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MVHWCTEPCTBO SI[PABOOXPEHV[H PECITIYBJIVIKM BEJIAPYCh

CEPTUOUKAT

COOTBETCTBHSI IPOMBILILJIEHHOT'O ITPOU3BO/CTBA
JIEKAPCTBEHHBIX CPEJCTB TPEEOBAHUSIM
HAJIESKAINEN TPOU3BOJICTBEHHONM [IPAKTHKI (GMP)

Ne 178/2021/GMP

BBIJaH II0 UTOraM IIPOBEICHMUS HHCIICKTUPOBAHUSA B COOTBETCTBHH C Ionoxenuem o
TIOPSIZIKE M YCIIOBUAX HMHCTICKTUPOBAHUS MPOMBIILIEHHOIO [IPOU3BOJICTBA JE€KAPCTBEHHBIX
CPEOCTB Ha COOTBETCTBHE TpeOOBaHUIM Hanmnexameii IIPOM3BOJCTBEHHOH ITPAKTHKH,
YTBEPXKIACHHBIM ITOCTAHOBJIEHUEM Munncrepcrsa 3ApaBooxpanenus Pecry6anku Benapyce
oT 18 Hos6ps 2020 . Ne 102.

Munucreperso 3ApaBooxpanenus Pecrny6muku Benapycs HOATBEPXKIAET CIIeyIOLIee:
IIPOBEZICHO HHCIEKTHPOBAHKE

Hetero Labs Limited, Muaus

(HauMeHoBaHue MIPOU3BOANTES, TIPOU3BOACTBEHHOM(BIX) TUIOLIAAKH(0K),

Unit-VI, Sy. Ned10&411, TSIIC Formulation SEZ, Polepally Village, Jadcherla Mandal,
Mahaboobnagar District, Telangana State, 509301, India

Tenedon: +91-8542—2384—00; e-mail: sales@heterodrugs.com
MECTO(a) HaxOXKAEHH s, TeneoH, aapec SJIEKTPOHHOH MOYTHI)
Ha OCHOBaHHUH:

npuxasa Munucrepersa 3ApaBooxpanenus Pecny6anku Beaapyce or 07.05.2021 Ne 509
«O  nposenenun HHCIIEKTHPOBaHMS,

Npukasa Mununcreperea 31paBoOXpaHeHHs
| _Pecny6auku Benapxcs oT 27.05.2021 Ne 608 «O NPOBECHMH HHCIEKTHPOBAHUSNY.
‘ (yxasars OCHOBaHue)

Ha ocnoBanuu crenenuii, NOJTYYEHH Bl )
KOTOPEIX ObLIO MpoBeseHo ¢ 7 mion

s YCTAHOBJIEHO, YTO JaHHbII
HNPOU3BOAUTEH JICKaAPCTBEHHBIX cpeacrts COOTBETCTBYET TpC6OBaHH$IM Haﬂnex(ameﬁ
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(MOANMHHOCTB)  HacTosmEro cepruduKkaTa  MOKHO NPOBEPUTH  Ha

Te Munucrepcrea 3ApaBooxpaHeHus Pecry6anku Benapyce B rno6anshoii
KOMITbIOTEPHO# ceTn UHTepHeT

Jucr 1 m3 2




MVHVICTEPCTBO 3IPABOOXPAHEHVS PECITYBJIVKY BEJIAPYCh

CEPTHO®UKAT
Ne 178/2021/GMP

M JlekapcTBeHHBIE MpEMapaThl 1S MeTULHCKOrO TIPUMEHEHUS

00 ®apmanesTiueckue cyOcTaHUMu

0 BetepuHapHbie fieKapcTBEHHbIE npemnaparhl

O JlekapcTBeHHbIe IpenapaThl s KIMHAYECKHX HCC/IEI0BAHUH (uctibITaHmit)

Kop I HaumeHnoBanmne

HauvenoBanue Bu1a npousBoacTsa, leKapcTBeHHOI (opmb!

IIpombIiIeHHOE NPOH3BOACTBO CTEPHIBLHDBIX JIEKAPCTBEHHBIX CPEACTB U (KJin)
¢papmaueBTHYECKHX CyGCTAHLMI M HX ONTOBas peanuzauus

1.1 JlekapceTBeHHbIe POPMBI, NPOU3BOAMMbIE B ACENTHYECKHX YCI0BHSIX

1.1.1 Kuaxue nexapcTBeHHble HOPMBI

1.1.1.5 | koHUeHTpaThI

1.1.3 Teepabie ekapcTBeHHbIe GOPMBI

1.1.3.4 | nuodunuszars

1.3 Beinyckarommii KOHTpoIb

9 IIpombILUsIeHHOE NPOM3BOACTBO JIeKAPCTBEHHBIX CPEACTB B YacTH (GacoBKH U (W/IM) YIAKOBKH
JIEKAPCTBEHHbIX CPEACTB M (MJIK) papMAUEBTHYECKUX CyGCTAHLMI U MX ONITOBas peanusauusi

9.1 BTOPUYHAs yNIAKOBKA JIEKAPCTBEHHBIX (POPM

9.4 (hacoBka u MepBHYHas yNakoBKa CTepHIIbHbIX JIEKAPCTBEHHBIX (GopM

9.9 Boinyckanoumuii KoHTpoib

11 KonTpoab kauecra

11.1 MHKPOGHONOTMYECKHE UCIIbITAHMS: CTEPUIIBHOCTh

11.2 MHUKPOOHOJIOrUYECKHE UCTIBITAHKS: MUKPOOHOIOrMYECKAs YHCTOTA

11.3 XUMHUYeCKHe (PU3NUECKUE) UCTIBITAHUS

114 OGHroNornyeckue UCHbITAHNS

OrpaHuYenns WK MOSICHUTENbHBIE 3aAMETKH, KACAIOLIMecs 06/1acTy NpUMEHEHHs cepTUdUKaTa: JelicTBHe
AAHHOTO cepTrdUKaTa PACIPOCTPAHSETCS Ha JIEKAPCTBEHHbIE TpenapaTtsl, IPOU3BOAUMBIE B IPOM3BOACTBEHHOM
nofpasaenenuu VI (Unit VI).
HHCTIeKTHPOBAHHUE TPOBEAEHO B (hOpMe I

rOCYZIapCTBEHHbIA CAHHTAPHBI]
Pecrrybmuxu benapycs

Hara nmoanucanus
15 mrons 2021 r.




