MVHWCTEPCTBO SI[PABOOXPAEHVIH PECITYBJIVIKV BEJIAPYCh

CEPTUO®UKAT

COOTBETCTBHSI IPOMBIIIJIEHHOI' O IPOU3BOICTBA
- JIEKAPCTBEHHLIX CPEACTB TPEBOBAHUSIM
HAUIEKAIIEA IPOM3BOJXCTBEHHOM IIPAKTUKH (GMP)

Ne 152/2020/GMP

BBIJIaH 110 UTOTAM IPOBE/ICHHsI MHCTIEKTUPOBAHMS B COOTBETCTBHY ¢ T100MKEHHEM O NopsKe U
YCJIOBHSIX HMHCIEKTHPOBAHMS MPOMBILIICHHOTO MPOW3BOJACTBA JIEKAPCTBEHHBIX CPENCTB Ha
COOTBETCTBME TpeOoBaHWAM Haanexaiiel NPOM3BOACTBEHHON NPAKTHKHM, YTBEP)KLCHHBIM
TNoCTaHoB/IeHMeM MuHKCTepCTBa 31paBooxpanenus Pecnybinku Benapyce ot 18 HosiGps 2020
r. Ne 102.

MunmucrepeTso 3apaBooxpanenus Pecry6nuku benapychb NOATBEPXKAALT Cieayroliee:
MPOBEJEHO UHCNIEKTUPOBAHUE

OObmecTBa ¢ OrpaHMYEHHONl OTBETCTBEHHOCTHIO «Jlamupa-®apmakap», Pecnybauka
Beaapycn

(HaMMEHOBaHKe IPOU3BOIUTENS, IPOU3BOACTBEHHOM(bIX) MIOWANKH(OK))
222215, Munckas o6aactb, CmoaeBnuckuii p-u, Ozepunko-CioGoackoii ¢/c, 106 B6au3u
ar. Cinoboaa, Pecniy6anka Benapycen, Tea+375 29 3555291, e-mail: info@lphc.by

(Mecto(a) HaxoxaeHHs, TeNedOH, anpec SMEKTPOHHOM MOUThI)

“‘f‘A’!Q{‘AMM uuu’nvn“

Ha OCHOBAaHHUMU:
npuka3a MunucTepcTBa 3apaBooxpanenus PecnyGinkn Benapycs ot 27.07.2020 Ne 779
«O npoBeieHUU MHCIEKTHPOBAHMSI
(yKasaTb OCHOBaHHUE)

Ha ocHoBannu cBejieHHH, MONYUYEHHBIX NMPH NPOBEAEHUM MHCIEKTUPOBAHWS, TOC/EIHEE H3
KOTOpEIX ObLI0 mnpoBefeHo ¢ 18 mo 20 aerycra 2020 r., YCTAHOBJEHO, YTO JAHHEIN
NPOU3BOJUTE/L  JICKAPCTBEHHBIX  CPENCTB  COOTBETCTBYeT TpeGoBanuam Hannexamieit
OpPOU3BOACTBEHHON MPAKTHKH.

Hactosumit ceprudukat oTpakaer craTyc npousBoACTBEHHOM(bIX) MIOIaAKU(0OK) HAa MOMEHT
TpOBEICHUs MHCNEKTUPOBAHHUS U 110 UCTEYEHUH 3 JIET OT JAAThl MOCIEAHErO JHS IMOCIEAHErO
VHCTIEKTUPOBAHUA HE JIOJDKEH MPUHUMATBhCS B KAYECTBE JOKYMEHTa, CBUIETE/BCTBYIOIIETO O
cTatyce cooTBeTcTBMA. IIpu ompejesieHnn cpoka, Ha KOTOPBIH BbIAeTCA CepTH(hHUKAT,
YYUTBIBAIOTCSA NPUHLMIILL YPABJICHUS PUCKAMU B COOTBETCTBHMM .C JOKYMEHTAMH CHCTEMBbI
KayecTBa (apMUHCIEKTOpAaTa M OTPaXkaloTcs B mofe «OrpaHUYeHMs] MM TOSCHUTENBHEIC
3aMETKH, Kacaloluecs O00JacTW NpUMEHEHMs HacToswero ceprudukatay. CepTuduxar
ABJIACTCS ICHCTBUTENIBHBIM B Cllyyae IpPEeICTABICHUS KAK OCHOBHBIX, TaK M JOTOJHUTEIBHBIX
' INCTOB.

AYTEHTHYHOCTE  (MOJJIMHHOCTB)  HACTOSILEr0  CEepTMAMKATA  MOYKHO [pOBEPUTHh Ha

ouumManseHOM caiiTe MUHICTEPCTBA 31paBOOXPAHEHHS Pecny6avku Benapyce B rio6anbHoii
KOMITbIOTEPHOM ceTu MHTepHeT.
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CEPTHOUKAT
Ne 152/2020/GMP

O ®apm

M JlexapcTBeHHbIE NpenapaTh A/ MeAULMHCKOTO IPUMEHEHHUSI

AlCBTHYECKHEC C}/6CTaHL1HI/I

L1 BetepunapHsie 1eKapcTBEHHbIE npenapaThl
L1 JlekapcTBeHHBIe IpenapaThl A1 KIMHUYECKUX UCCITeI0BAHMI (ucnplTaHWit)

Kopn ’

HaumenoBanue

HanmeHoBanue BuIa npousBoacTBa, JeKapcTBeHHOM dhopmbl

HpOMbIHIJIEHﬂoe NPOU3BOACTBO HECTEPHJIbHBIX JIEKAPCTBEHHBIX CPEACTB U (HJ’IH)
(l)apmaueBaneCKnx cy6cTaHuni71 H HX ONITOBasi peajiu3auus

Kuakne gexapcTBeHHbie GopMbl st HApPYKHOIO M (MJIM) MECTHOT0 NpPUMEeHeHHsl

PacTBOPEI

crpeu

Kujkue nexapcrsennbie GpopMmbl 15t IpHema BHYTpb

pacTBOpEI

CUPOIbI

Boinyckaromuii KoHTpoIb

HpOMblI[IJleHHOC NPOM3BOACTBO JIEKAPCTBEHHbIX CpeacTB B 4acTH ¢acomm H

(1/11) ynakoBKH JIeKapCTBEHHBIX CPEACTR H (mymm) papmaueBTHYECKHX
cyGeTanuuii u HX onTOBas peaau3anus

91

BTOPHMYHAs YNIAKOBKA JIEKAPCTBEHHBIX (HOpM

9.9

Boinyckaromuii KoHTpoan

11

KonTpoJb kauecrsa

H2

Ml/IKp06I/IOHOI“I/I‘-ICCKI/IC HCIIBITAHUA: MHKpO6I/IOHOFI/IqCCKa${ 4YHUCTOTA

11.3

XUMHYECKHE ((PU3ndecKre) UCTIBITaHUS

HET

Ol"paHI/I‘-ICHI/Iﬂ MJIN NIOSICHUTEJIbHBIC 3aMETKM, Kacarouinecs 00J1acTu IIPUMEHEHHS CCpTI/I(bI/IKaTaZ

3amecturens Munncrpa — [ taBHbIT
roCyIapCTBEHHBIA CAaHUTAPHBIA Bpay it , i

: WP S A.A. Tapacenko
Pecniy6muku Benapycs . 3

Jara BHeCceHMs U3MEHEHU

28 uromnsa
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