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MVIHVICT EPCTBO 3JIPABOOXPAHEHVIA PECITYBJIVIKM BEJIAPYCb

CEPTHOUKAT

COOTBETCTBHS HIPOMBIIIJIEHHOT'O TIPOM3BOICTBA
JEKAPCTBEHHBIX CPEJCTB TPEGOBAHUSIM
HAJITEJKAIIEN IIPOU3BOJACTBEHHOM MPAKTHUKY (GMP)

Ne 166/2021/GMP

BbIJaH II0 HTOraM IIPOBEACHHUSA HHCIEKTHUPOBAHUS B COOTBETCTBHM C llomoxkeHueM o
NOpSIIKE M YCIIOBUSAX HHCIIEKTHPOBAHUA IIPOMBIIIICHHOTO IIPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBME TpeOoBaHMAM Hamnexarue#fl NPOM3BOJICTBEHHOM IIPAKTUKH,
YTBEPXKIICHHBIM IIOCTaHOBIEHHEM MuUHUCTEpCTBA 3paBooxpanenus PeciyOnukn benapych
oT 18 Hoa6ps 2020 r. Ne 102.

MunucrepcTBo 31paBooxpanenus PeciyOnuiku Beapych OATBEPKIAET CIELYIONIEE:
IIPOBEICHO UHCIIEKTHPOBAHHUE

OO0mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO «Beaer»

(HauMEHOBaHME MPOU3BOAUTEIS, IPOU3BOACTBEHHOM(BIX) MIOANKA(OK),

r. MuHnck, ya. Axagemuxa Kpacuna, 191, PecnyGauka Beaapych, (y4acTok mno
NPOH3BO/ICTBY IOTOBBIX JIEKADCTBEHHBIX Gopm)

MECTO(a) Hax0XACHUs, TeneOH, aapec INEKTPOHHOM MOYTEI)
Ha OCHOBaHMHU:

npuxasa MunucreperBa 3apaBooxpanenusi Pecny6auxkn Benapycs ot 22.02.2021 Ne 171
«O npoBeleHNH HHCIIEKTHPOBAHUS.

: . (yKa3aTb OCHOBaHHE)

Ha ocHoBanuu cBeleHMH, MOJYyYEHHBIX MPU MPOBEACHUM MHCIIEKTHPOBAHMS, MOCIEIHEE M3
KOTOpEIX Ob110 npoBegeHo ¢ 18 mapra mo 19 mapra 2021 r., ycTaHOBJEHO, YTO JAHHBIN
HOPOU3BOAUTENL  JIEKAPCTBEHHBIX CPEACTB  COOTBETCTBYET TpeGoBanusaMm Haanexameit
MPOU3BOACTBEHHOMN MPAKTHKHU.

Hactosmuii ceprudukar oTpaxkaer cratyc NpoU3BOACTBEHHOM(BIX) MIOIIAAKH(0K) HA MOMEHT
TIpOBEJICHUS] MHCTICKTUPOBAHMS M 10 UCTEYEHUM 3 JIET OT JIaThl MOCJIEIHETO HHS IOCIEIHErO
UHCIIEKTUPOBaHHs HE JOJDKEH NPUHUMATHCS B KauecTBE JOKYMEHTa, CBUAETEILCTBYIOIIETO O
cratyce coorBeTcTBHsA. [lpu onpeaeneHun cpoka, Ha KOTOpPBIA BBIJAETCS CepTURUKAT,
YUMUTBIBAIOTCS TIPUHLIMITBL YNPABJIECHUS PUCKaMU B COOTBETCTBHM C JNOKYMEHTAMH CHCTEMEI

‘KayeCTBa (1)apMI/IHCHCKTOpaTa U OTpaXaroTCcad B 1OJIC ((OFpaHI/I‘-lCHPISI HJIKM TOSACHUTCIIEHBIC

3aMETKH, Kacaioluecs obnacty NpUMEHeHWs HacTosiero ceprudukaray. Ceprudukar
SBJISETCS NEUCTBUTENILHBIM B ClIydae MpPEeACTABICHHUS] KAK OCHOBHBIX, TAK M JOMOJHUTENBHBIX
JIUCTOB.

AYTEHTMYHOCTh  (MOAJIMHHOCTB) — HACTOSIUEr0  CepTH(UKATA MOXKHO NPOBEPUTH  HA
ouumansHOM calite MuHMcTepeTBa 3apaBooxpanenus Pecry6nuku Benapych B riao6aibHoit
KOMITBIOTEPHO# ceTh UHTepHeT.
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. MVIHVICTEPCTBO 37IPABOOXPAHEHNA PECITYBJIVIKV BEJIAPYCh

CEPTUOUKAT
Ne 166/2021/GMP

[ Jleka

I JlekapcTBeHHbIE MpemapaThl A MeUITHECKOTO [IPUMEHEHHSI
U] GapmariesTudeckue cyGcTanuu

L] Berepunapbie 1eKapcTBeHHbIE IpenapaThl

PCTBCHHbIC [PCNApaThI 11 KIMHUYCCKAX UCCIIE0BAHMH (MCIIBITAHMIA)

Kox

HaumenoBanmue

Haumenosanue Bua npoussoscTsa, rexapersennoi dopmpl

IpoMbImIeHHOE NPOU3BOICTBO JAEKAPCTBEHHBIX CPEACTB B YacTu (pacoBKHU U
(M) ynaKoBKH J1eKapCTBEHHBIX CPEICTB (um) papmaneBTHYECKHX
CyOCTaHIMII B MX ONITOBAS PeaTN3aNus

91

BTOpHYHAs yIIAKOBKA JIEKAPCTBEHHBIX (hOpM

9.9

Bolny ckarommuii KonTpoan

OrpaHu4enns W HOSCHUTENBHBIE 3aMETKH, KACAIOITHECS 06IacTH NPUMEHEHHUS
ceprudukara: HeT

3amecturens Munucrpa I naBHEI

rocy TapCTBEHHBII caHI/ITapHHIﬁ BpaT
Pecny6nuxu Benapycs (S

A.A. Tapacenko

Jata nommucanus

3

i

A

E
[ 15man 2021 1.

Jucr2 uz 2

0000460




