MVHWCTEPCTBO SI[PABOOXPHVIH PECIIYBJIVIKV BEJIAPYCb

CEPTH®HUKAT

COOTBETCTBUSI IPOMBIUIJIEHHOT O IIPOU3BOICTBA
JIEKAPCTBEHHBIX CPEJCTB TPEBOBAHUSIM
HAUIEJKAIEN TPOU3BOACTBEHHOM IIPAKTHUKH (GMP)

Ne 194/2021/GMP

BBIJIaH M0 UTOraM MPOBEICHHUs MHCIEKTMPOBAHUs B COOTBETCTBHH ¢ [lonoxkeHHeM o0 mopsake U
YCIOBUAX HHCIICKTUPOBAHWs MPOMBIILIEHHOTO MPOM3BOACTBA JIGKAPCTBEHHBIX CPEACTB Ha
cooTBeTcTBUE TpeGoBaHuAM Haamexxamel NpPOWU3BOACTBEHHON MPAKTHKH, YTBEPHKIECHHBIM
noctaHoBlieHHeM MuHucTepcTBa 3apaBooxpaHeHus Pecmy6nuku Benapycs ot 18 Hos6pa 2020 .
Ne 102.

MunmucTepeTBo 3npaBooxpanenus Pecybnuku Benapych noarsepykuaet cieayrouiee:
NPOBEJEHO UHCTIEKTHPOBAHHE '

3akpeITOoro akinoHepHoro o6uecrsa «beaAcenTuka»

(HauMEHOBaHHE MPOU3BOAUTENS, npomBoncméHHoi&(Hx) MJI0ILAAKK(OK))
223043, Munckas 0641., Muncknii p-, ITanepusinckuii c/c, 1. llnsinka, yia. Apmeiickasi,
9/1, 9/3, 9/5, Pecny6inka Beaapycs, Tes. +375 (17) 500-33-01, info@belaseptika.by

(Mecto(a) HaxoxkAeHHS, TeNedOH, anpec 3AEKTPOHHOM MOYTHI)
Ha OCHOBaHUMU:
npuka3a MunucTepceTBa 31paBooxpaHenns Pecniy6iuku Benapyes Ne 953 ot 05.08.2021
«0O nmpoBeIeHHH HHCIIEKTHPOBAHHS

(yxazaTb OCHOBaHHE)

Ha ocHoBanuu cBejieHHI, MONYyYEHHEIX MPH MPOBENEHMM HMHCMEKTHPOBAHUS, MOCIECIHEE M3
KoTopeiX Obio mposesieHo ¢ 07.09.2021 mo 10.09.2021, ycTaHOBNEHO, YTO [AHHBIM
NPOU3BOJAMTEIb  JIEKAPCTBEHHBIX  CPEICTB  COOTBETCTBYeT TpeboBaHusM Hamnexaeii
NPOU3BOACTBEHHOMN MPAKTHUKH.

Hacrostipii ceprudukaT oTpaxkaeT cTaTyc NpoH3BOACTBEHHOM(BIX) MIOMAAKH(0K) HA MOMEHT
TIPOBEICHHSA UHCIEKTUPOBAHMSA M IO WCTEUEHWH 3 JIET OT AATHI MOCIEAHEro JHsS IOCIEIHEro
MHCTICKTUPOBAHMSA HE JOJDKCH NMPHUHMMATBCS B KayecTBE JNOKYMEHTA, CBHAETEBCTBYIOIIETO O
craTyce coorsercTus. Ilpu ompenenenuu cpoka, Ha KOTOPHIM BHIHAETCS CEPTUMKAT,
YYHTBIBAIOTCS TMPUHLIMMEL YNPABICHUS PUCKAMM B COOTBETCTBHM C JOKYMEHTAMHM CUCTEMBI
KayecTBa (apMHUHCIEKTOpaTa M OTPaXKaloTcs B moje «OrpaHMYEeHMs MM MOSICHUTENbHEIE
3aMETKH, Kacaromuecss o0JacTd NpPUMEHEHHMs HacTosero ceprudukaray. CepTudukar
SABJIACTCS NEHCTBUTENIBHEIM B ClTydae NMpPEICTABIEHHS] KAaK OCHOBHEIX, TAK MU JOMOJHUTENBHBIX
JIUCTOB. AYTOHTHYHOCTb (TMOJNMHHOCTB) HACTOSIIEr0 CePTH(UKATA MOKHO MpPOBEPHTH Ha
obranEHOM calite MuHMCTepCTBa 31paBooxpanenus Pecrybmukn Benapycs B rio6aibHo
KOMIBIOTEpHOM ceTh UHTepHeT.
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CEPTUO®UKAT
Ne 194/2021/GMP

