CEPTUOUKAT

COOTBETCTBHSI IIPOMBILILJIEHHOT'O IPOU3BOICTBA
JEKAPCTBEHHBIX CPEJCTB TPEBOBAHHSIM
HAJLJIEKAIEN TPOU3BOJACTBEHHOI MPAKTUKH (GMP)

Ne 190/2021/GMP

BBIIaH 110 UTOTaM MPOBEAEHUs UHCIIEKTUPOBAHUS B COOTBETCTBUM ¢ [lonoskeHreM o nopsake v
YCIOBMAX HHCIEKTHPOBAaHHMA HPOMBILIEHHOTO TPOW3BOACTBA JIEKAPCTBEHHBIX CpPEACTB Ha
cootBeTcTBHE TpebGoBaHusM Hamsesxaiell NpoOW3BOACTBEHHOM MNPAKTUKH, YTBEPXKIECHHBIM
nocTaHoBJIeHHeM MUHHCTEPCTBa 3npaBooxpaHeHus: Pecriy6nuku Benapyck ot 18 Hos6ps 2020
r. Ne 102.

MunucrepcTBO 3npaBooxpaneHus Pecry6nuku benapych MoaTBEpKA2ET Clieayoliee:
HpPOBeIeHO MHCTIEKTUPOBAHHE

CoBMecTHOr0 001 ecTBA ¢ OrPAaHHYEHHOI 0TBeTCcTBeHHOCTHI0 «Tpaiina®apm»

(HauMEeHOBaHHE NPOU3BOIUTEIS, npomaonc*rsenﬁoﬁ(mx) nnouianxu(oré)) '
223141, Munckast 06aacTh, r. Jloroiick, yja. Munckas, 25, Pecny6nuka Besapycs;
Test. 8-01774-43181; e-mail: triplepharm@gmail.com

(MecTo(a) HaxOxkIeHuUs, TeneOH, aIpec SNEKTPOHHOM MOUTH)
Ha OCHOBaHHHU:
npuka3a MunucreperBa 3apaBooxpaHenusi Peciiy6ankn beaapyck ot 01.06.2021 Ne 641
«O nmnpoBegeHHH MHCIEKTHPOBaHHs», Mpuka3za MuUHHCTepCTBAa 3JpPaBOOXpPaHEHHUS
Pecnybauku beaapycb ot 30.06.2021 Ne 784 «O npoBeieHHH HHCTIEKTHPOBAHHS»

(yxa3ath OCHOBaHNE)

Ha ocHoBaHMM CBeIEHHUH, MOJyYEHHBIX MPU MPOBEICHHM WHCMEKTUPOBAHWs, MOCIEIHEE M3
KOTOpeIX OblTO mpoBeseHo ¢ 28.07.2021 mno 30.07.2021, ycTaHOBNEHO, YTO JaHHBIH
NPOU3BOJIUTENL  JIEKAPCTBEHHBIX CPEACTB COOTBETCTBYeT TpeboBaHusM Hapnexamei
NPOU3BOACTBEHHOMN MPaKTHKH.

Hacrosmuii ceprudukaT oTpakaet cTaTyc NpOU3BOACTBEHHOMN(BIX) TUIOLIAAKH(OK) HA MOMEHT
NPOBEJCHHS MHCIIEKTUPOBAHMA W MO MCTEYEHHU 3 JIET OT HAaThl MOCIEOHETO IHS MOCIEIHETO
HMHCIIEKTHPOBAHUA HE JIOJDKEH NPHUHUMATBECS B KayeCTBE JOKYMEHTA, CBHUAETENBCTBYIOILETO O
cratyce cooTBeTcTBUA. [Ipu ompeneneHuM cpoka, Ha KOTOpHIM BhIJaeTcs cepTU(UKAT,
YUYHUTBIBAIOTCS MPHHLMIBI YNPaBICHUS PUCKAMHU B COOTBETCTBUH C OKYMEHTaMU CHCTEMBI
KayecTBa (hapMUHCIEKTOpaTa M OTpaXkaroTcss B moje «OrpaHHYEHHUs WM TMOSICHUTENbHbIE
3aMETKHM, Kacamolyecss obmacTH MNpUMEHeHWs Hacrosuiero ceprudukaray. Ceprudukar
ABJIACTCS ACHCTBUTENEHEIM B CJIydae MPEACTaBIEHHS KaK OCHOBHBIX, TAK M JOMOJHUTEIBHBIX
JMCTOB. AYTEHTUYHOCTH (IIOAJMHHOCTH) HACTOSIIEro cepTHdUKaTa MOXHO TPOBEPUTH Ha
opuManbHOM caiite MuHucTepcTBa 3npaBooxpanenus Pecry6muku Benapyck B rno6anbHoii
KOMIIBIOTEpHOM cetu HTepHeT.
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MVHWVCTEPCTBO SIIPABOOXPAHEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUO®UKAT
Ne 190/2021/GMP

I JlexapcTBeHHbIE PEMAPATHI I MEIUIMHCKOTO IPUMEHEHHUS

O dapmanesTuueckue cybcTannyu

0 BetepunapHsIe JiekapcTBEHHEIE HPENapaThl

0 JlexapcTBeHHbIe IperapaThl 1isl KIMHAYECKUX MCCIIeI0BAHUH (MCIIBITAHMIA)

Kon Haumenosanue

HanmeHoBaHMe BHIa MPOH3BOACTBA, JIeKachBeHHoﬁ (bopMLl

IIpombIIenHOe NPOU3BOACTBO CTEPHILHBIX JIEKAPCTBEHHBIX CPEACTB H (mm)
(dhapmaneBTHYECKHX CyOCTAHIHI M HX ONTOBAsI peaJu3alHs

1.1 JlekapcTBeHHbIe GOpPMBI, IPOH3BOHMBIE B aCENTHYECKHX YCJIOBHSX

1.1.3 | TBepable iekapcTBeHHbIE GOPMBI

1.1.3.7 |nmoporuku

1.3 Beinyckaomuii KOHTPOJIb

9 ITIpoMblimIeHHOE TPOU3BOJCTBO JEKAPCTBEHHBIX CPEICTB B YacTH GacoBKH H
(my1M) yNaKOBKH JIEKAPCTBEHHBIX CPeIcTB U (1ii) papManeBTHYECKHX
cyOCTaHUMIA M HX ONITOBAsI peaN3anus

9:1 BTOPHUYHAs YIIaKOBKa JIEKAPCTBEHHBIX (QopM

9.9 Brinyckaromuii KOHTPOJIb

11 KonTpoap kadecTBa

11,1 MHKPOOHOJIOTHYECKIE UCITBITAHUS: CTEPUILHOCTE

11.2 | MEKpOOHOIOTHYECKIE HCIIBITAHUS: MUKPOOHOIOTHYECKAS YMCTOTA

11.3 XUMH4ecKue (hHU3UIECKUEe) HCITBITAaHUS

114 OHOJIOTHYECKUE UCIIBITAHUS

OrpaHdyYeHus UK TOSCHATENBHBIE 3AMETKH, K&C&I@H:H;LQQS{ 00J1acTy MpUMEHEHHSI
cepTudukara: HeT 4 ‘,& : ) 29

3amectutens Munucrpa — [aBHbI
rOCYIapCTBEHHBIN CAaHUTAPHBIN BP 2B i S5 A.A. TapaceHko
Pecny6niuku Benapychb

Hara nognucanus
12 oxTs6ps 2021 1.




