
Hazexatero othoPMACHHS B COOTBETCTREH ¢ TPeHOBAMMINE BAKOHOAATERLCTRA PectyGanku benapyen).
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MNeunoxenue I
{oBazaTtentsHo)

3AHBREHME
HA NONYYEHWE SAKRIOMEHUA MUHUCTERPCTBA 3APABOOXPAHEHWA PECTTYENNKIA
BEJIAPYChH O BOZMOXHOCTA MPOBEAEHMA KINMHWYECKOTO MCTBLITAHWA
JNEKAPCTBEMHOIO CPEACTBA
JanonHABIMGH AULOM, CCYLUECMENRIOULM IpUet GoKyMeRmauuu;

[ata nonyqeHns 3asiBm; [laTa sanpoca OCHOBAHME ANA OTKA32 B PACCMOTPEHUN
JONONMHATENHHON 3AABKIA
MR COMALIKN:
Nara 3anpoca uHDOpPMaLIMA, Oal ] Het[ ]
HEOBXOMMON IMA NPWHATYS Fonu «na», yramvTe JarTy:

FafBKY K PAcCMOTREHWID!

Mara NpUHATAR 388BKA K [arta nonyyerus gonor- [lonoxurensHoe sakmoveHne/ogobpeHne;
PACCMOTREHING HUTENBHOR MIMEHBHHON Haf | Her[_]

MHEO ML, Ecrnv «ga», yKeskuTe Nary:
HaTta Hayarta npoueayosi

PerncTpalnoHHbI HOMEP, NPHCBOSHHBIRA
YT «LIeHTP 3KCNepTys ¥ NCNbITAHWA B 3[4DaBOOXDaHSHINY

3anomHReNICa 3a583Umanem.
A MAEHTUOUKALIKA MCOLITARWA

MonHoe HasBarKue UCHBITaHNS,

KoQMpoBaHHLIA HOMED NPOrpaEMMbE (NPOTOKOAA) (NPUCBOBHHLIR sasBUTENEM), BEPCUS v nara
Homep EudraCT '™
Haspadve N COXPALBHHOE HAZRAHNE MCNLITAHKURA (ECNTK UCTIONBIYETCR)!

Homep ISRCTN' (rpy Harmumm):

B. MAEHTVIOUKALIA SAHBUTENRA

B21. 3asputens

HanMeHOBAHKE OPRTARWBALINNA

G A0, KOHTEKTHOMO NWLA:

MecToHaxoxasrue:

Tenedou:

dare:

ALPEC FNEKTPORHOR NovTLY

B2, Odunmanstnii PeacTaBHTeNbL 3asBwTenn 8 Pecnybnuke Benapycs © Uenbio NPOBSARHUA BaHHOTO
MCTILITAHNH (ECHW 3T0 He cam 3a5BITENb)

HaumeHoBarue opranKaauitig

O O ROHTAKTHOIC hnya:

MacToHaxomgeHue,

Tenaedon:

daxe:

ALPEC 3NeKTROHHON NouTHL

™ Ann moBoro nepeROAa NPOFPAMME! (NMPOTOKONA) HeoBXOMMMY YKAZaTh TY JKe JATy 1 BepCuid, KOTOPLIE YEAaH 8
OPUTHHANEHON AOKYMBHTE,

7’ MpesccTasnaeTes N Hamnynm,

7 ISRCTN Unternational Standard Randomised Controlled Trial Number) — MexayHapo/alii CTRAADTHBIR HOMep
PEHATMUSKPOBEHHOIC KORTPOIMMPYRMOTD KNNHIHECKOTO NCNBTEHNA,
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C. HOOPMALIMA O SAABUTENE
{(OTMETETE COOTBETCTEVIOLVIO KNETOYKY)

C1, 3ansxka 8 MunucrepoTeo sppasooxpanenns Pecnybnnky Benapyck

- 3ansurens
- ObuumnansHbplii IpRACTABYTENEL 339BMTENA
- JVALLO Wil Opranusals, ynonHoMOUeHHbLI 3a8BYTENEM [INA NHEROCTERASHNR YEasaHHOR 3anBKi.
B arom cniyyae, yraxuTe:
~ JIprasisain;

- & 1.0 KoHTaKTHOrD RKUAE

- MecroHaxomaeHue,

- Vanadron:

- PaKe.

» AAPEC SMEKTPOHROR NOYTE

D. HHOGOPMALIAA OB WCCRELYEMOM NEKAPCTBEHHOM CPELCTBE (REKAPCTBEHHBIX
CPEACTBAX), KOTOPCE MCHONLAYETCAH B UCMBITAHWMW: REKAPCTBEHOE CPEACTRO
ABAAETCAHA NPEOMETOM UCCHEA0BAHMA UMK MCMONLIYETCH B KAYECTBE NPENAPATA
CPABHEHRWH

B Gawnom paadensg Heobx00LM0 neped nauanonm npose0enls pouedyd, Komopkie cnoylihiNecKl ceaaais
C KIUHOYeCKUM Licisimanuenm {npouadype Ons oBecneverus cnenozo memoda uccnedosanus, YaKoeky U
mapkupoery uccnedyeMmoz0 npenapama, CneyuansHo paipabomanHsie dns Ucnbimanus), npedocmagume
UHDOPMAUUID O KawOoM «HepathbacOganHom NeKapcmesHHOM Cpedcinaes, HesasucuMoe om moge,
REARGMCS N OHO NPeQMEeMaNM HARCMOSWEes0 uconedoaanusd, uny npenapamoen cpasHenus. B pasdens £
domxkra Beime npedocmasnena UHGORMAaUUA, Komopas OMHOCUMCA K nhauebo (eCcnu 0RO UCNONLIYeMcA ¢
denemanuy). Eci npd npogedaqill uenhimanust NRaHUDYEmcs NOUMEBHBRUE HECKOIBKUX UCCRESYSMBIX
ReKapCMaeHHbix  CRedoMms, WeNoAp3yme  JOnonHUMensHEE  CMPanuLss Ut npucsausadmes  kaxdomy
ucethiedyeMomy  Jlekapcmmsennony  opedomey  nopsdkoawill  Homep.,  Mrdgopmauus  SomxHa  Gbimbs
npedocmasnena 0 KaxdoMm Hoonedyemom NekapcmaesHomM cpeGomese, CoomaemomeyouLM obpasom, eciiu
UCcaedyemMoe NeKapCimesHioe CRedcmao Sansemes KOMGURUPORGHHEIN, MO HEOBX00UMO npedocriasunt
UHbopMalitio o raxdol akmueHod cybomakyuy (Bedomeyiowien eeulecmes), Komopas exodum & e
cocmas

Viawame, wmo U3 DepeyYUCHSHHNE0 ONRUCAHO HUNE, U, DL HEQEXDOUMOCTTI, TTOSIIDDLINE LHBOPRELIIT O KRKOOM
MPOHYMERUBAHHOM UCCHE0YEMOM NEKEPOMaEHHOM CRedcmes, Komopoe Sy0emm UCrnoiu30aambes § UCbimasiy
(npucasusalime nopsdkosplil komep, Hauuwan ¢ 1)

inshopmaunsg of MCoNenyeMoM NEKAPCTRRHHOM CPEACTEE RO HOMEDOM: {......!) ,
lNexapeTBeHnce CPEACTRY, KOTOPOS ABNAETCH NPeAMETOM NCCHEAOBAKNN M
Mexkapcrseance CREACTRO, KOTOPOS MCNIOMNLIYETCH B KAYRCTHE NPENapara CpaBHeHus [
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D1 CTATYC WCCHEQYEMOIO NEKAPCTBEHHOIC CPEACTBA B KIMHUMECKOM UCNLITAHWUA

D 1(a) Mmeercs v peracrpatinonHos Oa [Her| Ecrm «aar, YKOKNTE CRERYIOWYIO BHOOPMALKIG
VAOCTOBEPEHNE Ha uCLASAYeMoe Toprogoe Hassanwe snagens- | Homep perncr-
HEKRPCTBEHHO® CPECTRO! HAIAAHKME [Ua PerucTRaLuoN- PAUROHHOID

HOTO VAOCTOBEREHUAY SOCTOBEPEHUA

— B Pecnybnuke benapycb

- B Apyrok crpade. BECW OTBET wan, LA
YHENUTE B KaHol:

(k) Curyaumm, xorsa #a wccnenyemoe NekapcTseHHoe SpeicTBo, kovopeoe | [a Het
Oyner MCnonbL30BATLCA B KNUMHUYECKOM MCNBITAHWUE, 6CTh pPErMcTPaunouHoe
cauperanseTse B PeonyBnuxe Benapyck, HO nporpamMmMol  {NpoToKonom)
OONYCKACTCR NPUMEHBHBE YV WCNBITYEMbIX RKGOTG TOProsoro HauMeHOBaHWUA
MCCHRAYEMOro NEeXapoTHEHHOIO CPelsTea, KOTOPOR VIMeST DerucTPALMOHHOe
caupeTenseTBe B Pecnyfnnxe DBenapyck, & TaKKe HEHBOIMOMHO TOUHO
MOSHTHMLWPORATL  KCCISAVEMOe NEeKapcTBeHHOe CPeACTBO 4O HAyana
KITHHWYRCKOIO MCHLITARWA:

B nporpamme {(NpoTokone) - ykasara QapMakoTepanyst TONsKO N aitvBHod cytcTariwe? D []
- @G «fan, TO nepexopnte K pasgeny D.2 _

B nporokone - cxembt hapmakorepanuv AOMYCKAT MCNONb3oBaHME paskbix | [ [1

KOMBUHALIAN,  KOTOPLIE  DeanusylTcsl Ha pPoIHKE  ASKApCTBEeHHLIX  CPelcTR, ©
VCTIONB3YIOTCH Ha HEKOTODLIX WK Ha BCEX knukmqeckux Bazax

- BOITA /3%, TO nepexoaute K pasaeny D.2
Mpenapatel, KOTOPbie OYAYY MCMOML3CBATE B KAUECTBE UCCIeAYEMBIX NEXEPCTBEHHLIX | [ ] [“}
CPEACTE, YKS3aHbl G NPWHELNSKHOCTY K FRpYNNe KNacCuuEaLMoniol cucTemst ATC -
- BCAW «f@», yxamure tpynny ATC (Tpetbero unn Bones BLICOKOIO YROBHR, XOTORRIA
MOMHO YCTEHOBWTE [INA NEKAPCTBEHHOIO CpefcTBa), Konofb3ys COOTRETCTBYWLLee
none ans npusAtoro ATC-opa e pasgena D.2 gaukohl (hopmes

- GCTIA €Ba», KOHKPETHO YK2MUTE!

Boinig ny panee paspeuiests B Pecnybrvie Benapych KMHMMSCKAS BCNLITAHKA ¢
MCRONLIOBEHUEM NAHHONC NEKAPCTBEEHHOIC cpencTaa?

Oa{’] Het| ]

B0 fin Baiioe NeKapcrBeHHOe CPOCTED, NPOBHASHAYLHHOE N5

NCTIONLIOBAHMA [0 JaRHbIM [TOKA3AHWUAM, ONpeneneHo Kak NekapeTResHos

cpencTso ANA Nevenna pepkwx zabonesanuin? Oa[] Her [ ]
ECAN <88, TO YKEWATE HOMED, NPACEOBHHBIR MY B Ka4eCcTRE NEKaAPCTBeHHONG

CPeACTRAE ANS NeYCHUA PERKKY, sabonenannii’

" ra UHPOPMAELIMA eCTH B KDETHON XapakTeDrCTHKe NBKapcTBRHROND CpeacTRa

B coorsercreuy ¢ Perncrposm Espeonedickors CoofilyecTtga NesapcTBEHHBIX NPEnapaTos INe NeveHus pearux
safionesanuit  (nocTaHoeNeHve Eppocoosa Ne 141, Z000) hitppharmacos eudra org/l 2register/omptred. i wny
ARYIore MesgaynapnaHorg pericTpa (Ykasath Kakoro).
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D2, OMUMCAHVE WCCRELYEMOTO NEKAPCTBEHHOIO CPELOCTBA

HaagaHue nNexapcTBeHHOTO cpeacTaa’

Ko NexapcTReHHOFO cpeacTaa (npu Hanmyur)™

Hazeasue Kaokno# akTiBuof cyBCTanLumn (MOKAYHAPOAHDE HENATEHTORAHHOES HARBAHNE 1Y
NPEANOKSHHOS MEXIYHAPOAHOES HeNATEHTOBAHHOE HAIBAHWE, OCIK BCThL, VKKKUTE — ABIACTCH Nk
OHO NPEANCHEHHLIM WY YTEEDKBERHLIM)

Apyrie Hassanua Kaaon akresuod cyBeranunn (romep B peructpe CAS (Pedepartushoil enyxtn
RO XHUMUK), oAb, NPUCBOSHHLIS 32RBUTENEM, APYTUE ONMCATELHELIS HAIRAKRKA U Op. YKauuTe
Boe uaBeCTHLIE)

ATC-K04, €CriK OMULHANILHO 3APEFUCTPHROBAN":

Nexapcreennas opMa {(MCNONLIVATE CTAHABPRTHYIO TROMUHONMOTHIO)

Cnocol NpuMeHERrA (MCROMb3YATE CTAHAAPTHYIO TEPMKHHONOTHRIO):

Cuna BeACTBMA {YKAKUTE KANBYH CKUNY BeRCcTEMA, KOTopad ByAeT NCnonb3oRaHa B UCHLITRHKKY.
~ KOHUEHTRaLWS (YUCNOBOS JHaYEHHR):

- @IMHILIA KOHLEHTPALMA,

~ BUJ KOHUSHTPaLWY (MOgHepkHUTE CooTBETCTRYIOWEE:

LTOUHOE YNCAUBOE IHAYSHWEY, «AManasoHs, <<6cmee yems uimr «re Boneea yemn»),

Tun NEKARCTBEHHOID CpeacTea j ;
YiceneayemMoe NeKapoTReHHOR CReiCTBO CORSKAT ATUBHYIC CYBCTAHLMIO!

~ XMMAMECKOD NRONCXOHASHUSA? Aail Het [
- BUCAOTVIHECKOTD, BHOTEXHOROMYSCKOrD NPOUCXORISHUA?S Oal]  Her[]
Lawnoe NexapecTBedHOs CReNCTRO SBRRETCR!
1) NeKapETBEHHBIM CPEACTEOM, NPSAHAZHAYEHHBIM A58 KNeTOUHOH Tepanuu?s Oal™ Het [}
2} NEKAPCTBEHHBIM CPEACTROM, NPEAHASHAUEHHLIM ATIR TeHHON Tepanum?™ Hai’l Het[]
3) paavohapMaLIeBTHHSCKAM NEKAPCTBEHHEIM CRECTBOM? Hal’ Her[]
4) MMYHOTIOTAMECKUMM NeXapCTEeHRRM cpe,czcmom?” Aal’] Her[ ]
5) nekapcTEeHHLIM CPEACTEOM PACTUTENRHOMC NPOVCKEKIEHNAT Hal’] Her [}
€] roMeonaTuYecktM NeKapcTREHHLIN CPeacTBOM? Nal™ Her{]
7} NeXapCTEEHRLIM CREACTROM, KOTOROE COABDMUT MERETUHMECK MOSMDUMUMPOBaHHLIS Hal] Her{ ]
CDTaHWEMEE?

Ecnw egan, 10

- NOMYHNEHE MU PIE3PELLEHNE HA «OrPAaHUYERHOS VCNOML30BAHNE KK Hal Her [

BHICBOGOKISHIE B OKPYWAKYIO CPEAY » TAKOTO npenaparta?

~ WITA BBIAAYE TAKOrQ Paspetienis NOKa HaxX0NTCH HA 3Tane DacoMOTRERns? Hall Her[7]

8) ADYTIM TUROM NEKaPCTBEHROM cpeseTaa’? Hal] Het ]

Ecru «ian, yToHHWTE KakuM!

2 Mpu OTCYTCTBUW TOPrOBOFG HAasBaHMA HeoOXOARMO YKA3ATL HEIBAHWE, KOTOPOE WCTIONLIYET 38ABWTENb 4N
UASHTMGUESUWA MCCNSOYEMOrO NEKANCTREHHOTO CPEACTEE B JOKYMEHTALWM WIMHUHECKOrD Monbitanun (npotokone,
Bpounope BCCABROBATENS U ap.).

Fipw OTCYTCTBUKM  TOPFOBOTO HE3BAMMS ITC KOS, DPWCBUBHHEW 38SBMTENEM, KOTopeil SBANETCA HA3BaHuem,
MECNONBIYENbIN 3BRBMTENSM AR WieHTHdWKAUWA NeKapeTBenHoro CpelicTa B JOKyMeHTaUuM No KIAHWYSCKOMY
neonedosaHnio.  dadbbili Ko MOKET MCNONbINEaTLHCH B CAyYae KOMIOWHAUKD NerapcTBeHHLIX CReACTs W
geKapCTseHHax CPRACTRE W CRSACTE MEAMUIMHCKOTO NPeAHASHAYSEHIA.

