(HauunoHanbHbIN npasosoit MHTepHeT-nopTan Pecnybanku benapyco, 22.06.2018, 8/33241)
IIOCTAHOBJIEHUE MUHUCTEPCTBA 3JIPABOOXPAHEHHMS PECITYBJIMKHU
BEJIAPYChH
23 anpens 2018 1. Ne 36

O npenocraBjieHUU MOJTHOMOYM

V3MeHeHus U AOTOJIHEHUS:

[Tocranosnenne MunucTepcTBa 3apaBooxpaneHus Pecrry6imku benapycs ot 18
HOs10pst 2020 1. Ne 104 (3apeructpupoBano B HarmonansHOoM peectpe - Ne 8/36088 ot
30.11.2020 r.) <W22036088>;

[TocTanoBnenne MunucrepcTBa 3apaBooxpanenus Pecrryonuku benapych ot 25
suBapst 2022 r. Ne 5 (3apeructpupoBano B Harmonansnom peectpe - Ne 8/37613 ot
11.02.2022 r.) <W22237613> - BHECEHBl U3MEHECHHS U JOTOJHEHUS, BCTYIUBIITHE B
cury 16 ¢eBpans 2022 r., 3a HCKIIOUYEHHWEM W3MEHEHUW U JIOTMOJIHEHHI, KOTOpHIE
BCTYNAT B crity 1 utons 2022 1.

[Tocranosnenne MunucTepcTBa 3paBooxpaneHus Pecryonuku benapycs ot 25
saBaps 2022 r. Ne 5 (3apeructpupoBano B HammonanmsaoMm peectpe - Ne 8/37613 ot
11.02.2022 r.) <W22237613> - BHECEHbl U3MEHEHHUS U IONOJIHEHMSI, BCTYNIUBILINE B
cuny 16 dpespans 2022 r. u 1 urons 2022 r.;

[Tocranosnenne MunmnctepcTBa 3apaBooxpanenus Pecriyomuku benapycs ot 14
Mapta 2024 1. Ne 50 (3apeructpupoBano B HarmmonanpHoM peectpe - Ne 8/41327 ot
01.04.2024 r.) <W22441327>;

[TocTanoBnenne MunucrepcTBa 3apaBooxpanenus Pecrryonmku benapycs ot 21
sauBapst 2025 r. Ne 5 (3apeructpupoBano B Harmonansnom peectpe - Ne 8/42818 ot
29.01.2025 r.) <W22542818>

Ha ocnoBanuu mopmyHkra 8.25° mynkra 8, moamynkToB 9.1 u 9.8 mynkra 9 ITonoxeHus
o MunucrepcTBe 3apaBooxpaHeHus PecnyOnuku bemapych, yTBEpKACHHOTO MOCTaHOBICHHEM
CoBera MunuctpoB PecrnyOnuku benapyce ot 28 oktsiopss 2011 1. Ne 1446, MunmcTepcTBO
3npaBooxpanenus Pecny6onuku benapycs IOCTAHOBJISET:

1. YIo1HOMOYUTS:

1.1. pecnyOnukanckoe yHuTapHoe mnpeanpusatue «lLleHTp d3KcnepTu3 | UCTIBITaHUN
B 31paBooxpaneHun» (nanee — YII «lLleHTp sKcrepTH3 1 UCTIBITAHUY ) Ha:

MIPOBE/ICHUE KOMILJIEKCA 3KCIIEPTU3, OCYIIECTBISIEMBIX IPU PETUCTPALIMH (ITOITBEPKACHUN
perucTpalyu) W MHBIX MPOIENypax, CBSI3aHHBIX C pErucTpanueil JIeKapCTBEHHBIX CPEICTB,
B paMKax EBpa3uiickoro 5KOHOMHUYECKOIO COI03a;

MPOBEJICHUE KOMILJIEKCA TEXHUYECKHX paboT, CBS3aHHBIX C IIPOBEIECHUEM 3SKCIEPTHU3,
MHCIIEKTUPOBAHUS MTPOU3BOACTBA MEAUIIMHCKUX M3JENIHM, UCOIBITAHUM U IPYTUX UCCIEIOBAHUI
JUISL OCYIIECTBIIEHUS] PErMCTPALMM, BHECEHHUS WM3MEHEHUN B PETMCTPALMOHHOE J10ChE W MHBIX
CBSI3aHHBIX C PETUCTpALlMENd MEAUUMHCKUX W3JEIUMA MpoLeayp B pamkax EBpaszuiickoro
SKOHOMHUYECKOI'O COI03a;

