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MHVICTEPCTBO 37IPABOOXPAHEHVIA PECITYBJIVIKV BEJIAPYCh

CEPTUOHUKAT

COOTBETCTBUS IPOMBINJIEHHOI' O TIPOU3BOJACTBA
JEKAPCTBEHHBIX CPEJICTB TPEFOBAHUSIM
HAJUJIEJKAIEA IIPOM3BOJACTBEHHON MTPAKTUKHY (GMP)

Ne 174/2021/GMP

“BBIJAH [0 UTOraM IPOBEACHHS MHCIIEKTUPOBAHHUs B COOTBETCTBHH C TTonmoxxeHueM o NopsAAKE U

YCJIOBUSAX HWHCIICKTUPOBAHUA [TPOMBIIIJICHHOI'O NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB Ha

COOTBECTCTBHUC TpCGOBaHI/lSIM Hannexaiuei HpOI/ISBOﬂCTBCHHOﬁ MPaKTUKH, YTBCPKACHHBIM

nocTaHoBieHHeM MuHucCTepcTBa 31paBooxpaHeHust Pecry6bmiku benapyce ot 18 Hos6ps 2020

1. Ne 102.
- MuHHCTEpPCTBO 3apaBooxpaHeHus Pecybnuku benapych MoATBEpXkIAET ClIeyroLIee:

MPOBEAECHO HHCIIEKTUPOBAaHHUE
OTKpBITOE aKIHOHEPHOE 061ecTBO «BopuCOBCKHii 3aBO MeJMIMHCKHX NpenapaToB»

(HauMeHOBaHUE MPOM3BOJMTENS, POM3BOACTBEHHON(BIX) MIOLAAKH(0K))
222518, Munckas 00.., r. Bopucos, yi1. Yanaesa, 64, Pecny6iuka benxapycn
(yuactok Ne 8 mexa Ne 1)

(MecTo(a) HaxOXAeHHs, Tened)OH, anpec SNEeKTPOHHOM MOYTHI)
Ha OCHOBAHUMU:

- npuka3a MunncTepcTBa 31paBooxpanenusi Pecniyomukn Benapyes ot 30.12.2020 Ne 1414

«O TmpoBeleHHH WHCNEKTHPOBAaHHUS», mpukaza MuHucTepcTBa 3ApaBOOXpaHEHHS
Pecny6auku Benapyces ot 21.01.2021 Ne 56 «O6 u3smenenuu mpukaza MuHHCTepCTBa

3apaBooxpanenusi PecnyGauku Benapycs ot 30 aexa6ps 2020 r. Ne 1414»

(yxa3aTb OCHOBaHHUE)

- Ha ocHOBaHWM CBEEHHH, MOJYYSHHbIX MpPU IMPOBEJCHUH WHCIEKTUPOBAHMS, MOCIEIHEE M3
- KOTOphIX ObLTO mpoBemeHo ¢ 25 mo 29 smpaps 2021 r., yCTAaHOBJICHO, YTO JAHHbIH
 IPOM3BOJMTENb JIEKAPCTBEHHBIX  CPEJCTB  COOTBETCTBYeT TpeboBanusiM  Hamnmexamen
_ POU3BOACTBEHHOM NMPAKTHKH. \

~ Hacrosimuit cepTUGUKAT OTpa)aeT CTaTyC NPOU3BOJCTBEHHOH(BIX) MIOWAAKK(OK) HA MOMEHT
[POBEJEHUs HHCIIEKTUPOBAHMSA U MO WCTEYEHMH 3 JIeT OT JaThl MOCIEAHETO JHs MOCIEAHEro
 MHCIEKTUPOBAHMUs HE JOJDKEH MPHUHUMATBLCS B KAYeCTBE AOKYMEHTA, CBUIETENILCTBYIOIIErO O
_cTaryce coortBercTBHMs. IIpu OmpedeNeHMHM CpOKa, Ha KOTOpBIHM BbIIAeTCH cepTuduUKar,
 YYUTHIBAIOTCS TIPUHLWIEI YNPABICHHS PUCKAMH B COOTBETCTBUM C JOKYMEHTaMH CHUCTEMBI
KkauecTBa (DAPMMHCIIEKTOpaTa M OTPAXKAIOTCA B nojie «OrpaHU4eHUs WU MOSCHUTENIbHBIC
3aMeTKM, Kacalolecs o0JacTM TNpUMEHEHMsl Hacrosiero cepTudukaray. Ceprudukar
BJISISTCS JEMCTBUTENEHBIM B Cllydae MPEACTAaBIEHUs KaK OCHOBHBIX, TaK W JOMOJHHUTEJIBHBIX
- JIACTOB.

~ AyTeHTMYHOCTb  (MOAIMHHOCTb) — HACTOAIIET0  CepTUdUKATA MOXHO MPOBEPUTH  HA

oduumanbHOM caiite MuHMcTEpCTBa 3ApaBoOXpaHenus PecryOnuku benapyck B riodaibHOM

- KoMmTblOTepHO# cetu MuTepher.
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MVHVCTEPCTBO SI[PABOOXPEHVIH PECITYBJIVIKV BEJIAPYCh

CEPTU®HUKAT
Ne 174/2021/GMP

M JlexapcTBeHHbIE MpenapaThl s MEIUIITHCKOTO IIPUMEHEHHUS
. | O dapmanesTuyeckue cyOcraHIyu
EI BerepunapHsle 1eKkapCTBEeHHBIE IPENApaThI
[ JlexapcTBeHHBIE IpenapaTh Il KITHHUYECKUX HCCIIEI0BAHUN (MCTIBITAaHM)

- Kon HaumenoBauue

Hanmenosanue Buja NpOM3BOJCTBA, JIEKAPCTBEHHOMH hopMbI

IIpompImIeHHOE NPOU3BO/ICTBO CTEPHILHBIX JIEKAPCTBEHHBIX CPEICTB U (HJIH)
¢papmaneBTHIECKHX CyOCTAHIMI U HX ONITOBAS PeaJn3aIus

1.2 JlexapcTBennble ¢opMbl, HOABepraeMple YHHAMHOMN CTEPHIN3A LI
1.2.1.5 |KOHLEHTpaTHI

1217 pacTBops! Maoro oosema (100 M1 mitu Menee)

1.3 Beimy ckarommii KOHTPOJIL

11 KonTpoas kayecTBa

1.1 MUKPOOHOJIOTMYECKUE UCTIBITAHUS: CTEPUILHOCTE

11.2 | MHKPOOHMOJOTHYECKHE HCIIBITAHMUS: MUKPOOKOTOTHYECKast YHCTOTA

11.3 XMMHYECKHE (PU3NIECKIE) UCITBITAHIS

R T R R PR R

114 OHOJIOTHYECKUE UCTTBITAHMS

OrpasuveHus Wi MOSACHATENBHBIE 3aMETKH, Kacaroluecs 061acTy TPUMEHEHHS
ceprudukara: HeT

3amectutens MunncTpa — [iaBHBIN
rOCYIapCTBEHHBIN CAaHUTAPHBINA Bpay

A.A. TapaceHko
Pecniy6nuku bemapycs

[ata nonnucanus
11 mrons 2021 T.
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