2 Viasano B KDATKOW XapakTepKCTHKS NeKapcTBeHHOID CReRCTBa.
* 3anonsuTe Take pasgens D.3, D4 uou D5
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0.3, MCCNEQYEMBIE NEKAPCTBEHHBIE CPEACTBA BACROIMHECKOTO U BUOTEXHONOIMUECKOIQ

MPOMCXONEHWH
Tvin NeXapcTREHNOIC CPeACTRA
- SKCTPRAKY Na i—:} Het D
- pekoMBuHanTHOS fNal] Her[]
- COABLMMT FEHBTUMECKN MOSWDULIMPOBARHLIE OPraHnsMsl Hall Her[]
- FIPENAPET KPOBK MM NNA3Mbl XPOBK nall Her[]
- npyroe Ra{] Her[]

Ecnu Gpyroe, TO YKanuTe:

D.4. UCCHERYEMOE NEKAPCTBEHHOE CPEACTBO, MPEAHAZHAUEHC ANH COMATUYECKON

KAETOYHOW TEPATNK (TEHETUMECKWM HEMOQWUOULMPOBAHHOE)

Fipoucxoxenne KneTox i
- AYTONDINHECKIE Hal] Her{]
- AnRoreHHbIe Oall] Her[]
- KCBHOTEHHbIe Dall] Her[]
Ecan «f@y, TO YXaumTe, OF Kakoro Snciormieckoro BUIa NonyyeHnt
Twn KneTox
- CTEONOBBIR RITETKY Ball Her[ ]
- AUThtheReHLMPOBaHHBIE KITETII Dal"l Her[]
ECriw ¢ 48n, YKENNTE THI KNeToK (KepaTuHounTsel, (brGpobnacTel, XOHAPOUXTL, AP )
Apyriae Hall Her[]
Ecrmm «/i@», yramuTe Kague:

D.5. MCCREQYEMOE NEKAPCTBEHHOE CPEACTRO, NPEHASHAYEHO N5 MEHHOW TEPATIAK

BanedcTBOBaKHBIR FeH{bi):

[Fennan Tepanun in vivo: I3 fennan repanus ex vive: [

Tun NeKAPCTBEHROMO CReACTRE, KOTOROe MCRONLIYETCA O Nepenoca rera

- HygnenHosast KUenoTa {HanpuMmep, NNasmvuaa): Ozl
£onu gian, YTouHKTe

- YHCTAS Nal’]

- B KOMIINIENCE:! fall

- BotpycHeifl neperocumi Ball

Ecriv «fy@», YTOHHATE THIT B4EHOBUPYC, DETPOBUPYC, AAEHOACCOLMBDOBEHHLIA BURYC v 4P,

- [pyrue: Aal]

lEC.ﬂIA «fan, YTOUHUTE Karkme:

Her |

Her!]
Her []
Her [

Het[]
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E. MHSOPMALWR O NNAUERD
(ecr MENDNB3YETCH BONEE GOHOFD - NOBTORSTE UHDODMALMIO NS Kaxhoro)

Menonobayeres nk onauebo: Dall  Her!

Mibopmaumna oTHOCKTENLHO nnawedo nog Ne(........ }

LISt Koo NekapcTeenHore CpeaCcTEa, KOTOPOR NCCITEAYETCH, MCHomns3yeTes nnavedo?
{(yKawuTe HOMER(a) CCNeZYeMOro NekapCTREHHOM CPeaCTsa U3 pasgena D)
NexapcraenHasn hopma:

Cnocos npumenHesHs::

CocTan, He YHRTbiBan akTuerol (biX) cyboranuny (uh):
- UOSHTUMNEH VCCTIENYSMOMY NEeKapCTREHHOMY CpepeTay? Oa[  Her[]
EGu «neTs, YKEKUTE OCHOBHEIS NATDSSUSHTE -

F. MHOOPMALIMS O NPOVABOACTBEHHOM YYACTKE, OTBETCTBEHHOM 3A BBINTYCK
NCCHREOYEMOTO NEKARCTBEHHOIMC CPEJICTBA

3mom pasfen K&caemon ueonedyeMoan NBKapcmesHhoe0 cpedomea u Npenapama CPagHerusn, CReuuanbHo
nodeomoanenHslx 0N UCNOAL30BAHUS 8 KAUHUYECKOM UCNBIMaHUY  (N0Che  388EpIUEHUR  NpOUeccos
UBZOMOGMIBHUS, NPLCEDeHLA  PaHOOMUIBLUOHHEIX  HOMBPOS, YriaKosku, mapxuposku). [pu  Hanusuy
HECKONBKUX  APOUSSDACITIBEHHEN  VWIACIKOE (I BECKORBKUX  UCCNEDyeMElX NEKapCmesHnbly  Coedsms,
ucroneaylime QORGAHUMEBRBHLIE CHPanUULT 1 yKaXume 4na kaxdoeo uccnedyeMos0 ReRapCImissHHoa0
cpedomaa nomep, npusedenHsld & pasdene D unu e pazdens E (Ung nnayebo} U yKaxume, Kakoe
NEKAPCMEEHHOE CPREOCITIB0 SLINYCKIENICH HA KaXOOM U3 yHacmKoe,

K70 HeceT OTESTCTBEMHOCTE 38 BhINYOK FOTOBOTO K KNUHMYECKOMY WORLITAHHI0 BCCIenyemore
NeKapCTBRHHOTO CPeACTEA [YKaKUuTe HeOBX0HUuMOoe):

LlaHHLIA NPONIRCHACTEEHNLIH YIACTOK HECeT OTEETCTREHHOUTE 33 BLINYCK CHARAYVIGIYEro
MCERSAYEMOTO NEKAPCTREOHHOID CpescTBa (YraxuTe nomep(a), npuBeneHnbii(e} B paspene D gna
MCCNeAYeMoro NeKapcTReNHOro cpeeTsa u pasaene E ~ ons nnayebo):

- MPOU3BOAKTENL KOHEMHORD APMEALIEETUYECKOrO NPOAYKTE (REKAPCTEEHHOM CPeacTEa) ]
- MmnopTep (1
. [povsBOaMTE ML U UMIOPTED [
’- Haumenosakne opradunaagmwn:

- MECTOHaXORASHIS!

- YKEHATE PEFMCTPALWMOHHGI HOMED NUUEH3UN Ha NPOM3BOACTEO NPOM3BOANTENR WK
WMNOPTEPE,
B cnydae OTCYTCTBUR NUUEHINN YKENWTE FIPUYMHMLI

MPOM3BOAWIACE M4 HHCNEKLWS JaHROIO NPOU3BOLSTBEHHOND yYacTra Hal] Her (]
YNOMHOMOUEHHSIMM OpTaHamit? o
CCrii qnan, YERNUTE KEM 1 QaTy nocrienHeR nHcnexkynn.

G, OBUAS MHOOPMALIKMA Ob VCNEITAHMK

Meenenyemoe RaTONOTMYECKOs COCTOAHNE MK 3abaneBatne
YRAMWTE NATONOTUMECKOS COCTORHKE (B NDOKIBONLHOR opme):

Kog B cooteercTBun ¢ Mexgiynapontoi mnaccwdurauuei (MKB—?O)Q“:
Ko B coorBeTcTeny © Khaccrthukaunel MedDRA

Fensercs nu sabonesaHne peaKaM?? HOal”]  Her[™

2f Werounmg Beemmpnas OPraninaaumns 3ipaBooxnadeHis.
= AnopMaMs OTHOCUTENBLHO Knaceudmraumy MEB-10 v MedDRA (Meavuuscudt crosaph A08 YHONHOMOMEHHbIX
PECYRATOPHEIX OPranoR) YEasLEaeTos #a BuDop. Ecnu ecte xonb obemnx xnaccudhukaumdl, Lenetoodpasto yrasats
TONBRO GAMH W3 HYX B TEKOM CMYMae PeKOMEHAYETCH YKA3LIBATE KOZ TOMNBKD N0 kaacortbusaun MedRA,

Monoxenust, koTopele LenecOOBPHIHG NIPUHATL BCO BHUMAHKES NPW PaCcuYeTe M OTHETHOCTH 8 OTHOLLEHUW
PACOPOCTRAHSHHOCTH AATONOIMMUECKOTD COTTOSHNS C LMLl NPUCEORMUA CTaTYCa NpenapaTy, NPeAHazsaqsiHemy gns
neseHus peaknx satonesanni COMMIBIDT hitn:/fwww.emea ewini/himsfcomplorphaan hitm).
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Lienk HonbiTanus

(ICHOBHAS LIETb.

BropocrenesHnie ey

OCHOBHLIE KPHTEPHM BRITHOYSHUS (YKEXKUTE CBMbIS BaXHbIS}

QCHOBHBIE KDUTEPMM HEBKIHOMEHUA (YKEXKNTE CAMbIE BRKNDIE)

{lepBuyHan {bie) KOHEMUHas (Lie) Touka(m):

ranasoH UCCHENOBaHNA — YIEKKUTE B HeoDxogumoe

- Duarnoctika

- Mipotunakruka

- Tepanus

- be3onacHocTs

- BdherTMBHOLTE

- (bapMakoKHeTHKa

- QAPMAKOLUHAMNKE

- BrO2KBRBANEHTHOCTE
- 3apucKMOCTb sdhthbexTa 0T o3t
- QAPMAKOreHOMUKE

- GAPMBOIKOHOMNKE

- Opyroe
CCri OTMEUEH NYHKT KARYIOen, YTOMHUTE:

pooodgoogodoo

[T} ©apmMakonor tieckoe uenblTanue ¢
y4acTUeM venopeka (dasa i)

HBnAeTCA NV MeCnefioBanre:

(I NepBeim BBeASHUEM NpenapaTa
HernoBeky

[} MicneiraHisem BUGSKBUBANERTHOCTY

[] CpaHuTensHbiM
hapMaKoANHEMUYBCKMM MCNEITaRuem

[T Orpanuden-
HOE Tepanes-
TUMECKOE
WCTbiTaRue

{thaza )

[} Pacumperroe
TEpanesTk-
Hackoe
WCNBITEHUE

(dhasa i)

L] Mcnsirasre no
onbITy
TEPANeBTHYeCKOr
(PUMEHEHNRA
npenapara
{thaza IV)

D Hoyroe: yrawuTe akoe:

[ CpaBHATENSHOE KNMHUYECKOS UCNBITaHNe (FeHepuieckny NPenapaTos)
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Duzads ucnsiTanus

Pangomuanposanioe fla[] Her [

KoHTponupyemos Oa[7] Her[[] Ecmm «pan, yTounure:

OTKpbToe: Nall Her[ | Hecinoecnenoe: nNgl™] Her[)
Mpocroe cnence:  rlal’] Hev[]

C napasnernsHem a7 Her[ ] flepekpectioel  Nal[7] Her[ ]
rpynrama; )
Hpyroe: Ja[7] Her[] Ecnu «ga», yTouHwte:

YHEKMTE NEenapat CpagHeHns.

- Apyroe(we) rexapcraerHoe{bla) CpeficTEo(a} Oal ] Her[]
- nnauedo fal ] Her[]
- fpyroe Hal] Her{T]

Eong «gpyroes, yrovHsuTe!

OpnwougHTposoe (ov. Taioke pasgen ). fgal]  Her[]
MyrtsTdieHTposoe (om. Take pasgen ) nai]  Her[ |
MexwgyHapoaHoe ueibiradue: Nal’l Her [

Makcumanbsag ANKTERLHOCTD AeYeHKS HONBITYEMOrD COOTEETCTBRHHO APOTOKOAY UCNBITAKKA!

MakcumanbHan JONYCTHMANA 0033 KCLNeAYeMOro SIPKAPCTREHHOO CPeACTBA (YTOMHKTE: B CYTKW MIin
CyMMapHan go3a 3a BRems BCETO UCTILITAHUS)!

Onpepenesie MOMEHTa 2aBEPIIGHNA MCNLITAHWA K OBOCHOBaHWE, B CHyYae, eCik 370 He NOCHeIHVI BUIUT
NOCABHHEIC KCABITYRMOTO, KOTODLIA IPUHUMAET YYACTHE B HCILITAHNK:

IMepBUYHAR OUEHKE DNWTRNLHOCTH HCHBLITAHUS (FOfLI, MECLBIY

- &8 PecnyGrninke benapyce rogbl MECHLD

- BO BCEX CTREHEX, M NPposonTCA UCTILITAHNE FOLB MECHLbI

H. FPYTINBI UCHBITYEMBIX

BoapacTHoi AMANA3Z0H;

[ Msaguse 18 net | 1Bapocneie | [ ] Mosmrioro BozpacTa
Eonm «4a%, TO YTOUHUTS! (18-85 neT} {>» 65 neT)
[ BryTpuryTpobHeIH

[ HenoHOWEHHLIE MABLSHUB { KOTOPLI® POSUINCE B
cpoky BepemasocTik < 37 Henersnbd)

] HoeopoxaeHsibie (0-27- fedb HMuaHn)

[} Mpyakbie {28 ganb %usuu — 24 mec)

M Berv (2 roga — 11 neT)

[ ] Hpyrwe nogpocTin {12-16 net)

] HecosepuweunoneTiue (18-18 nar)

fon: | ] MXeHcruii I 1 Mywerod

2; ECis e yKazaHo B NROTRaMMe ([PGTOKONE) KITMHUHECKOIT BeMEITARNA,
C MOMEBHTE BRIIGHEHUS NEPROTO UCILITYEMOTO 80 NOCHRAHETD BUBITE NOCNEAHEND HCHBITYBMOING.
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I"pynink KCNLITYEMBIX

3aopoanie oSpoBoibLb Hdal’] Her [ ]
MauyenTss Hal’] Het [ ]
Ocobo yaIBuMBE rRYNNGL HCMLITYSMbIX

- HEHLUMHG! ZeTOPCAHOMD 803pacTa Hall Het ]
~ BepemanHble EY Her [
- KOPMFBHUWE TDYAB0 dal’] Het[]
- HCABITYEMBIE B KPUTHHECKOM COCTOSHMM Bal’] Het [ ]
- CTEITYEMBIE, KOTOPLIE RE B COCTORHMM AIMHHO gaTth Hal Her[]
MHPOPMUPOBAHHOE COTMACKE HA YYACTUE B UCTILITAHNK EChu «1a», TO YTOMHKTE:

- Bpyrue

Fori « 58, TO YTOuHKTe:

MrasupyeMoe KONUYLCTBO HCALITYEMBIX ANR BRTONEHUA B MCNLITAHAE!
- 8 Pecrybnuke banapyce

- A1 MEMIYHEPOAHDIT RCNBITAHUS!

- G751 BOETO KAMHAMECKOND WeHbITaHus

Finauupyemoe neyedme unw HablogeHwe 33 MCNLITYeMbIMM, KOTOPLIS 32aBEDUIKMNY Y4YacTHE B
MCHLITAHKN® {€CNM OHO OTAWYESTCH OT NPEANOSATAEMOIC CTAHAAPTHOTC JNEYEHMS DM OAHMOM
FATORGTHYECKOM COCTOAHMUK)! .

YTouuuTe:

I MPEANAFAEMBIE KNMHWYUECKUE BA3LI B PECTTYBIMIVKE BENAPYCh

L1. Knunvueckan Gaza, OTBETCTEREHHLIW McCcnenoBarenn (A8 OdROUEHMPOGORO UCHLIMAaHUR } wiiny
KOOI AORATENL-KOOPOWHATO {ONF MyILMULEHIMPOSOS0 UCHkiImanus) (M. KomMerTapui 8 paznene C.2)
HMazeamue v MECTOHEXOKOEHKE KNUHWYECKOR Baskt IOTRETCTEEHHEIR KCCABAORBATENE WK KCCRSNOBATEN b~
KOODAMHATOR

O WO, Keanudbukaums

I.2.  QOrpeTcTBesHbIe  WCCHeAOBaTenM  (Ons  MyahMUNeRMPposcze  Lconedpaanus;  npu
HeoGxodumocmu, ucnone3yinme dpyeue hopaist)
HaspaHne n MecToOHaxoxaeHne KnuHnYeckol Gasp |OTBRETCTBEHRBIR CCHef0BETENE

b 1.0, Keanuwdukauus

1.3, LleHTRanmuioBanibie TEXHWYSCKUE NOMCILEHKA, KOTOPLIE BYAYT MCHONLIOBATLCH AR RI’JOBE&&&*WHI
KNAHMMECKOTO MenkiTalus (nabopaTopuR unM APYrve TeXHWUYeCKUWe NCMEWEHUR} Ha TeppWTOpMY
PecriyBrivky Benapych, 8 ROTOPBLIX UEHTRAMM30BaHHO OVOyT M3MepAThEOH WK OUSHHBATLON
GCHOBHGIE KPUTRHWM GLEHKM (SCIK Opranyu3aumi HECKONLKO, TO NOBTORHO 3ancnHwTe a4na acex)
Oprannsalna:

D N.O. ROHTEKTHOrC fALE;

MecToOHaxoxaene:

Tenedod:

(O0A33TENbCTRE, KOTOREIS BRINOMHATCA 1o cybnospaay.

i -
* Eonun pades He YKAZAHO B NPGTOKONE,

LA
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4, Opraruiatun, KOTODDIM JARBUATEND WIH 1o OHuuHanuibiil BpefCTAasUTens AeNBTHPORAN CHOW
OGA3AHHOCTY ¥ (BYHKUMYK, CBASAHKBIE © NPOBRASHWEM HONLITAHUA (BCNK OPFAHNIALMA HECKONLKD, TO
NOBTORHO 3aN0NKMTE OS5 BCEX) _

Jerarposan v 3afBNTEND WM ere OHLransHe MPencrasuTe kakue-Hudynb OCHOBHBLIE UMK BCe CBOV
GOASAHHOCTIA 1 PYHKIMK, CEA3ERHLIE G POBeferiden KerbTanus, Jpyrof apranndalyn Wi TpeTeelt cropone?