TEXHUYECKOe 00ecleueHne peain3alui B HAlMOHAIBHOM cerMenTe PecriyOmuku benapych
00IIMX MPOIECCOB IO POPMUPOBAHHUIO, BEICHUIO U MCIIOJIb30BAHUIO:

€IMHOI'0 PEECTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB B pamkax EBpasuiickoro
SKOHOMHUYECKOI'O COI03a;

€AUHOr0 peecTpa MEAULMHCKUX U3JAEINN, 3aperUCTPUPOBAHHBIX B paMKax EBpasuiickoro
SKOHOMHUYECKOI'0 COI03a;

ennHoON uH(OpMANMOHHOW 0a3bl AHHBIX I10 BBISBICHHBIM HEXKENIATENbHBIM PEaKIUsIM
Ha JIEKApCTBEHHBIE TPEeraparhl, BKIIOYAONEeH coo01eH!sT 0 HedPEKTUBHOCTH JI€KApPCTBEHHBIX
MpenaparoB B pamkax EBpa3uilcKOro 3KOHOMHUYECKOTO COK03a;

€IMHOI0 peecTpa yIOJIHOMOUYEHHBIX OpraHu3annii EBpa3uiickoro 3KOHOMHUYECKOTO COI03a,
OCYILIECTBJISIONIUX MMPOBEACHUE UCCIEAOBAHUM (MCIIBITAHUI) MEAUIIMHCKUX U3ACIIUNA B LENSIX UX
perucTpanuy;

ennHON wuH(pOpMANMOHHOW 0a3bl JAHHBIX MOHHUTOPHMHTa OE€30MacHOCTH, KauyecTBa
1 3 (PEKTUBHOCTH METUITMHCKUX M3ACNIUN B paMKax EBpazuiickoro s5KOHOMHUYECKOTO COI03a;



pealiM3aliiio  Mep 10 OOECHEUEHHUI0  HAAJIEXKAIllero  BBIMOJIHEHHS  JAepikKaTelsiMu
PETUCTPAIIMOHHBIX YIOCTOBEPEHUH 33/1a4 U 0053aHHOCTEH 1O (hapMaKOHAI30py B COOTBETCTBUHU
c TpeboBanusamMu  [lpaBun  Hamnmexamew  mpakTuku — (papmakoHam3opa  EBpaswuiickoro
SKOHOMMUYECKOTO CO03a;

1.2. dhapmarneBTHUECKHI MHCTIEKTOPAT MUHUCTEPCTBA 3JPABOOXPAHCHHUS:

oTaen GpapMaleBTUYeCKON HHCIIEKIMH MUHUCTEPCTBA 3/JpaBOOXPAaHEHUS Ha!

OpraHu3anuio ¥ (WiIu) MPOBEJACHUE WHCIEKTUPOBAHHH ((hapMaleBTHUECKUX WHCIICKITHH)
3TamoB (MpoIeccoB) OOpalleHus JIEKAPCTBEHHBIX CPEICTB HA COOTBETCTBHE TPEOOBAHUIM
HaJuIexaIux GapMaleBTUYeCKuX MPaKkTUK B chepe oOparieHust JeKapCTBEHHBIX CPE/ICTB;

OpPraHU3alI0  OCYIIECTBJICHUS  TOCYIAapCTBEHHOTO  (papMaleBTHYECKOTO  HaaA30pa
3a COONTIOZICHUEM TIPOBEPSEMBIMU CyOBEKTaMH TpPEOOBaHUN 3aKOHOJATENILCTBA 00 OOpalIeHHH
JIEKapCTBEHHBIX CPEJCTB, B TOM UHUCJIE B YacTH YCJIOBHH IPOMBIIIJIEHHOIO IPOU3BOJCTBA,
anTeyHOTO W3TOTOBIEHUS, pealu3allui, XpaHEHHs, TPAHCIOPTUPOBKH U MEAUIIMHCKOIO
IIPUMEHEHHUSI B OpraHU3alUsAX 3]paBOOXPaHEHUs JIEKApPCTBEHHBIX CPE/CTB;

