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MVHUCTEPCTBO SI[PABOOXPHVIH PECITYBJIVIKV BEJIAPYCb

CEPTHOUKAT

COOTBETCTBHUSsI HPOMBIUIJIEHHOI'O ITIPOU3BOJCTBA
JEKAPCTBEHHBIX CPEJICTB TPEGOBAHUSIM
HAJUIEKAIIEN ITPON3BOACTBEHHON ITPAKTUKHA (GMP)

Ne 177/2021/GMP

BBIIAH II0 HMTOraM IIPOBENCHHS HHCIIEKTUPOBAHUS B COOTBETCTBMH C IIOJIOKEHHEM O
HOPSNKE U yCIIOBUAX MHCIIEKTUPOBAHMUS IPOMBIIIEHHOIO IIPOU3BOJICTBA JIEKAPCTBEHHBIX
CPCACTB Ha COOTBETCTBHE TpeGoBanusm Hammexaimrelt MpPOU3BOACTBEHHONM MPAKTHKH,
YTBEPXKICHHBIM TTOCTaHOBIeHHEeM MunucTepeTsa 3apaBooxpanenus Peciry6mixu Benapych
ot 18 HosOps 2020 r. Ne 102.

Munncreperso snpaBooxpanenns PecryGinkn benapycs oaTBepKaaeT cieyromee:
IIPOBEIEHO UHCIIEKTUPOBAHUE

Remedica Ltd., Kunp

(HaMMEHOBaHHe MPOU3BOJMTEIS, IPOU3BOACTBEHHOM(BIX) MIOMANKH(OK),
Remedica Ltd., Aharnon Street, Limassol Industrial Estate, 3056 Limassol, Cyprus.
+35725553000, info@remedeca.com.cy
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Hrnanne

MECTO(a) HAaXOXKAEHHUS, TeNe]OH, aiPec NEKTPOHHOMH MOYTH)
Ha OCHOBaHUM:
npuka3a MuHucrepersa 3apaBooxpanenusi PecnyGavkn Benapycen or 25.03.2021 Ne 315
«O  mnpoBefeHNH HHCNEKTHPOBAHM#», NpUKa3a MHUHHCTEpCTBa 3ApaBOOXPaHEHUs
Pecny6ankxn Beaapych ot 22.04.2021 Ne 434 «O6 usmenenuu npuxaza MuHHCTepcTBa
3apaBooxpaHenusi Pecny6auku Benapycnh ot 25 mapra 2021 r. Ne 315.

: (yxasaTh OCHOBaHHE)

Ha ocHoBanuM cBeseHMii, MOTYYEHHBIX MPU MPOBEICHUH MHCIIEKTUPOBAHMS, TOC/EIHEE W3
KOTOpbIX Obl10 mpoBeneHo ¢ 17 mas mo 21 mas 2021 ., YCTaHOBJIEHO, 4TO JAHHEIH
NPOM3BOAUTEIIL  JICKAPCTBEHHBIX CPEACTB  COOTBETCTBYeT TpeGoBaHusaMm Hapnexariei
NPOU3BOJCTBEHHOM MPaKTUKH.

Hacrosiuii ceprudukar orpaxaer craTyc NpoU3BOACTBEHHOM(bIX) IUIOIIAAKU(OK) HA MOMEHT
NIPOBC/ICHUST HHCIIEKTUPOBAHUS M MO HUCTEYEHHMU 3 JIET OT AAThl MOCIEAHErO NHS MOCIEIHEro
MHCIICKTHPOBAHMS HE NOJVKEH NPUHMUMATBCS B KAUECTBE JOKYMEHTA, CBUAETEIBCTBYIOLIETO O
craTyce cootsercTus. Ilpn ompenenenun cpoka, Ha KOTOphIM BblzaeTcs ceprudukar,
YYUTBIBAIOTCS NPUHIMIIEI YNIPABJICHUS PUCKAMM B COOTBETCTBMH C JIOKYMEHTAMH CHCTEMBI
KauecTsa (DAPMUHCIIEKTOpATA W OTpaxkatoTcss B Toje «OrpaHHYeHHs WM MOSCHUTETBHBIC
3aMCTKH, Kacalouuecs o6nacTv NpPUMEHEHMs HACTOSILIETO CepTH(UKATAY. Ceprudukar
ABJIACTCA NEHCTBUTENILHBIM B Cllyyae NpPEICTABIEHHs KaK OCHOBHBIX, TaK W JAOMNOJHUTEIbHBIX
JIUCTOB.