Ral} Her [}

Ecnu «dan, yTosHnTe:

Oprannaanns:

DA O KOMTAKTHORG FALE:

Mecrosaxomaenne

Ternedon:

OfazarHocTw/byRKUE, KOTOPLIR BRINOMHMOTES No cybnoapsagy:

J. OTMMECKVE BOMPOCKH! MIARUPOBAHIASA W OBECTIEVEHIAA MPOBENERWA MCMbITARWA
YHEHATE MADOPMALVK, LACABLYKICH NPUYACTHOID K HCTILITAHKID KOMWBTETA N0 3TUKE
Komurer no aruke

HaumeHoBaHKe 1 MeCTORAXOMASHHS
Hara noflawit gokymenToR:

Pewerve/onobpenue: L] Gyner sanpawwmeaTbes {18 npoiiecce pacCMOTPeHUs
[ ] smipaso
Eerit peluenmne/opobpetne Hary pewenns/onotpenus:

MOIYHEHD, YKaMKTE:
[ ] paapeweno/ogobpaHo:

] we paspelweHo ke opobpeHo.
Ecrm ve paspewsto e ogolpeso, 1o ykaxmte:

= PN

- BO3BMOMHYIO AETY [OBTOPHON NOJauY JasBIeHs!

K. KOHTPONbHLIY NEPEVMEHL MHOOPMALMK, KOTOPBIA MPUNATAETCSA K $OPME JAABIEHASA

Wrdpopmaning, necbxomguman Musucrepersy anpascoxpanedun PecnyOnmm Benapyos,
COOTBEYCTBEHRO TpeGosannnm sarouogaTenscTea PecnyBnukk Benapycs

L

[ SassneHMe YCTaHORNEHHOW hopMet

] MuckbmeHHce nogTBepXASHNUE Naiyqenns sovmepa EudraCT (npy ero Ham-u)

[} Tlporokon co scemyt TekyLMMit nonpaskami

[] bpousopa uccnegoBarenns Wi SKBUBANEHTHLIR JOKYMEHT

1 Orvyers O JOKNMHUHECKUX UCONEAnBaHAX B cBhene, npeaycMoTpeHnkiv TR Haanexawan
naboparopHan npakTuka (ANS M3YUeHHbIX NEeKaPCTEEeRHLNX CReNCTR)

[ Ceegedys O npellecTaYIOWNX KINHNHECKUX MCTBITARMAX WK KITMHNHECKOM BpUMeHes i
UECHEAYEMOro NeXapCTBERHONC CPRACTEA {ANH REKANCTEEHHLIX CPEACTE, 3aperuCTPUPORaHKEIX B
Pecnyfinuke benapyce)

7 AHOvBrAYANLH3s PDEriCTPALMOHHES kapTa (KpoMe MENIYHAaPoARbE KITMHUMECKX UClbITaHmii)

(1 Konua sakriovyeHna He3aBRCHMOTC KOMWTETE N0 3TVKE (NP Hannyumn)

[[] HorymeHt, BenaHHbi HOHTPAKTHOWR VCCNEA0BATENLOKOR Opraymu3auyrs/nuLy © YeTko
SENerUPOBARKLIMU NOFHOMOYMAMIA (B TOM CRy4ae, 8CiiK DHA/OH SBNNETOR 38ABUTENE M)

AONONHATERBHAR MHOOPMALIMA ONA OCOBLIX CIYYAEB

(1 Cnpapka Npou3sosuTens NekapcrBeHHOre CPe/icTa, COREPNALIANR aHHKE N0 OLEHKE PUCKs
AN OKpYRAoWEN Cpedbl B OTHOLUGHINA NEKAPCTEEHRLIX CRBLCTE, KOTODLIE COHEPHaT
FeHETHHECKY W3MSHEHHBIE OPFAHM3ME! (€CN NPUMEHMIMO U €CTh B HaniMuu)

Mudropmauun grs WernLimy aMuix
[} Tiucomentast MHDOPMAaUMs s KCNBITYEMOro 1 opMa KHDOPMUPOBAHHOIO COTNacKs
{71 Apyrar michMERHAN nRQOPMEUNS ANR MCNbITYEMOTO (AHEBHIKIR, OMEOCHIKN, KapTH gNa
UCTLITYEMBIX W T.11, NEDeUVCIvTE COOTBETCTRY OS]
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Wichonmanns no npoToKeny
[] Kparkee cogemsanne nporpamMmel (ipoTokona)

] OxcriepTHas oOUeHKa KIMHAHMECKOID UCALITARKA (SCTH UMEeSTCS)

Wrcopsaums o necnenyeMom NERapCTBEHHOM Npenapare
] Tpumep avukeTin ¢ rHGOPMaUMER O NEKBPCTBEHHOM NPEnNapaTe Ha AOCTYNHOM A3LIKE

[1 CoorsetcTayloue paspeileHys, KOTOpbIE pacnpocTpaHaioTcs Ha WCALITSHME WY npenaparhl,
vieollue ooolbie XapakTepcTi (8cn UMEIOTCR), HaNpUMEp, TEHETMMECKH MOAVCIMLIMDOBaHHEE
MKpooprammamst (FMO), paimothapmalesTHHECKIAS NPenapaTh

[T Konus BeTepuHapHoro CBBAETENLCTEE (ASKNapalit npONSBOSUTEN) O HeNPUMEHEHN B
NpONIBOACTES UCXOAHLIX KOMIOHEHTOR MUBOTHOTD NPNOUCXOKIASHUR, KOTORKIE MOTEHUNANGHO
MoryT ObiTe uedmipposads Boabyaurenamy ryduaton aruedancnatiu KPC {gony Heobxonuma)

[] CeprinbukaTs: aHaNU3a MCCIIEAYEMOre NSKApCTBEHHOrO CpeiicTea

Ecnu necrnienyemoe Nesapoerseice CPeicTEO NPOKMIBOAMTCH 38 npegenamu PecnyBnuxy
Benapycs

[ Mucemensos NOSTEEDMASHKE, YTO PaDOTE Ha NPONIBOACTBEHHOM YHACTKE NPOBOASTCH COFNAtHD
NpUHLATIAM HapnedaEuel npoussocTeeHtHol npaktim (GMP) unv skansaneHTHLIM 1M
Ecnsu Keocnofyermi:Ii fNekapersenHLbI npenapaty npousgonutes 8 Pecnyfnure Benapych
Komms NALeHsvi HE NPOM3BORCTEO, KUTOPas YraskiBaeT chepy MCNonNbaoBanis JaHROA MseH3m,;

L
[ Wrdopmaumst 0 NPOUSBOAKRTENE NEKAPCTBEHHOIO CPEACTBA, NPEACCTaBNEHHOIO HA KITMHUMECKNS
UCABITAHNS
[ Viidhopmagms O TEXHCNOMY 1aroTOBASHAR (NPON3BOACTEE) feKapCTBEHHOIC CPescTBa v
JORYMEHTRLMA, COTNECHO KOTOPOH DCYLUBCTBAANCH KOHTPOME KATOTOBNEHNA ¥ KavecTsa
[eKkapcTBEHROND CPacTea
[T TuceMernoe NOATBEMKAEHWE, WO paboTht Ha NPON3ROSCTEEHHOM YHAUTKE NPOBOAATCH COTNAacHo
AEMHLMTIEM Hagealelk NpOWIBoECTEEHHON npaxriy (GMP) Ui JKBUBanNeHTHLIM
B rvom chnyuae, ecny KOCHeNORaréntbCEMt UeHTD He BXogWT B yreepaeHHbIN  MusucTepcTBom
3gpasooxpanennn PecnyBrnuky BenapyCh CcnMcOK FOCYRADCTBEHMLIX ORraHuIaiMi  300aBOOXpaHeHIR)
KOTOPbIE MOryT NPOBOOMTL KNWHWYSCKAS WCNLITAHWS, W DRAHWPYETCH NPURNGKATL ero K HpoBenBHWK
KNMHWISCKOTO MOHLITANNS OOHOKPATHO!
[7] Muctmo-zansya OTBETCTBEMROID UCCRSIDBATENA B NPOUIBONBLROI (DOPME OTHOCKTENBHO
BRAHOUSHAS KIKHWYeCcKon Baskl K NPoBeSe M0 OaHHOND KIBAHWYECKOro MCnkITarMA
[ Macnopt knunwdeckod Gaansl

[} Topnucadsme ¥ SaTPOBAHHBIE TekyiLKe Beponi NpodeccroHanshsix asTobnorpaduii
neeneneearenad
Huhopmana o PUHARCHDOBRANKK
[ HoryMeHT, koTopsli NOOTBePHOAET CIPaxOBare XS M 3B0p0BLH NALMEHTOR (300P0BLIX HOODOBOMHUER)

[[] [Hpyrve fokymerTs:
L NOANACE 3ARBUWTENA B PECINYBRNKE BENARPYCH

A, HaenoAnucaslLMiRcs, AaHHLIM NOGTBSDKOAM0 [ HOATBEIKLAK OT MMEHY 3BABUTENH, YTo
(HEHYMHOS 3HYEPRHY TE):

- NPBLCTaBNeHHan B AaHHOR 3aneke nHdopMELHMA ABMNASTCR BEPHOR,

- uensiTadie Syaer NpoBOANTLCA B COOTBETCTEWA ¢ MPOTOKOITOM, HALWOHANLHLIM 3EKOHIAATENLCTEOM
¥ NPYHUWTAMIE HAANEKAISH KRIMHWNECKOR NPaKkTisk;

- CHATAID, HTO UMEIOTCH OCHOBAHUR A715 NPOBSABHUA NAHHOID KITVHWMECKOrD UCHBITaHUS;

- He noagHes 1 rofa NocHe OXOHYAHKA KCNbITarus (B0 BoeX CTRaHaX MO NPOBEOSHMIS MEMIYRAPOAHRN
nonsranuii} s obgayviccs NPEHCTEBUTE IBKMIOUMTENEHLIR OTUET MO JaHHoMy uonbranwo 8 Y11 eliewrp
IJHCTIEPTUS W UCTTLITARKE B 30PAROOXDEHERNAY ¥ B COOTEETCTBYIOILAA KOMWTET NO 5TIIKE,

- obgayiock npowndopmikposars Y «llenTp akchepTws ¥ wonniTaniid B 34paBoOXPaHEeHrr» M
COGTBETCTBYIOLIMA KOMUTET NO STUKE ¢ PaKTUMECKOR AETEe Hajvana MCHLITaHus™ Cpasy we rnocne
TOID, KaK OHS CTAMET N3BBCTHOR.

SassuTens, KoTopsilt nogaeT saneky B YT «LlenTp sKCrepTia U nCneITaHriA B 34 PaBoOXpaHeRn»
flava:
Moprnck:

DO, nevatHpime Byksamu:

¥ BumouetteM 8 NCNBITaRNE RepBoro nawnenta i PecnyBruxe Benapyth (HAUANOM BKIOUSHIUH) CUMTABTCR MOMEHT,
KOTARA NAUMEHT CTABKT NOANVCE B HOPME MHIOPMUDOBBHHOD COMMACHS).
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fipunoxenve [
(oOmzarenbHoe)

SAABNEHIE
HA NORYYEHME SAKITIOYEHNA MAHWCTEPCTBA 34PABOOXPAHEHWA PECIYENNKA
BENAPYCH O BOSMOMKHOCTH BHECEHMS CYIUECTBEHHLIX NOMPABOK B MATEPUAT
KITMHUHECKOPO UCTBLITAHUA U UHOOPMUPOBAHWN O HECYILECTBEHHBIX
MOMPABKAX B MATEPWUANBE UCTILITAHIA
Jarta nonyueHns saseky OcHoBaHKE 4NR OTKA3A B PACCMOTREHNN / OTPULIATENBHOTO 3RITIOYSHIS

Eore[ ] Her[]
Ecnit «8CTby, YREKUTE A8TY

[aTa vavana npouenypi Jakmovenve/opodpeHne:
Oall  Her{ ]
Lara:

PareTpalmonHei# HOMED KIMHUMECKOTO MCEITAHNR, NPUCBOSHHEI
Y11 «Llertp SKCNEePTHI » KCNLITANME B 30PaBOOXDEHEHIW!
HesaBUCHMBIM KOMATETOM 10 3THIKS,

JanonrAcmics 365eUMene!

SAFBKA HA NONYUEHWUE SAKTIOYEHNR YN «EHTP OKCTEPTAS W UCHBITAHV B T
3LPABOOXPAHEHMN»: |
| COOBIUEHVE € TOJTBKC LENBIO NHOOPMNPOBAHA il

Al BAEHTUDWKALIMA UCHBITARMSA
(ECMU MBMEHEHNS KBCAIOTCA HECKONEKKX VCNLITEHNA, NOBTOPHO 3aNCIHNTE AAHMYID (BOPMY CTUNLXO pas,
CKONBKO HEOBRXOAUMO}

-
[onkoe HasBaMHre KMHANSCKOTD WonpTaHKa

Ko/oBbifl HOMED NPOTOKONA, NPHCBOEHHbIH 3BABMTENEM, BEPCHS 1K 4aTa.

Homen EudraC't (npy ero Hanu-um):

A2 VAEHTADUKALIMA TNOMPABKA

Clonpask ¥ npOToKONY M Ecnv oTmeueH SanHLi nyHET, TO YKE3aTk KOAOBLIR HOMED
FIOPABKK, NPUCBORHHLIA SAABUTENSM, BEPCUo U 48Ty,

“UsmeHerus B HadansHyio 3aseky | | | Fony orMeden GaHHbBI TYHKT, TO YKA3aTh KOAOBLIA HoMep
Ha NORYYEHMe PaspelleHns KIMEHEHMUSA, NMDUCBOEHHLIE 3aSBATENEM, BEPCMIC 1 AaTY:

B. WIEHTUGUKALIMA SASIBUTENS, KOTOPBIA MOOAET BAHHYIO 3AFBKY

B1i. 3ansurene
- Opranwmsauus:
© 4.0, KORTaKTHOrO rLia;
MectoraxoraeHue,
Tenedo:
daxe:
Alpec ANeKTPOHHOA NOYThE

B2. OdnumanuHbIi NPEACTABKTENL 3anBUTens 8 Pecnybnuxe Henapych © UeNbIo NPOREREHUA

OAHHOIG KRMHUYSCKOTD HENBITAHWSA {(2CNK ITO HE CaM J8ABUTENL)
QOpraHnaagng;
O 4.0, KORTAKTHOro NWLE;
MecToHaxomaeHne:
Tenedom:
- Qake:
AZPEC 2NeKTPOHHON NOMTeL
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C. MWAEHTHOUKALIMA 3ARBWUTERR (oTMeThTE COOTRETCTRYIOWNE KNaTOYKN)

C1. 3ansra g MunucTepcTRo 3apasooxpaienun Pecnybnnkv Benapych

!

- JansuTent ]
« OdhvlvanpHeli NPeNCTaBWTEeN: 3RABITENRS 1
- JHALLO v OPraHUSaLIKa, YIIONHOMOUEHHEIE 3ASBUTENEM BNS NOLaW JaRH0A 3asBKY. [
B arom criyvas ykaxute:
- Qprannaaimi;
- & WO, KOHTSKTHONO KU
- Mectonaxomienne:
- Tenedion:
-~ axe
~ AAREC aNexTPOHHGR NOYTHE
D. TUTM NORPABOK (oTMeThTe COOTRETCTEYIOUYIO KNeTo4KY)
Jarisie nonpaBkit OTHOCHTCH NPEMMYLLECTBEHHG K VK8 NPVHATEIM CPOURBIM Mepanm Hal] Her[] i
1
no obecnevenn) BesonacrocTn
MpudkHE BHECEHUS NIONDABKA:
MNonpaawy, ceazaHHble ¢ Be30NacHoCTby W GRarononyJyyem UebITYeMoro fall Hev[]
M3meHeRWA 8 UHTERNPETALMN HAyYHOW AORYMEeHTaLMW IHAYEHUS UCTLITanKus Hal] Her[]
Mavereris B COCTARE MCCNRNYeMOro(LIX) NekapeTBeHHOI(bIX) CpeacTRa!B) Jal ] Her[]
MameHenua B Opralvsagii NPOBeSHKE UNW PYKGBOLCTEE HonbiTaHus
CueHa wma JoSaBnesne KNUuHWYeckol 8asul, OTBETCTBEHHOTD fal] Her[]
accrenoBarens{ef), MoCnesusaTenA-KOCPaNHATORE
Cruena sasanTens, ere oduUrancHoro NPegcrasuTens, aassurens Oall Her[ ]!
MamereHne B pacrpefenerluy ocHoBNbIX 0OS3asHocTel B X048 NpoBeenns Aall  Her[]
WCTIRITRHWA
Mamerenve B pacnpelensHii CCHOBHLIX 0OR3anHOCcTel B X048 NCARITAHNR Oall Her[]
Ecns «pay, yrounure:
Hpyroe namersHue RBal]  HMer{]
Ecrin «gas, yTouHUTE:
[pyrod cnyyait HJaf{ i Her[]
Ecrm «pan, yTouHnTe:
Conep¥ariue Ronpaskine
Vismenenune vHpopmaumy 8 hopmMe 3a8BKK Nall  Her{’
Monpaskn & NHOTOKOMTY RBall Her[ ]
Wamenenve B 4DYIAX NPRIESTEEMbIX JOKYMEHTAX Hal  Her[™
Ecnn «pan, yTouHuTe:
Opyroi cnysan Hal] Her[]

Ecny aga», yrounnTe:

E. NMPAYKAHDL BHECEHWF NONPABOK (ogsuM-ABYMA NPEANONEHNAMI);

F. KPATKOE OIMIACAHWE NONPABOK
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G. NEPEYEHL NOKYMEMTOB, MIPUIATAEMBIX K 3AHBKE

[Mpedacmaeome, noxanylcma, mMonsKe CGOKYMeHMb, KOMOPhIe UMSIOm  OMHOWeHUE K OaHHOMY
COOBWBH, WU {8 COOMesMCmMaYICWILX CAYHaaX) YamKkue cobinkd Ha Opyaue CORYMEBMITIE, KOMOopbie
yie Beiny npedocmasnesss. Npedocmasgbme MOYHBIE COBUIKU HE BCE USMEHBRUS 8 HyMepaytu omoeisHbiX
emparuy 4 npedcmaseme cmapsbill U HOeRIll sapLanmel mekemos, OmMemsme coocmesmemayieliyro(ue)
KIemoIry(t}.