OpraHM3alfi0 TPOBEACHUSA AaTTeCTAllMd  YMOJHOMOYEHHBIX JIMI[ IPOU3BOJIUTENEH
JeKapCcTBeHHbIX cpencTB PecnyOmuku  bemapyce ¢ yyerom TpeOOBaHUE MeXIyHapOIHO-
MIPABOBBIX aKTOB, COCTABIAIONIMX MTpaBo EBpazniickoro 3KOHOMHUYECKOTO COI034;

rOCyJapCTBeHHOE yupexaeHue «l ocynapcTBeHHBIN (apMalleBTUUECKHI Haa30p B chepe
oOparieHus JeKkapcTBEHHBIX cpeAcTB «I ochapmuanzop» (nanee — 'Y «I'ochapmuamzop») Ha:

OpraHU3alMIo U MPOBE/IeHNEe WHCIIEKTHPOBAHUS Ha COOTBETCTBHE TpeboBaHusM IlpaBuin
HaJyIeKaIend TUCTPUOBIOTOPCKOM MPAKTUKK B paMKax EBpa3niicKoro 3KOHOMHYECKOTO COI03a;

NPOBEJICHUE U TEXHUUYECKOE O0ecrieyeHne HHCHEKTHpOBaHUs  ((hapMaleBTHUECKOM
MHCIEKLMN) TPOMBIIUIEHHOTO TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB Ha COOTBETCTBUE
TpeboBanusM  Hanexamelr TNpOM3BOJICTBEHHON IMPAKTHUKH, a TaKXKE€ HA COOTBETCTBHE
TpeOboBanusiM  [lpaBun  Hammexameil  MPOW3BOJACTBEHHOW  MPakTHKKW  EBpa3niickoro
SKOHOMMUYECKOTO CO03a;

OpraHu3alMi0 W MPOBEJACHUE HWHCIECKTUPOBaHUSA  ((hapManeBTHUECKOW  WHCIIEKIIHH)
anTEYHOT0 N3rOTOBJIEHUS BBISIBIEHHOI'O HEKAUE€CTBEHHOT'0 JIEKAPCTBEHHOT'O CPE/ICTBA HA MTPEMET
COOTBETCTBUS TpeOoBaHUsIM Hamexareit antednoi nmpaktuku u ['ocygapcTBeHHOM hapmakoren
Pecny6niuku benapycs;

OpraHW3alMI0 W MPOBEJACHUE HWHCIECKTUPOBaHUSA  ((hapManeBTHUECKOW  WHCIIEKIIHH)
KIIMHUYECKUX  HCCICNOBAaHUN  (WCIBITAaHWI) JICKAPCTBEHHBIX  IPEMapaToB  Ha MPEAMET
COOTBETCTBUSl TpeOoBaHMsM [IpaBun Hamnexamer KIMHUYECKOW mpakTuku EBpasuiickoro
SKOHOMMUYECKOTO CO03a;

OpraHU3alMI0 W MPOBEJACHUE HWHCICKTUPOBaHUSA  ((hapManeBTHUYECKOW  WHCIIEKIIHH)
Ha MpeIMeT COOTBETCTBHS OpraHu3alMu U (GYHKIMOHMPOBAHUS CHCTEMBI (hapmMakoHaa30pa
JepKaTeNell perucTPallMOHHBIX yI0CTOBEpeHU TpeboBanusaM [IpaBun Haamexamen mpaKTUKH
bapmakonaazopa EBpazuiickoro 5KOHOMHYECKOTO CO103a;

OCYIIECTBJICHUE OPTraHU3allMOHHOTO W METOJAWYECKOTO0 PYKOBOJICTBA JESTENbHOCTHIO
UCIBITATENbHBIX ~ Jaboparopuil (KpoMe HWCHBITATENBHBIX JIA0OpATOPHIl  MPOU3BOIUTENCH
JIEKapCTBEHHBIX CPEACTB), aKKpeIWTOBaHHBIX B HalmoHanpHOM cucTeMe aKKpeIuTaluu
Pecny6nuku benapych as1st MCTIBITaHU J€KapCTBEHHBIX CPEJICTB JI0 IOCTYIUICHUS B peaTu3allyio,
a TaKk)Ke JIEKApCTBEHHBIX CPEICTB, HAXOISAIIMXCS B OOpalieHHMH Ha Tepputopuu PecrmyOmmku
benmapycs;

TeXHHUYecKoe obecrnieueHne GopMUPOBAHUS, BEJCHUS U UCIIOJIb30BAHUS:

peecTpa YHNOJTHOMOYEHHBIX JIMI] MPOU3BOAUTENICH JIEKapCTBEHHBIX CpeAacTB PecmyOmuku
benapyce;

peectpa apMareBTHUECKUX HHCTIEKTOpOoB Pecnybmuku benapyce;

