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CEPTHOUKAT

COOTBETCTBUSI IPOMBIIIJIEHHOTO TPON3BOJICTBA
JEKAPCTBEHHBIX CPEJCTB TPEGOBAHUSIM
HAJUIEXKAIIENA TPOU3BOJCTBEHHOI NPAKTHKH (GMP)

Ne 169/2021/GMP

BBIIAH II0 HMTOraM IIPOBENEHUS HHCIEKTUPOBaHUS B cooTBeTcTBHM ¢ [lojoskeHumem o
HOPANIKE M YCIOBHUAX WHCIIEKTHPOBAHUS NMPOMBIIIJIEHHOTO IPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TpeOoBaHmsM Haiexamieldi MPOM3BOJICTBEHHON IPAKTHKH,
YTBEPXKIEHHEIM ITOCTaHOBJIeHNEM MuHNcTepcTBa 3apaBooxpanenus PeciiyOnuku benapycn
ot 18 Hos10pst 2020 1. Ne 102.

MunncrepcTBo 31paBooxpaneHus PecryOmvku benapych MoATBEpXKIaeT CIIEIyOIIEe:
IIPOBEZCHO HHCIIEKTUPOBaHUE

3axpeiToe aknnonepHoe oomecTso <UHTEI'PA®APM»

(HauMeHOBaHUE MPOU3BOAUTENS, TPOU3BOACTBEHHOM(bIX) TUIOIIAAKU(OK),
Munckas 06JacTb, Munckuii p-H, HO3ydoscknuii c/c, 8-5, paiion ar. I03ydogo,
Pecny6auka Benapych

MecTO(a) Hax0XKACHUs, TeNe(OH, apec MEKTPOHHOU MOUTHI)

Ha OCHOBaHUU:
npuka3a MuHucTepcTBa 3apaBooxpaHenusi Pecny6nuku Beaapycs or 28.01.2021 Ne 82
«O npoBeJeHNH HHCIIEKTHPOBAHUSI.

(yKxasaTh OCHOBaHHE)
Ha ocHOBaHMM CBe/leHUH, MONYYSHHBIX MpPU IPOBEACHUM WHCIEKTUPOBAHMS, MOCIENAHEE M3
KOTOpBIX OBbLIO MpoBefeHO ¢ 4 Maprta mo 5 mapra 2021 r., yCTaHOBJIEHO, YTO JAHHBIMH
NPOU3BOJMTEIIb ~ JIEKAPCTBEHHBIX CPEICTB COOTBETCTBYET TpeboBaHusM Hanmnexareit
NPOU3BOACTBEHHON NMPAKTUKH.
Hacrosmmit cepridukat oTpaxkaer ctatyc Npou3BOACTBEHHOM(BIX) MIOMIAAKU(OK) HA MOMEHT
NPOBEICHUS MHCIIEKTUPOBAHMS U 110 UCTEUEHUM 3 JIET OT JAaThl MOCJAEAHEro JAHS IMOCIEAHEro
MHCTIEKTUPOBaHMS HE JOJDKEH NPWHHAMATLCS B KaueCTBE AOKYMEHTA, CBUAETENILCTBYIOLIETO O
cratyce cooTBeTcTBHsA. Ilpu ompejeneHud cpoka, Ha KOTOpPBIM BbIIAETCS CEpPTURUKAT,
YUHMTBHIBAIOTCS TPUHLIMITEL YIPABIEHUS PUCKaMM B COOTBETCTBMM C JIOKYMEHTAMH CHCTEMEI
KayecTBa (hapMHMHCIEKTOpaTa M OTpaxaroTcss B nojie «OrpaHuYeHUs WM MOSCHUTENbHbIE
3aMETKHM, Kacaroumuecs o0nacTh NpUMeHeHMs Hacrtosiero ceprudukara». Ceprudukar
SBJISCTCS NCHCTBUTELHEIM B Cllydae MpPEACTABICHHMs KaK OCHOBHBIX, TAaK W JONOJHHUTEIbHBIX
JIUCTOB.
AYTeHTHYHOCTb  (TOMIMHHOCTH) — HACTOSILLErO  CepTU(UKaTa MOXHO TMpPOBEPHTH  Ha
ouumansHOM caiite MuHMcTepeTBa 31paBooxpanenus Pecny6nuku benapyck B To6aibHoi
KOMIIBIOTEpHOM ceTh HTEepHET.

Jucr 1 u3 2

TS e S S e e ST S S

72z



MVHVICTEPCTBO 3/IPABOOXPAHEHVLT PECITYBJIVIKV BEJIAPYCh

CEPTU®HUKAT
Ne 169/2021/GMP

M JlexapcTBeHHBIE MpenapaTs! I MEIAIMHCKOTO IIPUMEHEHUSI
O dapmaneBTHUeCcKre CyOCTaHIUH

[0 Berepunapnble JeKapcTBEHHBIE IIPENapaThl
O JlekapcTBeHHBIE Ipenaparsl sl KIMHIYECKUX UCCIIeN0BAaHUM (MCIIBITAHMH])

Kon HaunmenoBanue

HanmenoBanue BHIA MPON3BOICTBA, JJeKAPCTBEHHOH (GopMEbI

IIpoMBbIIJIEHHOE IPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB B YaCTH (PaCOBKH
(MJIH) YIAKOBKH JeKAPCTBEHHBIX CPEACTB M (MIH) (hapManeBTHIECKUX
cyOCTAHIMIA B HX ONITOBAsH peaju3auus

9.1 BTOpHMYHAS YIIAKOBKA JICKAPCTBEHHBIX (opM

9.9 Brinyckaromuii KOHTPOJIbL
OrpaHMYeHys WK MOSICHATEIbHbIE 3aMETKH, KaCaroluecs 001acTyfIpUMEHEHNUs]
ceprudukara: HeT

A.A. TapaceHko
Pecniy6muku benapyce

Hara nonnncéﬁnﬂ
25-'mas 2021 r.
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