7 | ConposoauTernbHCe MMCHMO, 8 KOTOPOM YKA3aH TV MONPABKN 1 NPUHMHA(LI) €ro (UX) BHeceHns

[ 7 | Kparkoe MBNOMEeHue CyT BHECEHHOR MonpaBm

[] | Tlepevent KSMEHEHHBIX SOKYMEHTOR (MaeHTHdUKaUns, Bepous, 4ara)

71 | Ecrm MoxeT GblTh NDUMEHEKC, CTPaHWUB! CO CTAPbIM 1 HOBBIM OPMYTINDOBaHNENM E

[ ] JonomiuTensHan nHibopmanms ]

1 | Ecriv moxeT BhiTh npumeneHo, HoBast Bepeus (haitna B chopmate Word v kornus nepsiiHoi @opr;J
3BFBKK C OTMEYHSHHBIMA MIMEHEHKBIMU [BHHbIMK

NOONMVCH W MMHA 3AABUTERA B PECTTYBJTMKE BENAPYCH

A, HUHENOANMCIBILNACK, ARHHEIM NOATBRXKAA/NOATESDHAC OT NWUS 38ABUTENH, YTO
(HEHYHHOS 3aYepPKHYTE)

- BpeNCTARNEHHAR B JanHCR 388BXe MHDOPMaUW S8ARETCH BEDHOR,

- uenbitanre GyLeT NPOBOAMTRECA COOTEETCTBEHHO NPOTARONY, HEUNOKEbHOMY 38K0HOATENLCTRHY I
MPUHLIKNAM HaZAAEMaLeR KUAMMECKOR NPEKTIKL, ‘

- 51 CYMTEAN0, YTO ECTh OCHOBAHMA AN SHECEHWS PeANaracMbIX U3MEHeHNRA,

3AABUTES b, KOTOPRIA NoAaeT AaHHYIO 33sBKY B Y11 «LlenTp aKCnepT3 K MCIBITaHWA B 3PaB0OXDARHEHANY
{kay yrasaso & pasnene C1);

Hara:
MNoanucs:

O .0 nevaTHniMl OyKBamn:
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Npunoxenue E
(oBazarenkHoOg)

[TOPAOK UAMEHEHWSA ITEPEUHA OPTAHUBALIVIN SAPABOOXPAHEHWA, KOTOPBIE
WMEIOT [IPABO HA TPOBEAEHHME KITHHHUYECKUX HCOBTAHWY JIEKAPCTBEHHDBIX
CPEACTB

1. KngguvecKHe  WCHLITANHA  NeKARCTBEHHLIN  CPEJCTB  HODOBOJAAT  IOCYAAPCTRCHHBIE
OPTANMBAUNE  IRPABOOXPAHEHNS, BRTIOUEHHBIC B OePeueHDL, YTBePREJAeMBH  HOCTAROBICHHEM
Muancrepersa spapooxparenns Peciybaniu Benapyes.

2. VigMemende, HOUOANCHRAS H WOKJHOUEHAS OPIaHM3REiH  3UPABOOXPAHCHUA H3  IepewHd,
ocyecrsisercs Murucrepeisom sapasooxpatensst Pecuydnmim Besapyes.

3. O0azaTesbUPIM  VOIOBHEM B8 BRIIOUCHHS B [EPCUCHD IOCYAARCTBOHHLIX  OpPTAHNBAIHH
SHPABOOXPRHEHEA, TPOBOANGEIN KAHHHNMOCKES HUIbIMHER JCKADCTBCIHBY CRCACTE ARIACTCH HAMpYHe ¥
CPTaHHIANHAY 3HPABOOXPAHCHS:

2.1, CHCRBAIBHOTO paspemicHas (FHHeHsun) Ha OCyIeCTRICHRS MOARITHHCKOH Jedre SpHoCTH;

2.2, MATCPRAILHO-TeXHEYCCKOR Hasnl JUIa  oxasamus amOVIaTOPHOTO WM CTAUHOHAPHOMD
JEUSHNA B COOTBETCTRHH ¢ Nnpodiiex ¢ROelt MeXMHMHCKON HeATeNpHOCTR M 3agBiAeMOMY Do
HPOBETSHIL IWTHHHYECKEE HCNBITARKH JTOKAPCTREHHBIX CPEICTR;

3.8, BpavebHOrD WEPCORANA, Upomemers OfyHeHme YpaBHaaM  ODOBEHCHHA KIHHHYErKHX
HCBRITAHH B COOTRETCTBHH ¢ rpebopagmamMy Hammexaniel KARTHTECKOT NDawTH,

4. Jas  SKIRNEHHA B OepeUeuh TOCVAPDCTROHHDIX | OpraHpsapuii | 3ADABOONDANCHHH,
OCYHIECTRAAGIHY KIHHHYeCKHe UCTILITAMAA JICKADCTROHALIX CPCJCTE ODUraHMBAIINA 3IPaROOXDAHCHER
upescrasnger B YT «Llenrp oreneprns 8 Holbrragn il B 3paBoOXPAaHCHIN» CIeAYIOIIME JOKYMEHTLE

4.1, zageiense ¢ opocsfioll © BWIOWEHHH B UepeYeHDL TOCYAAPOTBEHHBIN OpPTAmi@anHil
BAPABOCKPAHEHNA, TPOBOAAIMX KIHHUMCCKIE HOHBITARIA JICKADCTBEHHEIN CPearTs ¢ virasaaweM Gasst (1-
4 Da3El — BOE BMECTE WH BEOODOUHOY; :

4.2. IUCHMOHHOE XOXATANCTEO yHIpasicHMa BAPaB0OXpaHesuH o0NACTHOIO HCIOIHHTERLHOID
KOMBTETA HAM KOMITET2 [0 ZRPAROOXpaBenyuio MHHCKODO POPOSCKOTO MOMONHETENBHOTO KOMTETH B
COOTBCTOTRAN ¢ BEAOMOTBEHEON HOUHHERHOCTHIO

4.3. DHCBMEHHOE  X0gataflerso o7 BRCIHEX  MeUMUWHCKHX  Vupesgrennit  obpas’oBamis,
CTPYKTYPHEIE HOAPA3AeaeHdds Koropex {kadepsl, MabopaTopus ® 1Ip.) TEPPHTOPHAIBHO DACTIOIOMEHE
Ba Oapax oprannsanyi SAPAROOXDAHEHHH, NPETEIJIVIOUINX HA BHMIOULHUE B IEPEYSH: oprangzanui,
IIPOBCATINNY KIHHHTSCKHC HCITBITAHEA JeKAPCTREHHLIX CPEACTE;

.. BAROMHEHHLIH DacopT OPraifsauuy SAPABOOXPAHEH S 110 POPME COPNACHD IPHAOKeHEA 3
K TCXHIYECKOMY KOASKCY,;

4.5. MPHKA3 O COXAAHWH KoMurera 1o stixe 1 Hodowesne o KoMATere 10 staRe (YKasaHHbe
JOKYMEHTH ZOJHACHB COOTRETCTEOBATS TPeOORANIM HACTOANIErD TEXHAYCCKOro woxerca 1 Honomenns o
KOMHTETC [0 ITHKE, VIBEDWJEHHOTO TocTaRoBYeHweM MEHHoTepeTBoM snpasooxparesnus PecoyGimkw
Bexapyen N¢ 55 0T 23.03.2008 r).

5. Yeazanuele DOKyMeHTR npegocrannsorcs B VI «liemrp skewmeprws ouCHMTAHNE B
SEPABOOXPAHEHNN» B 2-X JK3CMILIADAX, OLMH H3 KOTOPRIX JOTkRes Obils OPUTMHATIOM.

6. Oprasuzaliia 32paBooXpPaHeHsd  HeCeT DOARVI OTBETCTREHHOCTE 3a  AOCTOBCPHOCTD
ITReSOCTARNAEMOE HHOQOPMaT .

7. JUiA Npoiienud HAXGKACHMA OPTANE3ALMM SADABOOXPAHCHHA B nepeuHe opradusaumi,
UPOBOMSIIHY  KIMHHYeCKHe MCIBTANHA  JeKAPCTBEHUEBIX CPEJCTB, OPraHH3auMd  3ADABOOXPAHCHIA
upegcrasisier 8 YI «Uenrp sxcuepruz ¥ scumrardil B 3ADABOOXPAHSHRH» JOKYMEHTH, YHAGAHHDIE B
OVEKTE 4 HACTORMEro HDPWICKEHUH K TeXHUMECKOMY KOHeRCY, B CIVHIAE H3MCHCHUA (Pakiiuecku
COACDKAIMXCH B HUX JAHHLK 34 HCFeKIEH nepuoy, ando Clpasky, TOATREDAAVIO hawT OTCyTCTRus
MEMeHeH 3o mereruin repros.

8. Jaa upvHSTHA pPENCHMH O BRUOYCHUM  ODPUAaHMIANMHN  SADABCOXPANCHHE B NepOuYcHb
OPTAHHSALED, HTPOBOUIIIHY KIRHIECKHE HCHRITAHNA ACKADCTBOHHEIX CDOACTE, BRIIHACTCA 3KCHOPTHIa
MPeACTaRICHHLTY JOKYMEHTOR,

g.  Oprayssanus | OpOR¢JIeHHAe KOMIICEea paboT 0 pRONEPTHIE JOKYMEHTOR # HHCIEKIHH
JUTH BECTHGYSHHA OPraBH3auHyE 2paBOoOXpPaledds B IepeUYeHd Opragisanuil, Iposo ampy KIHHTYecKne
HCTILITATH  JCKAPCTRENHEIX  CPeJCTs, ocovinecTiamres YII «Ilewrp osxcemeprss n BCOBITappil B
BADABOOXDAHEHIES,

10, JECTIEpTH3E IPEACTABACHHDIX JIOKYMEHTOR NPOBONTES YIONHOMOTSHHEIME COTDYAHHKAMY VIl
«llewtDd seemepTHs ¥ OMCHETARHWH B 3IDANCOXPAHCHMI» ¢ HPHBIEYMCHHCM UpH  reobXOMHMOCTH DIABHBIX

k) HAVIHO-HCCHCOHOBATEALCKHE MEBCTRTYIE H DPELIY Bruxancrme HAYUHO-NPRAKTHRECKHE TR,
HaxOaAMuecs B HEOOUDCACTBOIHOM  JIIOAYHEOHMR M HHBECTERDCTRR  BHD8R00XDANeHu Peiﬁly DI
EEH&}}}’C b, DOAAYGT FONBKO 3afABACHNE,
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crenvasancros Munnctepersa sppasooxpanesyn PecrnyGimxn Bemapyven (¢ yHeToM OCHOBHOID HRAUDABICHNN
AESTENBHOCTIE. PRRysintarel SKCHEpTHaL OQOPMARIOTCH B BUAS 3KCHLPTHON sariodenus (upaiaoxkerne M), B
ROTOROM OTPAKASTOA SHANES HHdODVATIEE, COACPRANERCA B IACTOPTE OpTaHURBATIH,

11, JIaf yoraMoBaeHdEs COOTBETCTBHH ANHBIN, VEABAHHLIX B JPEACTARTEHHBIY HOKYMEHTAX,
IPOBOANTCA WHCHeKIHA MATCPHANBHO-TEXHHYeCKol 0a3] CTPYRTYDHEIX NOAPAsHeJICHUI ODTalHsaIim
AAPABCOXPARCHIA, KOFPOpBhle BYAYT UPUBOMHTD KAMHHYECKHE HCURTAHMA JERADCTREHH X cpejore, [na ee
IPOBEASHEA COZIAETCH WHCIeRIIHOHHAL IPYHna (B KOJMUCCTEe HE MeHee TBYN CTICHHANRACTOR) HR YHeia
corpyrEnkor YiI «Hetp srenepTds W HOlbTanuil B 3IpaBOOXPARCHUM», SKCHCPTOR KOMECCHH IO
ACKAPCTROHHBIM  CPEICTRAM ¥, Hpu  Heolxo[¥MMOCTH, TAZBHLIX  chepuaimeror  Munucreporsa
sapasooxpanesns  Pecnyfnuxy  Berapves (¢ yUeTOM  OCHOBHOTO  HANDABTCHHA  NeSTCNBHOCTH
opragmzanmn).

12, Mucmrexums  seadercs  obazatensrol  uponeaypoil  UpE DEpBRYHOM  BRKAIGUEHNH
OPTaNH3AIITE  3ADABOOXDAKEHNEA B HepeHueHh TOCYAADCTBEHHLIN OPIanmsainil  3xpascoxpadenns
HPOBOAMINUX KIMHHYECKHS HCHWITARILY JEKAPCTRCHHBIN CPEJOTB, @ Take IpH  BosoOHOBIeHnH
PASMEIHe s OPIAHIIAHN 3(PRECOXPAHCHI B nepeute, eI panece » HeM OLIIN YOTAHOBACHS! aKTsl
HAPYEIEHMI HPABH] DPORSACHES RIMHHUCCKEX HCTBITAHRE ¥ PAIMOINEHNEe OPIasusalny B Tepeyne Brao
npaocTagopacno,  KpoMe Toro, HHCHEKIHT  OCVINCCYBARETCH B CIYY4e  LOARTEHRA B Jacnopre
ECOHeA0BATERCKOTG  IeHTPa  CVIMECTRORHDIN  M3MeHeHdl  (Hanpusmep, coB4SaEHBY ¢ SAKYIKOH
HCOPYAOBAHHA HO HOBOMY NPOGHIIC MEAHIMECKOH JACATEILHOCTH, OPraHuzanmelf HOBBIN CIPYRTYPHBIX
o pasgenerntil). .

13, Peaynpratht BECHEKHH oOPMASIONCH B BHAE MHCHCKITHOHROPO akya {upuaokenie K).

14.  PesynuTarst SKCTIEPTHSHE OKYMEHTOR (SRCHEPIROC SaIUTIONCHIE) M WHCIEKIMR (MHCHIeRIROBHEI]
AKT} PACCMATPHBAIOTCA HA 3ACEANHH KOMHCCHH [0 JeRapeTBEHIEM cpeneTiaM MugReTenerRa 3/1papookpasens
Pecrylnmrn Besapyen, Ha KOTOPOM IVIEM TOJOCOBANMS ¥ 3AIHCH B IPOTORO/E 3aC6Ia Iy BPRANMACTCH POITEHEE
pexomenoBats Mimmcrepetsy snpapocxpasennn Pecoyiamey Besiapyeh BRAOUITL (OTKASATS BO BICHGUEHHIN )
OPTANMBANME  JAPAROCOXPAHCHUA B IEPCUHe MAH NDOUIHTSG CPOK HAXGKIEHWS B JICDOUHEe ODrassagi,
HPOBOIATIEX KIEFHENECKIE HOIITAHE JIEKAPCTBCRHBIX CPECTH.

