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MVHVICTEPCTBO BHPABOOXPHI/IH PECITYBJIVIKV BEJIAPYCh

CEPTH®NKAT

COOTBETCTBUS IPOMBINJIEHHOT'O IIPOU3BO/CTBA
JIEKAPCTBEHHBIX CPEJICTB TPEEOBAHHUSIM
HAJIEXKAIEN ITPON3BOACTBEHHOI MPAKTHKH (GMP)

Ne 203/2022/GMP

BBIZIAH 10 HTOTaM IPOBE/IEHHS HHCIIEKTHPOBAHHUS B COOTBETCTBHM C ITonosxenuem o nopsaxe
1 yCIIOBHSAX HHCTIIEKTUPOBAHUS TPOMBIILTIEHHOTO IIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB Ha
COOTBETCTBHE TpeboBaHUsM Hamnexameit TIPOM3BONICTBEHHOM NPAKTHKH, yTBEPKICHHBIM
IoCTaHOBNICHHEeM MuHucTepeTBa 3ApaBooxpaneHus Pecry6muku Benapycs ot 18 HOS0ps
2020 r. Ne 102.

MunncreperBo 3/paBooxpaneHus Pecry6muku Benapycs IIOATBEPIKIAET CIEIYIOLIEE:
TPOBEJICHO HHCIIEKTUPOBAHHE

OGuiecTBa ¢ orpannyennoii OTBETCTBeHHOCTBI0 «ITaguc’Cr»

(HaumMeHOBaHMe TTPOM3BOLMTE/S, IPOUIBOACTBEHHOM(EIX) Iowanku(ok),

220138, r. Mumnck, ya. Kapsarta, n. 86, xomu. 1, Pecny6anuka Benapycs;
Tenedon: +375 (17) 385 11 47, dake: +375 (17) 385 11 47, e-mail: padiss@mail,ru

MECTO() HaXOXKICHHS, Tene)oH, aIPEC SICKTPOHHOM MOYTHI)
Ha OCHOBaHUU;

npuka3a MuHHCTEpCTBa 3apaBooxpanenust PecniyGmukn Benapyes Ne 1120 ot 16.09.2021
«O NpoBeeHHH HHCNEKTHPOBAHHS).

(yxasats ocHoBaHMe)

Ha ocHoBannu ceenenuii, TONYYEHHEIX TPH MPOBENCHWH MHCIEKTHPOBAHMS, MOCIEIHEE U3
KOTOPBIX OBLIO mpoBeneHo ¢ 18 okTsA0ps no 20 okrabps 2021 r., YCTaHOBJICHO, YTO JAHHBIH
TIPOM3BONNTEND  JICKAPCTBEHHBIX  CPECTE COOTBETCTBYET TpeGoBaHMsiM Hannesxkaweii
NIPOM3BOJICTBEHHOM MPAKTUKH.

Hacroamwmii cepruduxar OTPAXACT CTATyC MPOU3BOJCTBEHHOM(BIX) TUIOIAAKK(OK) HA MOMEHT
NMPOBEICHUST MHCTIEKTHPOBAHMS M 110 UCTEYEHUHU 3 JIeT OT JATBl MOCJCAHErO AHA MOCJAEIHErO
MHCTICKTHPOBAHMSA HE NOJUKSH MPUHUMATBCS B KAUeCTBE AOKYMEHTA, CBUAETENBCTBYIOLIEr0 O
craTyce coorsercTBus. [lpw onpenenenun CpOKa, Ha KOTOpBIH BBIIAETCS CepTHdUKAT,
YIUTLIBAKOTCA MPUHIMITEI YNIPABNECHHS PUCKAMH B COOTBETCTBUM C JOKYMEHTaAMU CHCTEMBI
KayecTBa (papMMHCHEKTOpaTa W OTpaxkatoTCs B mnoje «OrpaHHYEHHs WM MOSCHUTENBHEIE
3aMETKH, Kacaloluecs o6NacTH NpUMEHEHHs HACTOALIEro ceprudukatay. Ceprudukar
ABJIACTCS ICHCTBUTENBHEIM B CITy4ae NPeACTABNCHHS Kak OCHOBHBIX, TaK W JOTOJHHUTENBHBIX
JINCTOB,

AYTEHTUYHOCTB (MOANMHHOCTE) HacTOSMIErO cepTHdHKaTa MOKHO MPOBEPHTD Ha opuLHMaIEHOM

caite MuHucTepcTBa 3ApaBooxpaHeHus Pecny6nuku Benapych B rio6anpHoii KOMIBIOTEPHO A
cetu MHTepHer.
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CEPTHOUKAT
Ne 203/2022/GMP

M JlexapcTBeHHbIE IIpemapaTkl JUIsi MEAUIUHCKOTO IIpI/IMeHeHI/ISIv
[ dapmaneTuyeckre cyOcTaHIIn
L] Betepunapusle nexapcTeeHHbe [penapaTsl
[ JlekapcTBerHEIe Mpenapats! A1 KIHHIYECKHX UCCIICA0BaHNUM (MCIBITAHHH)
Kon Hanmenosanne
Haumenosanue Buna NPOH3BOACTBA, IEKAPCTBEHHON (hOPMBI
8 IIpombInnTenHoe NPOU3BOACTBO JEKAPCTBEHHBIX CPEACTB H3 JIEKAPCTBEHHOI0
PACTHTEIBHOTO ChIPbSI H HX ONTOBAS pean3alus
8.1 JlexapcTBeHHbIE popMBI H3 JIEKAPCTBEHHOI0 PACTUTEILHOIO CHIPhS
8.1.1 |u3MenbyeHHOE CHIpBE l '
8.1.3 |mopomku
8.1.5 |cGopsr
8.1.7 |mensHOE CHIpBE
8.3 Bomyckarommii KOHTPOJIb
9 IIpoMbImaenHoe npon3BoxcTBO JCKAPCTBEHHBIX CPEACTB B 9acTH ()acOBKH M
(1M) yNakoBKH JieKapCTBeHHBIX CpeacTs H (WiIM) (apMaleBTHYECKHX
cyOcTannuii M MX onToBas peanuzanus
9.1 BTOpHYHAS yIIAKOBKA JIEKAPCTBEHHBIX (hOpM
93 (acoBka n nepeuuHas ynaxoska HECTEPUIILHEIX JIEKADCTBEHHBIX (opM
9.9 Bomyckarommuii KOHTPOJIb
11 KonTpoJss xauecrBa
113 xummyeckue (Gusnveckue) ucetanus
OrpaHiYenus UM [OSICHATENBHEIE 3aMETKH, KacaroIuecs 001acTy MpUMEHEHHS
ceptuduKara:

3amectuTens MunucTpa
3IPaBOOXPaHEHHS
Pecniy6mnuku Benapycs

J.B. Yepennuuenko

Hata moamucanus
17 beBpans 2022 r.
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