TEXHHUYECKoe o0ecrieueHre peaau3aliy B HallmoHaIbHOM cermeHTe Pecny6nuku benapychb
OOIIKX MPOIECCOB MO (GOPMHUPOBAHUIO, BEIEHUIO U UCIIOIb30BAHUIO:

peecTpa YIoJIHOMOUYEHHBIX JIUL EBpa3uiickoro 3KOHOMHUYECKOI0 COI03a;

peectpa apMaleBTHUECKUX HHCTIEKTOPOB EBpa3uiickoro 53KOHOMHUYECKOTO CO03a;

eAnHON MHPOPMAITMOHHOM 0a3bl JaHHBIX JIEKAPCTBEHHBIX CPEACTB, HE COOTBETCTBYIOIINUX
TpeOOBAaHUSAM IO KAQUeCTBY, a Takke (QaTbCHU(PHUIMPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB,
BBISIBJICHHBIX Ha TEPPUTOPHSIX FOCYAAPCTB — WIEHOB EBpa3uiickoro 5KOHOMHUYECKOT0 COI03a;



eauHol uH(OpManMOHHOW 0a3bl  JAHHBIX [0 MPUOCTAHOBJICHHBIM, OTO3BAaHHBIM
Y 3aMpelEeHHbIM K METUIIMHCKOMY ITPUMEHEHHUIO JIEKApCTBEHHBIM IperapaTam;

oOecrieueHre peanu3allid B HAIlMOHAIBHOM cermMeHTe PecrnyOmmku bemapycs oOmiero
nporecca «OOMEH CBEACHUSIMH O pe3yIbTaTax MHCIEKTUPOBAHUS TPOU3BOICTBEHHBIX IIIOMIAI0K
MIPOU3BOIUTENIEH JIEKAPCTBEHHBIX CPEJCTB HA COOTBETCTBHE TpeboBanusM [IpaBun Haiexaien
MPOU3BOACTBEHHON NPAKTUKU EBpa3niiCKOro 3KOHOMUYECKOTO COKO3a»;

pecnyOIMKaHCKY0 KIMHUKO-(papMakomorundeckyro jadoparopuro YII «llenTp skcmeptus
Y UCTBITAHUI» Ha!

y4acTue B IIPOBEJICHUU WHCIEKTUPOBaHUA ((papManieBTUUECKONW MHCIIEKIIMN) KIIMHUYECKUX
ucciaeoBaHUM  (MCOBITAHMI)  JIGKQPCTBEHHBIX  IpEenaparoB  Ha MPEIMET  COOTBETCTBUS
TpeboBaHusM [IpaBun Hamexkameln KIMHUYECKON MpakTUKU EBpa3uilckoro 3KOHOMHYECKOTO
COM03a;

y4acTue B IPOBEICHUHM HHCIEKTHpPOBaHUS ((papMalieBTUUECKOW WHCHEKIWH) HA MPEIMET
COOTBETCTBHUSI OpraHu3alMu U QYHKIIMOHUPOBAHMS CUCTEMBI (hapMakoHaI30pa JepKaTenen
PETUCTPAllMOHHBIX  yJIOCTOBEpeHH  TpeboBanwsM  [IpaBuy  Hammexamed  IPaKTUKH
¢dapmakonaazopa EBpazuiickoro 5KOHOMHYECKOTO COI03a;

1.3. peciyOnukanckoe  yHuUTapHoe mpennpusitue  «HaydHo-mpakThueckwit  IEHTP
JIOTUOC» Ha opraHu3anuio MpoBEIEHUs aTTECTAllUN YIOJIHOMOYEHHBIX JIHI] POU3BOAUTEIEH
JIEKapCTBEHHBIX cpenacTB PecnyOnmku  bemapych ¢ ydetom TpeOOBaHUN MEXKTyHApPOIHO-
MPaBOBBIX aKTOB, COCTABIIAIONINX MPaBO EBpa3uiickoro 3kOHOMHYECKOTO COI03a.

2. Hacrosiiee noctaHoB/IEHUE BCTYNAET B CHITY MOCIIE €ro 0(ULIHaIBLHOTO OMYyOJIMKOBAaHHUS.

Munuctp B.A.Manamko

COI'JTACOBAHO
MUHUCTp MHOCTPAHHBIX JIEN
Pecny6uku benapych

B.B.Makeii
12.06.2018