15. Ha ocnoBasuy BeIIHCKHE B3 YDOTOROIA 3ACEHAHNA KOMBCCHH 1O JEKaPCTREHHBIM CPEACTRAM
Mpmmcreperpo sapasooxpaennt Pecuybankn Benapyes NpRrEMaeT COOTBETCTRYIOMEGE PENTEHNE, KOTOPOE
oopMIneTe B BHAE TTHCLMA, LHoAIMCawHore saMectwrenem Mepnmerpa agpascoxpancnna Pecnybiamee
besmapycn, B KOTCPOM RONTRePIEACTCH DAKT BIOIIOUEHHA ((TKAZA Bo BRIIIOYUEHNN) M UPOLICHHE CPOKA
pasMeIieHnd  OPraumBafiuy  SADARCOXPAHEHWS B HNEpevHe  TOCYJAPCTEEHBRIN  oprapmsanmi
IAPABGOXPAHCHES, NPOBOARNINY EMHEHYECKHE HOOBTANMA JEKAPCTREHHRE cpeacTs. CpoR pasMenienns
FOCYAAPCTBEHHCH  OPragMBaliy  SAPABOOXPAHCHES B Lepeyile  oPTaHuzamuil, ocyRecTEImommy
FJIHEHTeCKIE HCIBITANMA JeRAPCTBEHHBIX CPEACTR COCTRABIAST 5 JIET,

16, B pasmemennmr B depeune (UpoIEHMM  PasMEUIEBHS B ITePeuHe) OpraMM3amHil,
HPOBEIIINX KIHHHIECKHS HOHBITAHAE JICKADCTREHB LN CPEJICTE MOMKET OBITh OTKASEHO JIPH:

16,1, HEIPEACTABICHIH  OPTaHusanyel  SAPaBooxXpaHeHsEs  (HCCHeNOBATENROKHM  HEHTPOM)
[IOAHOTO KOMITHEKTE ZOKYMERTOR B COOTEETCTRAUN ¢ JIVHETOM 4 HACTOATErO IPIAQKEHNA K TEXHHUSCHIMY
KOJBECY;

16,2, NPEICTARICHAM OPTasH3anuel FpABoOXPaHeHEA (FCOISHOBATETRCKIM [IEHTDOM) HETOCTOREEIRIX
CHETCHUIT,

16.3.BeCOOTRETCTRIKE OPTadH3aAnH  3PaBOCEPIHCHEA TpeGoBamiam, VKAZagHbIM B HYHKTEY
HACTOHHIENS NPHIGKEHA K TEXHHYCCKOMY KOHERCY;

160.4. HECOOTBETCTBIE  MATePHAILHO-TEXHIYEeCKOR  (ashi  OpPramusaldgs 3aPaRCOXPANCHHE
3AABIACMOMY FPOPIITIO HPORCASHIA KIMHHYSCKEY HOHBTABTH NeRAPCTBOHRLLY, CPERCTH,
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Rpunoxenue X
(oBsizarensHos)

OBPABEL NACHOPTA OPTAHMSALIMI 3PABOOXPAHEH M

1 YOpmgrueckiil CTATYC OPTIHITIRIIA 3PAaROOK PR HCHEDL

11, HARMEHOBAHIE OPTaHERau SAPABOONLHEHIH,

1%, KpPHEHecERi appec, teredo, (pake, anpec aNeRTpOHIol nowrsL.

1.3 chavaus, ML, OTHECTBO PYECROIHTENS M CU0 S3AMBCTHTETEH.

2, XapagTeDHCTHEA CTDYKTYDIRIN NOAPAsIedcHuil, B KOTOPRIN IUEHADVETCH NPOBSICHES RCERTAN
JERAPCTBEHHBIX CPERCTB:

2.5 HAMMEHOBAHME CIPVRIVPHEN noupaasetersit {(omnenew, madopatoprs) o kadenp, PAchionoieHibix
14 Gane OPrARABANNE SUDABOOKDAHCHIL;

2.2, (hanesg, MM, OTICCTRO PYROBOIRTENCH CHPVITYPHRIX TOApasIenesinil v kadeap, pacio/omRes X Ha
Gage OPIAHABATHE SIPAROCXPRITEHES, HX 8/[PEca ¥ TeethOHs] (B TOM WIS JOMAINTE);

2.3, OCHOBHBIE HANPaWICHRA McueOHO-MatHOCTENECKOM e TelEHOCTI  CIuMORADHAT  (HeOTIOMAAS,
wiaropa), amOyampiad  (HeoTRKEAS, TUIRHORGML), DeAsuMOnnL, pealiivury: . JHCIANCEDHDE  HalrIoaenHe
(LepEEIUISIOTes B CODTBETCTBHE ¢ NpaduneM CIpYKTYPHLIX BOApdsHerenmil {orrenenm, naSoparopui)}

2.4. OCHOBHBIC WANDARACHME USTICiENOCTH B OD0ACcTH Rmmneckol GupMAKCoTiy [epeameimiore
OCHOBHBIC (DapMAKOIOTHHCCKHE miH (apMakoTePANEHTHYECKIE FPYINIBL JCKADCTBCHHBIX CPOICTE, HCNOJBIVEMBE B
Jiede(HoM 1 THAPAOCTEIRCKOM Mpoteces (Rarmprvep, anrnSuo sk, PRIOTCHINEREE CPOICTRA, AVSCTETIIN 1 TAK fanee);

2.5. XAPAKTEPHCTHEA OCHOBHAIX HAUDARMCHAH MCTIONE30BAHEH JeaebHO-IHArHOCTHYECKOI0 0b0pyAnsanml
{Banprvep: WHTPASRYKOBUL JHABOCTIR, KOMIFBIOTEPHAA TOMOTpadhis, SHIOCKONN, Morrroprr A/ i Tak fanee):

No ) Bunoborenopasd Ammiapartypa, Ha3BaHHE,  NPOHIBOIWTEss, TOIH| OTBETCTBEHELIN
BBILHYCKS, JATA METPOTOTHHECKOTO KOITROT HCTIOIHINTCD

2.6, HamavuHe MaboparopHore BCPYIOBANE 1M HCCISNOBAHEA DHOMOIMYECKIX JKIEIROCTeH Opranusma
OROXHMITYECKHS AHUTHSATODE], KPOMATOrPadiel, crertpodoroMetpe, QUIoopIMeTphl o L

Ng ¢ Xapagrep vdeerierBaris AmApaTypa, HAZBAHBE, TPOMIBOAMTENE, 1o OTRETCTBCHHBI
BLITYCKE HCHIONSITeE

Q7. HAUIIENIE AIFTeKH (8CTh, HEeT — IOIHeDEIYTE).

3. XapaxrepuCTHEA  COTPYAHAKOE  (OTMOABHO 1O ODUAHMEAUMH  WIPABOOXPANCHEH,  BLICHIEMY
MEAHTHHCKOMY YIPESKACHIIC OGDABORANMSL), IPHRIEKASMBEX K HOHBITAta. TTpeacranaseres Ha Kaoriors COTpyaHuRa
HA OIRGIBHOM JIHCTE 33 TIOMEHCHIO DYKOBOJUTENS OpaHusalHy  3ApaBOOXDAHenss (BLICHIEIO MEeIHITMHCKOT)
VUPEHUISHVI SAPABCONDARCHISL) B CKPRIUBIOICH HEWNTHID OPIRHIBANEE 3DABOOXPATCHIST (BRICIHEr0 MEMHITHHCKOTS
VUPEAEHEE 3APABOCKDANCHIET).

CDarspOGLs, IMA, OTIECTRO

Vo posgrenns

Obpazopanue

Meero pafiorn, FOMKEOCTD

CrenpaisiocTh

Crraor paBurDL IO CHeTHATTEHOUTI

VuSHag CTEHeHD, 3RAHNE

CROICEIA O IPOXOIEEITE CICTHATHIRITH B CTOKNpOBOR (Teva, rojy)

Hanpome  cepradmirara 0 UPOXOMIACHUN  OOVUeHHS  UPABAITAM
LIPOBEREIT KARBIRCCKHE HCTBITAH I

Hudopmanug of y9aciuy B TPORSASHIN KIMHITICCKIX HOTRITAHI
(rara, MeCro NPOBSHEH, TeMA, XAPAKTED VUACTHs, CIOOK OUHOBHBIX
HAVEELIX TPVIIOR 110 3ABEPIHEHIDIM HOTELITHEIM ),

4. II})(’.,?LHOH&I“&GMOG COTPVIHEMCCTEO ¢ ADVIRME  ODTaEEHSANEAME  30DABOOKDATEHNY, Hayupo-
HCCTHEAOBATCTBCEIVE HECTHTYTAMY, p{fﬁ:nyﬁimm}—mmmm HAYSHO-TIPAKTHHCCH MY LEHTDANMM, BEACTIIEME
MERITIITHCKEME  YUPes e HI ML OG})&EOB&H&HE B PDAMEKAX NDOBCHEOHNA KIHHEISCKEX VCHBITAET JERADCTBEHHLIY,
Cpeqcrs CE‘IX HHMM(?EK)B&IHI.W).

Pyroropuress
CPFAHRSATHE 3IPABOOXPAHCEIA
(nodnes) {esangucsint, st}
M.IL
# » 200
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Mpunoxenue 3
(cGszaTernsHoR)

IKCHEPTHOE SAKMIOYEHIE

OPTAHUBALIA 3TIPABOOXPAHUHS 3AMEYAHIA
COTPY/IHRKSR

AHATIFBCOOTRETCTRIA MATEPHATBHO TEXHIAECKON BA3bI OPFAHUBAIHN 3/IPABOOXPAHEHIA
SAARIFTEMBIM BOSMONMHOCTAM DPOBEAEHI KANHWYUECKIX HCITHITAHME

Coorsercrge III)O{}}I*IHH CIRYRTYDHBLG HONDASHe e HITH:

1 kpabrKaEn BpauefHOTO HepeoHIa

Hamyue nocraroanoil MarepramnHoi 6assr VLT BREIUIHEHEA SaHBIAEMOre offbema 1

AHATAE COOTRETCTBIA OBECUEARHIH KOHT POJISL ITHYEC KX BOTIPOCOB B
OPTAHWBALIVN 3APABOOXPAHEHNA BO BPEMS HCITLITAHUN

Af2AH3 OPTAHUSANHOHNOR CIDVIEY DB, KOMBETETA B0 STHKE;

Hanerape COLL M A0KVMERTAIIIN KOMETETE 10 BTHES;

068(‘1 IEHEHIT ROFTRONA KAYertsa B IIPOIISCer (hYHKII_’[OHHDOBaHHﬁ KOMBETEER 11O TG

AHAJHAS3 COOTBETCTRHA OBECHEYEHUA KAYECTBA KAHHHYECKHX HCHBITAHIIM
SAABAAEMEIM BOSMOMCHOCTAM OPTAHNBAIIYM 3APABOOXPAHEHNH

Obeoneyeie MEerpOJIOrIYerkore KONTDOIL, BEVIDE- I MEKTSHTDOROH BAsI@Enn
DESVIEHTATOR:
JatoparopEnx Metonon oooaeIoBAIRL:

FyrerpyMei T B BIX, MEer0oans obcIenosaumna;

LA paxuBHEeCKIN METOUOR OGCIeIGRATHA:

&1
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Hanmune COJIT, POriaMe T RVIGHINX DROReIVDEL BhilTIOANCHMA KAHHIHMERKOTO,

OfecnedeRye BOAMOREOCTEH ROITDOJA M VHETE 38 OAVYCHTEM, XDAHCHHEM,
ADMAGHIEM B YHIETOREHUEN HOCHeIVeMBIX SRoI0TTeckiix 06pasios ¥ ofpasion
DOTRENHOTD CREITRAL

AHMATINHE BOBMOMXKHOCTEH KAYECTBA BLIIIOAHEHMA BUOJIOTO-CTATHCTHUYECKOIO TAIIA

WCOBIFAHIA

Oprafnsaius 3 BHHOHesne Bpoliecea SHOCTATHCTHICCKOTO AHAIN3A B OPIAHH3A NI
SUPEBOONDAECTIIA

SAKIOMEHRE:

Coegennd 00 sxciepre

DO

QObpasosarue:

Crenpa ansanusy

JONEHOCTE ¥ CTaR:

TTodnuce
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MNpunoxenne W
(obsarensHoe)

WHCHERIIUOHH IV AXT

O pesyIbTaTax MHCHERTIIE

{HEEMEHOBANUE UNCNEKLL)

® » 200 T,

{MECTRO COCTROOACHLIT AN}

Komuoecus B cocTane (Creyaiseros);

(Goamcrocn iy, urriate: i Basaa)

HA OCHOBAHIH NpHKaza (pericins ) of HRCIeKIHT O No

(rerumeHoRaILIE CRPRCENGE XOHIMPEAR, @20 NPDURAGWIe20

B HepHoh o 13¢) OCYUHIECTRACHS HHCIICRILIA

{ROAROE MAUMEHOSTHUE DPRAHIICYUIL 30pasooxpanreyHust 1 opuduvecid adpec)

B HPUCYTCTBHY VIIOJIHOMOYCHRLIX AN OPUAHNZAINNK 3APABOOXDAHEH AR

(Qonscrovmu, uHLREaAbL U fiaun)

Hrenexnmell Ou10 OXBAYSRDE

{Mepeueasomes eoe OTBEITLLG, QOKIMPIETL U HLI. TODSEPAHYMEE RPOCENNE ¢ YRAIIHUEM BX KOs, oisé,

REPUOOR EPEMEHI, TMOUNOR0 HazswaR. Fe Jonycraemon yraameamy ofuue @Gpaan: — dowgmermoy, TTH wmon}

i



Hucpexigedt OnL10 VOTAHOBACHO

TRIT 184-2009 (02040)

{ REPEVHTCASTIOIMCA 110 CIRENEHY BEHCHOCTITY G0¢ JOMOEHOBACHNAE (hanmm omraonenuil om mpelosamil

ATHOHODRTIEADEINBI L LB HODMEITIEHO-NDAROGHET CRFRNE 00 CUuLROLL HIT LX HOSGQNIE U COMSeremeanowull ngioon o

YNELFEHULM GOANCHOCTIU JHUTUAADE, (HMUANL MM, DOMYCTRUGIHEED GUHNbIE RUPYHEHUIL)

HAPYIIEH R

Ilo VCTamOBACHIIbIM le)‘clK'I‘aM HﬂpyIHBBHﬁ NPEAATARTCH ol bACHICABHEIE  3AITHCKH JIELL, HOBVCTHRBIRNX

(BOARCHACTIN, UHUALAD U GEMUAIN U KOALNECING CIKIHUY OOBRCHUIEALHEO JUHUCOK)

HPH 3TOM OT EPeR0oCTaBIcHuA oObACHEH OTKABUTHLE CHEAVIOTIE JIPTA

[0 EPEUHEES

(DOANCHOCIFTE, NG 1 G )

AKTCOCTARJIEH B DEIeMIDIZDIX Ha CTPAHULAN
Hpmaomenns: 1.
2.
3.
(EOMELALR, WHEYUEADLL {Doaxcroema} Modmics}
{CHOMULALR, UHULELAbE) {Sonmnonins} {nodmucs)
(dhcrmriangs, uHUYURADLL) {OnancHocs ) (rodnuen}
C agTom O3HAROMIeH | TCITVUILT O SE3SMILIAD
(efcsuenus, WHULHLABRL) (BoANCHOCIY NPEdETIaELIMEss OPRIHTLARYUN A0 PEEUUXDUHEHLR ] {nodmics}
(TR, UNULIGbE) (AoaNCHOCTIL HPRICMAGTEmenst UPIAHUS L adpasonxpaHenus} {rodnues )
(ghanteaun, THLzUEAbL) {A0AHOeT: HPe0CITUsIInEns Op2aNUdayul SODABINPARein ) {riodnies}
{Srmen}
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Mpunoxerne K
(oBsaarensuoe)

NEPEYEHD PABLENOB KIMHUYECKOIO NCTBITAHUA, NO OTHOWEHWMO K KOTOPBIM
BHECEHHbLIE SARBUTENEM NONPABKK MOTYT BbiTe PACUEHERDI
YIIOAHOMOUEHHBIMW OPFAHAMW KAK CYUWECTBEHHEIE

1. Tonpapky K waTepnanaM KTMRKUYECKOTO UCITBITAHNR CHUTRIOTCH CYLECTBERHLIMIA, SCny OHU
MOTYT AOBOMATb! '

1.1.  Ha OesonacHoCTe Wi we cuznseckoe Mio nouxuueckoe Bnarononyuus nauneHTs;

1.2, Ha Hay4HYID LeHHOCTh KSMBTaKUS,

1.3, Ha npoUSAYDY RPOBELeHs MONLITAHNA WK YNDEBNEHUS UM,

1.4, Ha xauecTBo Wiy Oe3onacHocTe nobOre WCONeyeMoro NeKapCTesHHOro npefapata,
KOTOPRHT MCHOMLIYETCR B UCHLITARWYK, & TAKKE, eClit NMPEANAraOT CMEHY OTBETCTBEHHONO HoCHER0RBaTens
Ha KTMHAMecKkol Base Wi QORONHUTENLKHO BEMOUMTE B UCMLITARNE HOBYID KriHuqacKkyio Gaay 8 Pecnybnvke
benapych.