M JlexapcTBeHHBIE MPEMAPATHI /I MEIUIUHCKOTO IPUMEHEHHUS
O dapmanesTHUECKHE CYOCTAHIIHH
O BerepunapHbie JeKapCTBEHHBIE TpEMapaThl

O Jleka

PCTBEHHBIE MTpenaparhl Ul KIMHUYECKUX HCCIIeTOBaHMA (MCIIBITAHMIT)

Kon

HaumenoBanue

HanmeHoBaHHe BH/a PON3BOACTBA, JeKAPCTBEHHO (opMBbI

HpOMblIIIJ'leHHOC IIPOM3BOACTBO CIIMPTOCOAEPKAINUX JICKAPCTBEHHBIX CPEACTB
H HX ONITOBAas peajiu3amnus

Kugkue cnuprocoiep;kamue JeKapcTBeHHbIe (POPMBI 115 IPHEMA BHYTPb

HacCTOHKH

Knjakme cnupTocoaepkamue JeKapcTBeHHbIe (hOPMbI 1JIs1 HAPYKHOT0 B (MJIH)
MECTHOI'0 IIPUMEH eHH S

HaCTOMKH

Beimyckaromuii KOHTpOJIb

HpOMLIIIIJIeHHOtE MNPOU3BOACTBO JICKAPCTBEHHBIX CPEACTB U3 JICKAPCTBEHHOI'0
PAaCTUTECJILHOIO ChIPbSA U HX OIITOBas pPeainu3anusa

JlexapcTBeHHbIE ()OPMBI H3 JIEKAPCTBEHHOT0 PACTHTEIBHOIO ChIPhS

U3MEJIBYCHHOE ChIPEE

HEJIBHOE CBIPEE

IIpombinuIeHHOe NPOM3BOACTBO JTeKAPCTBEHHBIX CPEICTB B YacTH (PACOBKH H
(mm) ynaKoBKH JIEKAPCTBEHHBIX cpecTB U (Wiu) papManeBTHYECKHX
cyOcTaHIUH U X ONTOBAs pean3auus

BTOpHUYHAA YIIaKOBKa JICKAPCTBCHHBIX Q)OPM

(acoBka u IepBUYHAs YIIAKOBKA HECTEPUIIbHBIX JICKAPCTBEHHBIX (HOpPM

Brinyckaromuii KOHTPOJIb

KonTpoas kauecTBa

MI/IKPOGI/IOJIOI‘I/I‘-ICCKI/IC HCIIBITAHUSA: MI/IKpO6I/IOII01"I/I‘-IeCKa$I quCTOTa
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MVHVCTEPCTBO SZ[PABOOXPEHVIH PECITYBJIVIKV BEJIAPYCh

CEPTUO®UKAT
Ne 194/2021/GMP

113 XUMHAYeCcKHe (pU3UIECKHEe) HCIBITAHUS

OrpaHuYeHNs WK TOSCHATENBHbIE 3aMETKH, KACAIOMIKEC 00IaCTH IIPUMEHEHHUS
cepTHdUKATAa: HET

- 3aMecTHTEND Munuctpa — ' 1aBHBI o ,
TOCY IaPCTBEHHBIN CAaHWTAPHBIM Bpad | 7 A.A. Tapacenko
Pecny6muku benapych ' }

JlaTa mmonmucaHus
5 HOa6ps 2021 T.
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