2. OHTACARHBIE HIDKE 33rONOBKK PAISENOB MATEPUANOS KNIHAHECKOIT WCNbITaHUA ABIHOTeH
npamepamn Tex achekToBR, KOTopbie MOryT TpefoBaTh BHECEHWE W3MEHEHWA 1 O KoTopbiX Heolxonmwmo
cooBilaTb Kak 0 CyljecTBeRHHbIX. MoryT BbiTh W ARYTUE BCHeKTsl MCTILITAHIR, NONPABKH K KOTODLIM OTBEYaKT
KEWTEDWAM CYLLECTBEMHbIX,

3, Honpasey, CBA3AHHEIE C NPOrpamuo (NPOTOKGRoM):

3.1 Lenb KCCNSA0BaHN,

3.2, pu3aiit uconegsoBanng,

3.3, unopmnpoBaHHDE Cornacue,

3.4, npougsypa Habopa nauveHTos;

3.5 noxasarenit aQpEKTHBHOCTY,

3.6, rpadwmi otfiopa npef AnsA nabopaTtopHbiX TECToR,

3.7, noSapneHUue MRk BCKIIOMEHKE TeCTOR WY NOXasaTensa;

3.8, KONWYECTBO MCNBLITYEMBIX;

3.9, BOIPACTHON AMANAZ0H NCABITYEMBIX,

340, kpuTepun BRIOYEHUE,

3.11. KpUTEDPUM HEBITIOWEHNS,

3.12. MOHMTOPUHT BESONACHOCTH,

313, APOROIMKUTENLHROCTL NPUMEHEHWS KOCTIEAYEMOre NeKaRCTRERHOMD cpeacTeals);

3,14, M3MeHeHrs JO3UPOBaHNA NCCHeSYEMOro NeKAPCTReHHOrS COBNCTRE(B),

3.15. A3MEHEHUE NeKapcTBEHHOIO NPSnapaTa CPasHerns,

3.16. crarncriueckial aHanus.

4, Monpasri, CBA3ARHEIE © ODTEHN3ALMEN KIIMHWYBCKOTO MChbITaHns:

4.1, 2aMeHa  OTBETCTBEHHOIO  MCCASLOBATENA  WNM  NPHBNEYSHUE  HOBLIX OTRETCTBEHHLIX
uwecnenosatensi;

4.2, 3aMera CCnedoRaTeni-koopanHaTORa,

4.3, samveHa KImHpseckol 523k MCCeNORAHMS WK BIFROYSHWE ACNONHATEMEHON KTMHUUSCKOH Daaks;

4.4,  3aMeHa 3aaBuTens KN oMUUMansHOro NPeAcTaBuTeNS: 3anBHTEN;

4.5  3amMeHa KOHTPaKTHOR WCCNeJoBaTerbekoil OpraHusauiy, OTBETCTBEHHOR 38 BhifoNHeHne
BEMHLIX 38484 B PAMKAX NCNbITaHNUS,

4.5, MAIMEHEHWE ONPeleeHusi DTHOCHTENHHO JABePILERUS BCNbITAHUA.

5 [lonpaski, cBE3aHHLIE C UCCHedvenbiM NeKAapeTBeHHbIM cpaacTsom. TIONpasmt JaHHelX ¢
KEMECTBE NCCNEYeMOre NEeKapcTBeHHOD NPENaparTa, KOTOPLIE KACAHTCH:

51, nONpaBrt HAZBSHMKA KK KOLE MCCNegyemMore NexkapcTEeHHON CPRACTRE,

5.2, Marepuana nepemyHoil ynakosry;

5.3, npoussogutens{ed) NedcTEYIOUSIO BellecTes;

5.4, NPOU3BOACTBEHHOIC NPOLECCa AeRCTRVIOWEID BELEOTRE;

55  cneundrKayni JeRCTRYICLIETD BELLECTES,

5.6, nNpouIBOLCTRA NEXaPCTESHHOIG CPEACTRE,

57 cneunduKkainin NeKapeTBEHHOro CpencTaa,;

58 cneunhukanil BCNOMOTATENLHLIX BELIECTE B TEX CHAYUYAAX, KOTopbie Cnocobu NOBNRUSTL
Ha 4&lCTane NekapcTaeHHOro CpeacTsa;

58, CPOKa XPAHEHNS, BRIIOYES XPRHEHKE MOCHS NepBOro PACKPLITUR ¥ PasBeaeHNUs;

5,10, cylecTBEHHRN ASMEHENUH COCTaBa NeKaRCTBERHOID CPefcTRa;

511, yenosuiil xpasenns,

5.12. MeTOAUK MCChBA0RaHnA arTranol cyboranig,

513, MEeTOARK UCCHeLoBaHKN NEKSHCTREHHOIO CPEACTES,
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5.14, meTopuK CCneaosaHni Hehapmakone b BCROMOTaTENbHBLIX BRLLSCTR.

B.

ﬂunpaamﬂ AAHHEIX A[OKANHUYECKAX qbapmaxonormecxmx 1] TORCHKONONAY8CKuX

KMCCNBHoRAHMA B CNyYasx, KOTOPLIE KACHIOTCR TeUYILMX KNUHUHBCKAX WCMHLITaHWB 1 CONpoBOMIAINTCH
M3MEHEHNEM OLIEHKY COOTHOWEHWA PUCK/NONb3a. HanguMas, 8 OTHOWSHWI:

6.1.
6.2,
6.3.
6.4.
6.5.

7.

PE3VNBLTATOR HOBBX (DAPMaKONOIMYECKUX CCNeSOBaH M,

HOBO# MHTERNPETALUMA CYLLECTBYIOILUX (DapMaKONOIMYECKUX BCCHea0BaHuA,

PESYNRTATOB HOBLIX TOKCUKONGINHECKIK NCCHBA0BARKE;

HOBOR MHTEDARETALIMN CYILLECTBYIGLLINX TOKCUKONMOMMUECKIX MCCNefoBaHI,

PeIYNLTATOR HOBLIX MCCNSA0BAHIA NEKaPCTEEHRBIX BIAUMOSSRCTRIA.

Tonpasky B KITAHUHSCKOM KCLITAHUK, & TAIKE AaHHbiX, OTOBPaManLLIKMX ONLIT NPUMEHeHNS

NPenapara y 4YenoBexa, KOTORLIE ABMAIOTCH BEMHhiMY AN TERYWWX UenbiTaHuidl U COnpoBOKAAKTCH
M3MEHEHIEM CUESHKK COOTHOWEHUA DUCK/NONbaa. HanpuMap, 8 OTHOWSHWN:

7.4

$e30MacHOCTH, CBR3AHHOW C KOMHNMEeCKUM  VCNBITEHWEM UKW ONLITOM  [pUMEeHEeHns

NCCnelyeMore NeKapcTeeHHoro NPENapaTa ¥y HencBeka;

7.2,
7.3,
74,
7.5
78

YenoBeKa,

7.7,

DEIYNBTATOR HOBLIX KIMHUHECKUX $apMaKonaruueckiix CCNefoRamni,

HOBOW WHTEPIPETALIMN CYLISCTRYKILNX KIMHMYECKNX HapMaKkonNOrIeckux MeCnefonaHii;
PEIYALTATOR HOBEX KNMHIRYECKUX UCTILITammR;

HOBOW MHTEPNPETALNHA CYLLSCTEYIOLIMX AAHHLIX LHNYSCKUX NCNbTaHnii;

HOBBIX A3HHLIX [0 BTy HPUMEHSHWR  KCCHBIYEMOro FNEeKapCTBEHHOID Ccpegciea vy

HOBOW MHTEPNPETAUAY CYLLSCTBYIOLLMX [8HHBIX N0 ONbITY NPUMEHEHUS WCChenyemMoro

NekapcTReHHOro CpeacTaa y YenoBexa,
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Mpunoxsnue J)
(oBasaTenbHOe)

COOBUEHWE O HAMANE KIMHNHYECKOTO UCTILITAHWA B PECITYBIVKE BEJAPYCh
Hara nonyyenust: ParncrpallHoHHbiil HoMep, npegocrannentblid YIT dlleHrp skeneprid i
HCIBITaHWA B 34DaBCOXDaHEHANR.

HesasucuMoiM KOMMTETOM MO SThiE:

Sanomsiemos sangumenam

WMAEHTDONIKALIAA KNUMHIAYMECKOTO UCNBITAHWA
Kofoselil HOMED MPOTORONA, IPUCBOSHHDIR 3aaBUTENEM,
Homep EudraCt (npu erc Hansumm):

[ontoe HasBAHKE KCNbITARKS

PaspeleHise MUHKRCTEPCTES 34PaBooXpaHeHust PecnyBnny Senapyce NpegocTaBnaHe:
Lama [ {  {(nofveair)

OpofpeHue KOMATETS MO FTUKE NPefoCTaBNEHD!

Oama /1 (aa/mwim)

Hazsanue KoMucoLUy:
MecmoHaxox0eHte:

WIEHTURUKALIMA 3AABUTENH (oTMeTLTS COOTBETCTBYIOLME NYHITH!)

Coobluenne 0 Havane uensiranms 8 YT «LlenTp 3KcnepTHs W MCNLITAHKMIA B 300aBOCOXDAHSHIN Y
- 3asBuTeN:

- OipuumansHsil npescTaguTens 328BNTens

~ FAUO WU ORTaHM3BLIMR, YNIONROMOYSHHES SaABUTENEM ANA NOAaYM JaHRoro coodLerns,
B atom cnyvae yeamure:

~ Oprasu3amo:

« 0 A.O. KOHTAKTHOTO JTaua:

- MecToHaxmRAeHNE:

- Tenetor:

- DaKe:

- ANDeC SNeKTROHROR NOYTLI

LIl

Hauano nenwitanus B PecnyBrvke Benapyce (pa/manfrr):
Jlara sxrsouenis nepaoro naguedTa s PecnyBnwke Benapycs )

Yaanarre rimdmrascryio Gagy, Ha xoTopoi Boir BICTIDUEH NepBEld NAUMeRT:
HazaaHue:

Mecmoraxoxderue:

OmeamemaeeHH bl UCCAs008amens:

A, HKEnOLANNCABLLACH, ITVM NOATEBRPMOSIO / NOLATREDHNEI OF NNMLUA SSABATENS, YTG NPe0CTABeHHAR
BoHLE MHIDODMBLKA ABAAETCA BEPHOU,

3AFBWTE]b, xoTopuilh NoaasT cooblyeHne O Hauane UCNLTaris B MBHUCTEPCTBO 3ADaRcoXpaHeHIs
PecnyBrwvikv Benapyck (kak ykazsawo Ha Nepeol cTparuie):

Hara:

Moanwes:

D0, nevarrbiMu Syksamu:
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Npunoxexue M
(oBszarenobHoe)

COOBLWERWE O 3ABEPILEHWW/BPEMEHHOM WK JOCPOYHOM NMPUOCTAHOBINEHKA
KNVHAYECKOIO MCNBITAHWA B PECIYBIVIKE BENAPYCb

Oara nonyderns: PerkcTpauronbniil RoMep, npencctasnedHsti YT « LlekTp swenapris v
UCTBITaHUE B 30paBOOXPANER K Y|

HeaasuouMbig KOMUTETOM {10 3TUKE!

SanonmHaemes JansumeneM

NOEHTUOUKALINA KITMHAYECKOTO UCNLITAHWA

Kososeit HOMED NRorpaniMisl (NpOTOKGRA), NPUCBOEHHEIR 3AREUTENTEM:
Homep EudraCT (npm nanu-un):
{MoNKoe HA3BAHWE KIMHUHETKOTO UCTHBITAHI

HUOEHTHUOWMKALIMA IARBUTENA (ormeTsTe CoOOTBETCTBYIOWNE NYHKTH)

CooGieHne o 3aBepieHuy ncibiTads B YT «LledTp 3KCNepTH3 ¥ CNLITalni B 34PDaBOOXRateHny
- BaspuTens 1
~ OhnymansHeii npegcTasuTent 3assnrens M
- THILIO MITW OPranuaaLiis, YNonHOMONEHHAS 338BUTENEM INH NOJaUN AaHHOr0 cooblieHus, [
B aroM Cliyvas yrawuTe:
- Oprasuaagn;
- @O, KOHTAKTHOMG FIALA!
- MectonaxoxaeHne;
- Tenedon:
- Pake:
- Adpec aneKTpoHHOR (09T

fHara
3apepIeHAS UCTbITAHMKA IgBeplIeHa
(an/mmafrr);
- 3TC JABEPWSHNE NChbiTaris Toreko B PecnyBnure Benapych? Nal ] Her ] i
- 370 39RSPLLSHINE BCETD VCNLITARKA BO BUEX CTREHEX, IS OHO NPOROAKNOCE? Nal 1iHet[ ] A
ABNRETCA NY J2HHOE 3EBEPLLIEHIE KITMHUHECKOTO MCNBITAHNA JOCPOUHLIMT | Na [} iHer [ ]
3710 BpEMEHHEA NPUOCTAHOBEA XGOS WCTILITAHKAT Dal]iHer[ ]

Ecnu «fgar, 23anofIHUTE COOTBETCTRYIOWUME Nons:
Hakosaie) fpUHrHA(bl) SOCHOMHOMNG 38REDILEHIN NCNLITAHWA WMk ero
BOEMEHHOR NpUCCTanGRKIA?

- Ba30nacKocTe Hal7) iHer ]
- Hin3Kas @ erTHBHOCTE Dal7] iHer [
~ UCTILITEHUE HE Hauarioth Oal[] Her {3
- fpyroe Dal]iHer [

Ecnn «gar, yTosHuTe,

UUCNO NBLUUEHTOR, KOTOPKIE NPOLCITNAIT NOMY4aTh TEPANIO K MOMEHTY BPEMEHHOR NPNOCTAHOBKA
KEMBITARKS KOV FIDK 8r0 SOCPOYHOM 3aBeplieruy B Pecnybnuke Benapych:
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KpaTko onulunTe B NPURONKEHK {B NPOKIRONLHCHA thopme).

- pBocroBanue BpemeHHGﬁ NPAOCTAHOBEKK MCNLITAaHWS KN erQ JOCLOMHOIO 3agepluerias

- npegnonaragMoe Habogenne NaUMERToR, KDTOPBE NOSYHAINT Tepaniiio K MOMEHTY BPEMEBHOR
NPNOCTAHCBEN UCTTRITEHNA UK @0 JOCPOMHOIO 3aBepLIeHIS

- BIMSHVE GOCHOUHOIO SBRBEPUISHUA UCABITAHMA Ha OGLEHKY PE3YNhTaTos UCNLITaHIA 11 ODULYIO OLiEHKY
CHCKOE 1 OMUAASMOR NOMNb3bi OT DPUMEHEHNE UCCISAYEMOro NeKEPCTREMHOID CRErTE.

A, HIKENCANKCABLUKICS, ITUM ROATBEHAAID / NOATBEPKAAD OT MULA 3aABATENSA, 4TO NPELOCTABNEHHAR
BoiLE WHhopMaUns SENReTCs BEPHOIR.

3AABUATEND, xoTopsils nopgaeT coobuistie o sapepleHnBPEMERHCH WK A0CPCHROR NPHOCTaHOBKE
nensiTanus B MUHKUCTepCTRO 3apasooxpaHeris Pecnybnuni benapych (KaK yrkasaHo Ha NepBoil cTparilie)
[ara;

Mognuck:

©.W.0O. nevaTHbiMy SykBaMK
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Npunoxenne H
(oBAzaTenwHoe)

CTPYKTYPA OTHETA O KIMHUYECKOM UCTIBITAHWIA NEKAPCTBEHHOIO CPEOCTBA

MacToswan CTpyKTypa oTyaTsa O KITMHMHECKoM UenpiraHuk aenaeTcs obobulerHod. Ona npuwrcana
O ONWCAHWAS  WCNBITaHKE MobBOre TepaneBTUueckoro, NpOMUnakTuvMeckore Wiw  OWarnHOCTUYeCcKoro
COeACTBA, NPOBEAeHHOTO Ha naunedTax (30poBeix JoODOBRONbUEX). B CTPYKTYPE OTYHETE JOMDKHE Bhits
coBpaHbl  KITMHWIBCKO® 1 CTATUCTHYECKOS OIKCEHWNE, AHaMW3 AaHHbiX, KOTOpbie  CONpOBOXASCTCH
TEDMMUEMM W DUCYHKEMK B OCHORHOM TEKCTe Whr nocne Hero, Kpome Toro, B NPUNOKEHKSX
NpeaccTasnsTea cBefenna of WonkTyeMBlX 11 ASTanbhan crarucTideckas wuHpopmalivs. OtHOBHEIE
MPRELWEE COCTABASHIAN OTYETE W ero CTPYKTYDY MOMNHO WCTIONb30BATL ANA PasHbiX BUAOB WCHRTaNmh
(HANPHMED, KIMHWKO-(DEDMAKONOTHECKNE NCNbITAaHNA). PekOMEHOYETCH B CTRYKTYRY OTHETS BKIOMETD
TAKKE NG3NLIAN,

1. TUTYnbHAR CTRaANLE.
Hasearue oT4YeTa C yKasanem:
. HE3BAHNA NEKBPCTBEHHOIG CHeloTRa,
. MABHTHDIKELMM UCNBITSHNSA,
GOV He YEA33HO B HEIBAHWM — KPETKOE ONWCAHWE AM3aRHZ, COABHEHUA, NRONOMIUTENEHOCTL
3Mposaaﬂwe NEKBPCTREHHOIO CPEACTES W KOHTYHIEHT WCTLITYEMBIX,
. Ha3BaHWA IRABUTENA;
. raeHTUhIKaLKA NROTOKoNE;
. Bul/hasa;
- Q8T HEYANE, A8Th OKOHUSHUA WCTRITAHNR,
. TICFAIOKEHIS, KOTOPOE YKAZLIBAST, YTO MCMbITAHME BoINONHEHO B COOTBETCTBMY ¢ NpaBunamu
Haune»%amem mwuueemﬁ NPSKTURY {€CHIK BLINCITHNNOCE),

1.1.9. aaTe oTHeTA.

1.2, damunms OTEETCTBEHHOIO WK KOOPSWHUDYIOWEIC VCCNBNoBATENA WhK OTBETCTREHHOrO
MPeACTaBUTENR 3A88UTENS,

1
1.
1.
1.
WCTTBITEHYS,
1.
1.
1.
1.
1.

.—.!-l.—&-—k-.kz} —b—\.._\._\
oow;mmdsﬁwm—s

2. Peatome (KpaTKOrO ONUCEHUS IWTMHWHECKOID UCNBITAHKS © “MKCROBLIMK  SaHHBIMY AN
WITOCTPELMY PDESYNLTATOR).

3. Coflepxanpe OTYeTa (BKRIOYES TEPRMEHL M PaCnonoMeHns npunoxerud, tabnuy v
NpeACTaRNeHHBX WPD).

4 flepedekb cokpallienitii i onpeaensHne TepMuHos,

5. BrUdecKAE BONPOCHE

6. Weonegosarerny “ aAMUHNCTPaTHRHAR CYDYRTYDA UCTIBITAHUS (HazBaHke,

MECTOHAXOMABHAES, TenadOH L8 KOHTaKTa).

7. Beepetue.

8. Liens v aagaym nonuiTaHns.

g. Flnas nensitasns,

9.1, OO6wmKi nnav (4u3ai) v DRaH-0NuCaHne HoNbLITaHKA, CXeMaTHeckos wiodparene aTanos
W POLEAYD WCNBITaHNUE.

§.2. ObocHOBaHMe NNaHa (AN3alHa) WCHLITHUS, B TOM MUCTE BRIDOD KOHTRONBHEIX (PYNN.

9.3 Buoibop nonynsiuyvy, KOTOPAR HEYYaeTes:

9.3.1. xpuTEPUH BRITKMEHIR

9.3.2. KPUTEPHIK HEBRNONEHWS,

8.3.3. BLIBEASHUE WCHBITYEMbIX K3 MOMLITAHISE UK UCKINTKIYEHNE 13 BHANNE,

8.4. evenue

9.4.1. HAIHAMBHHDE NEeMeRue;

942, WAeHTADKKALUMA NEKSPCTBERMHBIX CRELTTS, KOTORLIE WCCNELYHTe,

§.4.3. MeToAb DACNPENENSHNS UCHIRITYEMbLIX G FoYInam (ParioMusaLnus);

9.4.4. BeiDOD 03 4R M3YHSHBRA,

9.4.5. piBON J03 1 BPEMERY NPUEMa NeKADCTBEHHQOIC CPEACTBA AN KAMA0r0 HCNbITYEMOrD;

9.4.6. «Ccrnenoin MeTos {ecn nCnonNL3YyeTcH),

9.4.7. Ape[IlUECTBYIIEN 1 CONYTCTBYIILLER TR,

9.4.8. cofinoieHne NCnbITYSMBIM PEXIMA NeYeHre.

9.5 [axnbie sthderxtverocTr ¥ DesonacHocTik (OueHka W rpadnk onpefenenus nokasatensi
ahhekTBROCT ¥ §B30NECHOCTH).

9.6, HdaqHHpe OTHOCWTERLHD FEREHTHY KauecTea (CepThdnKaT ayinTa, ecnik ApoBOARNcA}.

9.7. 3annarvipOBaHHBLIE B NPOTOKONE CTATUCTAYECKIE METO b

9.8, M3MEHSHUS OTHOCUTENBHO 3ANNSHNPOBAHHOND NPOBEASHIS UCNRITEHNS WA aHanuaa.

18,  HMnudhopmauns o8 WCNbBITYEMEIX,

10.1. Pacnpegenghye KCNLITYSMBIX N0 TPYINaM.
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10.2. OTKROHEHNA OT NPOTARGA.

1. Quenka s3hgrekTBHOCT.

11,1, Pkl AassbiX, KOTODLIE BHANNSADYIOTCRA.

11.2. [emorpahudeckme Winu Apyrue UCXOAHBIE XAapaKTepucTM.

11.3. Flokaaartenu oTHocHTeNsHO CoBNASHNS UCTILITYEMEBIMY PENMME NEveHKe,

114, Pesynsrars ousHim 3hgeTBHocT ¥ cocTasnerne Tabnuil fanHeIX [0 KoMy NaUmeHTy,

11.4.1. anans shgeTuBhocTH,

11.4.2. CTarneTUHBCKMS/HANWTHHYECKHUE BONPOCHI;

11.4.3. npenocTapneHKe B TatNMUEX JanHsX WHAKBHAYANLHOW PEaKIMY UCHbITYEMBIX HE NeYeHne;

11.4.4. 4033, KOHUEHTDEUWA NEKapoTREHHONS CREeSCTRA ¥ X BIAUMOCBA3L ¢ peaKklued nauveHTa
Ha NeKapCTReHHOS CRSACTRO;

11.4.5. BIaMMOASACTEBUE NEKAPRCTEO ~ NEKAPCTEO, NerapcTao - BonesHe (8CNK MIYHanots);

11.4.6. BLIBOALE OTHOCUTENLHO SHEKTUBHOCTH.

12. OnpegeneHue Ge30nacHGCTH.

12.1. Dobounsie apnenas:

12.1.1. KpaTioe pesioMe O NOSOUHEIX HBISHWSX;

12.1.2. npanocragnese pdopMatiny 0 NoBoMKbix SBREHUAX,

12.1.3. axanis nobouHbiX ABNEHNRA;

12.1.4. cnvcky neBoyHsix aeriesuil, KoTopele HabNAaNKce ¥ BCEX NALUeHTOoB.

122, CmepTs, JRYIVe CephedHble NodourHLIE RBNSHKA, 3 TAIOKS CepbesHuie NobouHLe peaxyui,

12.3. OusHka xnuHuKe-rafopaTopHeIX NoKasareneii

12.3.1. rniepevets MHAWBUAYENLHBIX NaBOPATOPHLIX MNOKA3ATENER HCALITYEMEIX W 3HAYEHUE
KEMOre MaronorMyeckil M3MeHEHHOro NalopaTopHoro NoKasaTens,

12.3.2. olerHKa ERoro nokazarens nadoparopHeiX MCCRenoBaHni;

12.3.3. nafopartopHble BenuyuHb 3@ BECh NePUCA MCCNe0BaHNS;

12.3.4, MHOUBMIYATTLHLIE KAMBHEHNA NoKazarenasl y BoneHbIx;

12.3.5. wrOMBUOYSNbHBIS KIMHIHECKN SHAYKMBIE NATONOIMYMECKIE OTKINOGHERNS NOKSSATEEeN.

12.4. TlapaneTpbl MUIHEHHC BaHbLIX (DYHKLWH Opraniema, NanHbie oD LeKTHEHOTD HCCNeNoRaHns
n gpyras uHbopMaura 0SCNefoBaHnna, KGTOPas KACASTES BONPOCOB BaI0NacHOCTH,

12.5. Jawmovedine o 6830N8CH0CTH.

13, OOcywpaenns v oOLLEE 3ZURNICHEHRE.

14, Tabrub:, pucyHis, rpauiin, Ha KOTCDLIE AaHE COBIMEM, HO KOTODLIE HE BOLUNK B TEKCT OTJeTa.

14.1. Hemorpaduueckune gandbie (0BoBLWeRHbIe PreYHKN, Tabruds!).

14.2. BauHble no sddertusHocTi {0DobuieHHbIe pucyriy, Tabnmlp),

14.3. damubie no SezonacHocTy (0600 eHbie DSy, Tabrnio):

14.3.1. npegocTapneHne JaHHbX O NOBOUMHLIX ABNSHUSAX;

14,3.2, nepevetib CHNYHAEEE OTHOCUTENBHO CepbesHbIX DOGOUHLIX ABNEHWE,

14.3.3. onucaHKe CNYYaBe TSHENbIX RODOUMHEX ABHESHUIA;

14.3.4. nepeysks NaTONOTMHMECKA K3MEHEHHBIX NoxadaTenel naboparopHeX KoecneaoeaHui (no
K2KOOMY UCNBITYSMOMY).

15, CnusoR naTeparypst,

18, TlpunokaHys.

16.1. Mindpopmast of uenbiTaHKy

16.1.1. NpoToKON ¥ NOMPABEY K NMBOTOROMY,

16.1.2. cOpasel HANMBUSYANLROA perncTpaLMorHol dhopsis,

16.1.3. CTpannlpt © YEKA3HKEM ITUHECKUX MOMEHTOB K BoiBOJ KOMWCCHM MO BONDOCAM 3THKH,
obpastpt MMCbMERHOR MHODMALIMK JNR MBLMEHTOR K QOPMEl MEDOPMUPOBAHHOT COTTacHA;

16.1.4. nepevers 1 XapaKTepucTukl MConefosaTened 1 APYrvx OTBETCTBEHHBIX AL,

16.1.5. NoAMICH OTBETCTREHHOTO HCCNEJOBRTENS UM DYKOROAUTENS KITMHAYHECKOrO MONLITAHIEA,

16.1.6. aHarnUTUYECKEs ACKYMSHTAUMS - cepTuibukaTh SHANW3a NeKapCTBeHHOID CpeacTsa,
KOTOpOE UCCNenyeTcs;

16.1.7. cxema pasboMusaum v Koas! (MASHTUDUKALIMS NaMENTOD ¥ HAIHAUSHHDE NeYsNre);

16.1.8. ceprathbukarsl ayanTa (ecnv NpoBoSURAKGE),

16.1.9. JOKYMEHTaLMS NO CTATUCTUNECKIIM METOAEM,

16.1.10. pokymerTtalmua no nabopartopHoll CTaHAapTU3aLln MeTonns 1 ofiecneuesns kadvecTaa
NPOUSAYE, 8CHY NPUMEHSATACE;

16.1.11. nyBrivikauyis, Dasnpyiowecs Ha SAHHOM WCHTaKKK,

16.1.12. BaxHble NYGIKaLm, Ha KOTOpbIE CORNANTeS B JAHHOM OTYeTe,

16.2. Tepeverb ganHbix ofl uonsTyemelx;

16.2.1. MCRLITYEMbIS, KOTODRIE BhiDuilin U UCTILITaHWS,

16.2.2. OTRIOHEHNUS OT NPOTOKONE,

16.2.3. nenbiTyeMble, KOTORLIX NCKIKMKT N3 anaiinia aheKTUBHOCTH,

16.2.4. nemorpadvHeckne Naksbie,
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16.2.5. cobmoferne DeNMa NeveHits ik JaHHbe ¢ KOHLEBHTDaLMY NekapcTBeHHOID CRBACTRE
(eCnr MMETCH),

16.2.6, vRAMBUAVENLHLIE JAaHHBLIE OTHOCUTENLHG thDeRTUBHOCTH,

16.2.7. nepeuets nobodsbix saneHui (No BCEM UCTIBITYEMBIM),

16.2.8. nepeverb WHAWBYAYENLHLIX Nokasarensi nadopaTopHbl WCCNENoBaHMA Y UCTILITYEMEX,
ecriv TpebyeT PeryNSTOPHbLIR YIGNHOMOHEHRLIA opran,

16.3. VinguBMgyaneHbie perucTpalncHtnie qopmet {ganes — UPd),

16.3.1. UPO no cnyvasm CMepPTH, BPYIUM CepbedHbiv MOoBOUHLIM  REJSHKAM W CNYyYasM
BLIBEABHAS U3 UCCHELDBANKA B CBA3W C PA3BUTHEM NODOUMLIX ABNEHE,

16.3.2. apyrie WP, npefcTasneHsbie Ha PaccMoTpesne.

16.4. Nepedeqh pakHb [0 KEKOCMY UCRETYEMOMY.
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MNpunoxenne O
{oDasaTenbHoe)

MPOUERYPA COMMACOBAHMA, OHOBPEHNA M WBEPH(L{EHMH MPOTPAMM
(MPOTOKONOB) KNIMHUYECKIX UCTILITAHWMK

1. TIpenoctapsensse MaTeDHaisl WIHHETCCKOID RCOMTAHHA HOUIeXar swctepruse s Y
«[1esTp SKCHePERS ¥ BCRRTANIH B 3ADABOOXPANEHNIH », KOTOPAA BIIIOYACT CHGLYIOTIHE STATR:

MePEHUEAS  BXCTIEPTHSA, Nelkio  KoTopoll  ABINCTCS  OPOBEDPKA  COOTBETCTRHA  3anBKH |
HPEJOCTARNEHIEN  MATEpHANOR KIMHETECKOrD MONBITAHMA  VOTAHOBRNCHHABRIM  HODMATHBIO-NPABOBRIM
TpeBOBAHUAM ¢ TOURHA BPEHEN HOAHOTR 10 0lseMy B IPABIILAOCTH DOPMACHIA;

CHEUVTHBHPOBANNAY  PKCIICPTHSA NPENOCTABIEHHBIX MATEDHANOB BKCOCPTOM KOMHCCHM 1O
JICKAPCTECHHEM CDEACTRAM € UOABI0 COCTARNCHHA MOTHBHPOBAHHOLC SAKTIONEHHA  BOIMOKHOCTH
(HEeBOBMOMKHOCTH)  NPOBERCHAA FIHHMYeCKOT0 NCHBITAHNE  COVIACHO  OpejcrasIeHuofl  nporpamse
(MpoTOROAY ).

2. YVII «Ilewrp skenepTis U MCULITAHWE B SAPABOOXDAHEHUH» OCVINECTBIACT IEPBUHYHYIO
DKCHEPTHZY WPEJOCTABASHHBIX MATEPHAIOE KIMHIYECKOTO HCHBITAHEA B CPOK RO 10 padoaux ameii ¢
MOMEHTA HOCTVIieHna sasskw. o pesyiaprataM pDepeHuaHol sxeneprmsil YII «llemrp sxcneprus a
HCOBITAHRHE B 3APABOOXPAHEHHE» NDEAOCTARIAET 3aSBWre/N0 HHchMerHsll orser. [IpH orpHIATETEROM
JXUONEHEH  BepBHUHON sreneprisst VI «l{entp swemeprms M HCHBITAHMHE B 3ADARCOXDAHCHH»
AHCHMEHHO COODM@AeT 3AABMTE/NO O TOM, IO MATEPHANL! KINMHEYCCKOTO HCHLITANHA 1I¢ MOTYT OBITh
NMPHEATE K PACCMOTPEHHI), VEABAR UPHYMHEL HAM JAUDANIHBAST V SBAABETONA JOUOIHHTEILHDC HIH
oreyTeTEYIONEe Jannkie v/ wra nihopManuie, geofxoumyn 1A ofecieue U COOTBETCTBRA MATePHALON
KAHHHIECKOrO BCUBUTAHI IOPHARIECKEM B TEXHIUECKIM TPebOBaAHMAM,

Sagpuresb 0palarMBaeT MATEPHANS KIHHEITSCKOTO HOMTANEA B COOTRETCTRAN ¢ 3aMeYaHuaIMu
VIT «Ifentp sxciepras ¥ HCULITAHNE B 3/(DAROOXPAHEHHH» B CDOK A0 30 KaneHNapHBIX AHcl. Bpem,
HeODXOIUMOS A JOPabOTRE, HE BXOWT B CPOK NPOBEHEHHA BRCTICPTABHL.

Fenm 3aaButent B Tedeune YCTAHOBACHHOTG CpOKa He npegocrapaseT g Y11 «enrp sxenepras a
HCHBITAHEN B SAPABOOXpAHCHHH» AOpafoTaHBble MATEPHAAB WM IHCHMO © OOOCHOBAHMEM CPOKOB,
HeOOXOMEMEIX U MY ZOpadorRE, a TAIOKe ecli TPeOCTABICHHEBIC BasBATENeM AONMONMNTCARHBIC HIU
OTCYECTBYIONINE Jannie B/ wadopMans e obecleuiiaeT COOTReTCTRIe MATEDHAIOB KIKHHYCKOTrD
HCUBTAHNS KOPDHIANTeCKEM 1 TeXHHYeCKHM TpeDOBAKMIM, TO MATEDHAAL KIMHUUCCKOTO HCHLUITEHHA
CHEMAWTCA ¢ paccvorpenns. O upumstom pememan VI «llemrp swemeptus »  wenmiranuidl e
FAPABOOXPAHCHUN » THCEMERHO coofacT 3asBHTEITIO,

3. B cayuse NOAOKWTERBHOTC 3aRAYSHEA 0 DESYARTaTAM NePEHYHON SRCITePTHSR MATePHAN
KAMHEIECKOTO HCOBLITAHMY  HOTEMAT CHeUHAMUSHDORAHHON DECOEPTHZE IRCHEPTOM KOMHECCHH 10
JEKAPCTREHHELIM cpepersaM (0 Bpoduiino KARHHYSCKOND HCHBITAHMA)} B CPOK A0 30 pueil. B xoge
HpoReACHHS  CHCHHUIH3UPOBAHACH DKCOCPTHIHN MATEDHAIOR KAMHHYECKON WCHBITAHMA ¢ U
DO VOREH 32RTI0YElNa O BORMOKHOCTH DPOBEMeHHS IHHIPIECKOIO HCHBITAHNA, IECHepT depes YII
«[leHyp srenep T3 B ACIHTAHRHA B 3APABCOXPRHCHER> MOMKET 32UPOCHTS V FAABHTEAN JOTOIHHTE/DHBIC
Marepuadibl.  Bpes#,  HeobxomEMoe A8 WX NOATOTOBKE, He  BXOIHT B CPOK  UPOBEHCHHN
COLHHAIHANPORAHKON sReHepTHSRI. oA B KIHHHUSCKHY HCHBITAHMAY NPCIIONATaeTCad UPHMEHCHES
NpeapaTal AR PeHHOl  TEpAandH WIH  JeKapPCTBEHHBIY CPeleTB, KOTOPBIE COHCDHGT TeHCTHUSCKH
MOJHGUIEPORAHELIE ODIaHnaMb], TO CPOK IPOBeIedd CIeHuaANTNIAPORANHON OHEeRKE MOKET COCTABILTE
60 nuelt; npE HeoDXOHMOCTH, HTOT CPOR MOMer Bprrs OPOANSH emie Ha 60 juell. B cayuae upuMenenss
TEPANNE KCCHOTEHHLIME KICTKAMH 3TOT CPOK HE OIrPaldelt.

Ecau saapurens B revenne 60 KaleHpapuny el ge openoctapnser B ¥il «[fenrp skenepris u
HOHHTAHNE 8 3APABOOKPAHEHWN»  33UPOINCHHBIX  ACTMOMHHTEILHBIX MATCPHAAOR WAM  HHCBMO ©
oOOCHOBARHEM CPOKOR, HEOOXONHMMBIX JJIH HMX [HOAPOTOBKH, TO MATERHAADI KIHHHHECKOIO HCHBITARN
cHAMATER ¢ paceMmorpesmn, O uapuugtom  pesresms Y «IlenTtp sxcuepras # o HCHBTAHRE 8
BAPAROOXDAHEHMM » THCpMenuo coolmaer sassurensio. UIpu 5ToM CTOoMMOCTs HPUBEASHUA JRCHEDINBIX
pafior sagRiTeNo Be Bogepamaetes. B aspaeiiimes, [0 MKeTAHAN 3AABHTCN, MAaTCPRANB HOBAWTCR MK
OOAVICHHA SaKDOYCHUA OTHOCHTEABHD UPOBMICHHA KAMBHUYSCKOrO HCIMTARHA B YOTAHOBJICHHOM
TOPAIKE.

4. Ha ocgoBanyi DRCICPTHIBRE JOKYMORTOR, YRKaIAHEX B Hepeune AOKyMErton, UpeierabiemMpx
JUIA RASHAUCHIE KTHHIHECKHK HONBITAMTH JNeKaperBessny Cpeacts, B TpefoRanul K 3THM JOKYMEesraM
(mocrapoptenne Munucreperpa  3apapooxpanenns Pecoyfaugs bemapyes o 07 Mag 2009 . N 52) u
PE3YALTATOR HCHBITARIN NEKAPCTBEHHEIX CPEACTE HA COOTRETCTRNE TPeboBAHESM IPOeRTa HOPMAaTHBHOTO
JOKYMEHTA [0 KOHTPO/NO  Kasecrsd, BuirosiHemasx  YII «llesrp sxemeprEs n monransit g
SAPABOOXPAHEHHN», BEIHOCHTCA JECHEPTHOE 3AKAI0MEHRE O BOZMOMWHOCTH (HEBOSMOMNOCTH) NPOBERCH N
KIAHAYECKEX  BONLITAAWIL, KOTOpOe  VIBep#iaercs wompccedeldl 0o JIERApCTBEHBLIM  CPEACTEAM B
FOTRHOBACHHOM IIOPARKE.

5. B oHyuae HECOUAACHN © PEeNeHHeM KOMHCCHH 10 JIEKARCTECHHBIM CREACTRAM OTHOCHTEALUO
OTEA32 B UPORSASHAN KIRHHYCCKOTO HONBITAHNA, SAMBHTE s MOKET NOARTH COOCHOBAHAYIO AHEIALNG B
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Mpuuuereperso 3apasooxpasenms Peouy0anks Berapych HA DPODDREHEH 30 Kanewiapaunx goael o
MOMEHTA IOAYICHHA DEHIeHTL

6. Muuncreperso zsapasooxpagesan Pecoyiinxy Besapych paceMarpusier NpeRUCTARIeHIYH
OBOCHOBANHYIO ANCAAANEI He Gomee 60 KUISHAAPHBIX AUEH ¢ MOMEHTA £¢ TIOXVHEHIA ¢ HeAhIO BLIHSCeHA
OROHHATENEHOTO  pemednd. OkOHUATEABROS  PEIHeHNe ¢ COOTBeTCTBYIONMM  0BOCHOBARHEM
IPEARCTaBIFeTea BAARNTEN0 B BHuceMenuoil dopme.

7. JRCHEPTHIA JOKYMEHTaNNH W IPOUERypa  COMMSCORAHNA, VIREDNRISHMSA H  onobpeHss
nporpaMMbl (APETOKesA) WIBHHYCCKAX HCNBITAHAN BRIIOIHASTCH NS BCEX MEKaPCTBEHHBIX CPENCTB BHe
BABECHMOCTH  OT TOr0O, BRNOAEAITCA STH BECHMTAHEA ¢ UeABK) JTOCHeayIomed TocyiapCreeHHol
PCTHCTDAILME, HNH B PAMKAN  HayIueld  MEOJUUWHCKHX  HCOAeNOBAHWE, HAM  WOHRITARHH
OROSKBHBITEHTHOCTH.

Ans BapervCTPRPOBANIEIN JeKAPCTRCHHEIN CDEICTR, OKCIICPTH3A MUKYMEHTANHA # IPOKCAYpa
VTBEDHIEHEA BPOrPaMMEl (IIPOTOKOIEL) KANHHHECKEX HCOBITAREN BRTIONASETCH B CIICIVIOTIHX CAYIAEK:

NERAPCTBCHECE  CPENCTEO  IPUMCHACTCH 110 HOBOMY HOKASAHIIO, JCKAPDCYBEHROS CPEJCTRO
HPEMEHIeTeN ¢ WORLIM PeKHMOM JORUPOBANEI HAM HOBCH HPOJOIEHTEABIIOCTRID KYPCA TePAnH;

JIERAPCTBEHHOE CPENICTRO fPHMEHAeTCT ¥ HOROH TPYIUNL. NAUHCHTOR {U3MEHEHNe BOZPACTHBIX
KPHTEPHEE, NOJOBHIX KPHTCPRES DANHEHTOR M T.11.}.

Jra 3apersCIPHPOBSHIBIN HEKADUTBSEHEIN CPEJICTE, KOTODHE SAMBNAIUICH HA TOCTPEruCTPAITHONIHEE
KEHHHUCCKHE VCHBITAHIY, SKCHePTH3A MOKYMEHTAME H HDOLEAYDR VIBCDMACHIE TPOTPAMME! KINHIGeCKHUN
HCNEITAHu He PpefiyIrTes B Cayuamy, ecil BIHHHYeCROS HOHBITAHME HPOROLHTCR © TeNbI0 H3YICHIA:

DAPMAKOIKOHOMIMOCKHY HOKA3ATEe HeRAPCTEEHEDID CPEICTRA;

OT/ISHHBIX PESYIbTATOB JUIHTEAbHOH Tepani JeKaperBentbiM CPEACTROM 1O THOKABATEIAM,
VIBCDHZCHHBIN B MHCTPYKIME IO £T'0 HPHMEHCHHD,

QapMAKDKHHSTRYSCKIX IORAZATEIE] M CROHCHED OTHOCHTENLHO BIAMMONEHCTBES € JAPYUHME
APETHCTPRPOBANELIMY JCKAPCTEEHHBIME CPENCTRAMY, UDHMEHASMBIME TAKKE B PAMEAY VTBEDSRICHHBIX
HHCTPYKIHIT 10 MEIHIBHCKOMY 1 PYMEHEeHIIO,

8. OrpercreensrIM 32 paspaborTky NporpaMmel (MPOTORONA) KAHHMYLCKOUO HCHBITRHNS SRILIeTCH
CTHORCOP KIHEHYECROTO Henrtaima. B pazpabotre TporpaMMel (TIPOTOKOAR) MOTYT EPHHIMAT, VUACTIIG JENa:

HMEITIAC MEHHIPHCKOE COPAsOBAEe B IPOWeIHKe oDyueBHe UPDARIIaM TPOBSACHHA KIHHHYGECKHX
HOOBLITEHAR  eKAPCTBEHHBIX CPEECTE, a TaloKe HMMEIOUHe CHeIianusanmo » ofmacm  eMAEIecko
(papMaKOIOTHH AW CHCHMATMBAIEIO 1) HROMRITIO KIHHHYECKON G SCIBITAHES;

CHETHANHCTH 70 OUOCTATHCTHRE.

JIHpa, IPREEMABINe VUacTie B paspaboTe HpoTPamMbl (HPOTOROME) KIHIIECKOIO HCIBITARMA, &
TAIGKE CTBETCTREEAGIEC HOOICHORATENH KIKZIOT0 HCCISIOBATENBUROTO HEHTDA VAOCTOREDAIYT CBOMMI HOATTCIME
OKONYATENBHEI  BAPHAHT NporpaMmer (JIPOTOKONA) KIHHIURCKOI) BCOBTAHMA HA €€ NOCHeaueM Hin
OTReALHOM AHCTE (KOTOPOMY IPHCBANBACTA CKBOZHOMR ROMep).

9. Ilpu [OROBOICHEH KNHEWUECKUX HCUBITARWE JCRAPDCTREHHBX  CPOHCTE  OTCHECTRERIOTO
HPOR3BOJCTBA YIIOAHOMOYEHHEIN NPECTABHTEND 3aABHTENAS W PYKOBOANTEAN EINHHYECKHY NEeHTPOR
IIPOBOJIHT CODTACOBAHMC XPOIPAMME! {XPOTOKOIA), VIOCTOBEPHH CHOMME TOWIucAME THTYASHEBH JHey
ORCEYATEIFHOTO BAPHARTA IPOrpaMMal (IPOTOKOJIA) KIMHHYECKOTCG HOTBITATIR,

Barewm gporpamya (MPOTOKOA) KIRHEYMCCKOUD WCHBITAHNA TDOXOHHT HPOHEIYDY COITIACOBAMAAN
YIOAHOMOUEIITRIME S IAMHE YII «liewrp 5KCUCPTUS # HCUBITAEHA B 3APAROOXPARCHHE» (B paMKax
EepBRYHCH  BROCpPTHILI), IVIARHBIM  KAMHHYECKEM (1}apwamﬂm oM MEHHCTEDCTBR 3/ DABOOXPARHeHHA
Peciybnurr Bemapyes (B paMiax eHelBayua3apopanHol axcueptsbl) ¥ yreepagaercs Musnerepersom
sppapooxparenns Pecnydinku Benapyes.

VIBepRACHHMH  BADHART NPOrpAMMBL  {DPOTOKOAR)  KEHARYEOKOro HCUBITAHEA  [IPOXOIRT
upaueypy onofperus K3/3CWIT secex BecaeosaTe be Xy, HEHTPOR, YHACTRYIONIHX B HCHBITARIN,

1. Muanucreperso  sppapooxpapenns  PecoyOmaks  Benapyes  paspeinder  HpoBeienne
KAMHRMECKHN MCHBITaHME ASKAPCTBEHHBY CPEACTE H VIBEPWAAST HPOTORON KAHHUYECKOTO HCTBITARMA
TOABPKG WA OCHOUBRHMH  PEROMOHIAINE KOMMECCHM 110 JeKADCTBEHHNM  cpegeriaM  Mpmmcreporsa
aapasooxparenus Peenylonky Benapycs.

11 Honpasky & nporpamye (IPOTOKONY) ENHHMHECKONO MCIUBITAHKA UPOXOIET TV e HPOReAVDY
SKCHeRTHAH, COMMACOBARILL, YIROPAGILHNS H oJobpeHud, wro # nporpavma (EPOTORWL) KIHHHIECKOT)
HCIBITanuss (1. 9 BACTOAIIRTIO DPIIMKEHNE K TOXHIURCKOMY KOACRSY ).

12. Bl B XOAe KTHHHYeCKOrD MCILTAIEA 3aABHTCAL PCHIACT BHECTH B IPOTOKOMN WCTILITAHML
IOUPABKH, KOTODLIE HMEXT cymecrsennbill xapaxrep {Hpmw}z«wne JI K mgacTosmienmy lexrmqecaowy
roperey), o coobugaer s Y1 «lentp srcitepTis B weuurranmni B sapascoxparenins» 1 K872CHIT, xoropniit
opeOpHA YRASAHHOE HWCIBITANEE, O DPHUMHAX H COMEpKAHHN [Ipe/uTaraeneix nonpascx. O sroll neasno
3AABHTEAL opaet B Y11 «Llentp sxcuepTs 0 HCHBITANMWHA B 35DaR0OXPAHCHII»

12,1, COHPOBOATEIBHOE MHCHME, KOTODPOE BRAKYAST DCHOBANNE JUBT OIIDETeNSHIEA HOMPABOK KAK
CYIECTBEITHBIN;

12.2.380BKY COTIACHD UpRIokerum J K HACTORINEMY TEXHAYLCKOMY KOTEKCY,
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12.3. BRACPAKKH M3 H3IMEHEHHLIX HOKYMEHTOB, KOTOPME COJEDHAT CTAPYIO B HOBYIO PCIAKIHIO
TEKCTA WIH HOBYH BEPCHIO NSMEHEHHBIX JOKYMEHTOB, KOTOPRIE MOMHO WACHTUGUORPOBATE 10 HX HOBOMY
HOMEPY H JATe;

12,4 JOTMOIHATENHIVIO HHQOPMATHIG, KOTOPAS BEIIOURET pPe3iOMe AIHULIX (10 BOSMOIKHOOTH),
oBHOBMEHEYKY OOV OIECHKY DHCKA H TOAB3E (10 BOSMOKHOCTI), BOSMOMKHLIE OCHGHCTBRA UL
HCIBITYEMDIX, YKE BEAIGUCHHBIX B WCUBITAHHE, BOBMORMEBIC HOWIENCTRHA LT OUCHKW POSVABTATOR
HCITBITAHSE.

13. Ecotn cytieerBenuad IenTHYEAY TONpaska orrocnTed Gonee yeM ¥ ool opodpenunii pasee
nporpavive (IPOTOXKCAY) 78 KOHEPETHORC HCOAeIVEMOre JCKAPCTBOHHOTO CPeJICTRA, CUOHCOD MOKeT
upeacraguth ofobmennoe coobmenre 8 VI «ilenrp skenepras ¥ HCOLITAHME B 3ADABOOXDAHEHNE» H
Ka/0CHI, goropeidl o/ofpii YRASAHEGE HCUBITAHAS IPH YCHOBEH, Y70 B COUPOBOMHTEIBHOM HHCEME B
3A8RKE VKAZAH HePeveHs BCeX HPOTCKOMOR, K KOTOPLIM HMeeT OTHONICHEES HONPaBKa.

14. COGHCOP TPOROIRAET KWIHHHUECKOe HONBITAHEE B COOTROTCTEHH ¢ BHECEHHBIME HONPARKIMI
TOABKO B CAYYAC, 6N OH HONVUWl pazpemernue Munncrepersa 3gpapooxparennd Pecoybnurn besapyes
OTHOCHTENBHO MPeJCIaraeMbx HOTpasok ¥ onobpenye wx K3/BCHILL

15. BosiH BONpaBKE HE OTHOCKTCH K «CVINRCTBeHHbIM» {TOUDABKE HE OTHOCHATCN K CVIIECTRCHTRIM
(HecyiecTBEREbIE HONPABKH) €CAH, HAPIMED, BEMEHACTCE KOHTAKTHLIH Tenedon, HaMenseTcl HasBange
BAABHTEMN WIN HAMEHASTCH MORITOD WA Hooke1onatens B moboil crpare, kxpoyve Pecnybruky Benapyves, o
TALY COOTRTCTREHHO KPHTEPHAM, YRASAHHEIM B Nyaxre 1 upriaoxesns K K HacrodleMy TeXHHYeCKOMY
KONEKCY H e OHB He HMEIT OPEAMOIO OTHOIMeHNN K HPOBEICHHE KIHHHYCCKOTD HCILITAHRA B
PeciryOnmxe benapyes, 1o oHM #e nopnexar sxcmeprsse B YIT «llewrp sycmeprus u wcnsitammit g
anpasooxparenny. B aroMm wrvuae sasmurens apeperannger B Y «Ilearp srcieprus u UCuBITagEid B
aapapooxpanewmay w K/OCHL, roropril opofipis yrasamuoe HCHLITAIHE TONBKO HHGOPMATHOREOE
cOOBIIEAHE O RHECEHHT HeCVINeUTECHHEIX ONPABOK B OKYMAHTARHID,
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