AYTEeHTUIHOCTh  (MOJJIMHHOCTE) — HACTOSIIErO cepruduKaTa MOXHO TMPOBEPUTH Ha

opumansHOM caiite MuHMcTEpCTBa 3apaBooxpanenus Pecnybnuku benapyck B rno6anbHoi
KOMITBKOTepHOM ceTu MHTepHeT.
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MV[HI/ICTEPCTBO SIIPABOOXPAHEHVIH PECITYBJIVIKV BEJIAPYCh

AL LU LU

CEPTHO®HUKAT
Ne 177/2021/GMP

FUUAANA

M JlexapcTBeHHbIE TPENApaTh AN MEIHIIUHCKOTO [IPUMECHEHHS

O dapmanesTuueckue cyOcTaHnuu

L] BeTepuHapHble JIeKapCTBEHHBIE IPENapaThl

[ JlexapcTBeHHbIe Mpemaparsl Ayl KIHHTYECKAX UCCIIeI0BARMI (ucnipITaHuMi)

FULLARARARRN
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Kon Haumenosanue

HaumenoBanue BH/Ia IPOU3BOACTBA, J'IeKapCTBeHHOﬁ (l)OpMLI

IIpombImieHHO€ IPOM3BOICTBO HECTEPHIIbHbIX JEKAPCTBEHHBIX CPEACTE U
(mn) papmaneBTHIECKAX CyOCTAHIMI M UX ONTOBAsH PeaTU3aALHS

TBepavie nexapcTBennbie GOPMBI ISl IPHEMa BHYTph

TaOJIETKH, MOKPBITHIE 0O0I0UKON

Beimy ckarommii KOHTpoIL

IIpompbIniieHHO€e NPOU3BOICTBO JIEKAPCTBEHHBIX CPEICTB B 4ACTH (GACOBKH H

(1M) yHaKkoBKH JIEKAPCTBEHHBIX CPEICTB U (Wan) papManeBTHIECKHX
cyOcTaHUMIA M UX ONTOBAS PeaTN3aLusi

19.1 BTOpUYHAs YIIAKOBKA JIEKAPCTBEHHBIX (hopM

193 (hacoBKa u mepBHYHAs yIAKOBKA HECTEPUIBHBIX JIEKAPCTBEHHBIX HOPM
i
9.9 Beimyckaromuii KOHTpoJIb

11 KonTpoJsb kxayecrBa

EE2 MI/IKpOﬁl/IOJIOFI/I'-IECKI/IC HUCIIBITaHUA: MI/IKPOGHOHOFI/I‘—IeCKaSI qucToTa

111.3 XUMHYeCKHe (PU3NUIECKIE) UCITBITAHIS

: OI‘paHI/I‘IeHI/ISI WA HOSICHUTENBHBIE 3aMETKH, Kacaroluecs 001acTy IIPUMCHCHUA

cepruduKkara: nelicTBUE TaHHOTO CepTH(UKATA PACIPOCTPAHSETCS Ha TeKAPCTBEHHBIE
|| IIPEnaparsl, IPOU3BOIUMEIE B IIPOM3BOICTBEHHOM 31auuu Ne 10.

I/IHCHCKTI/IpOBaHI/IC IIPOBEJICHO B (bopMe ,[[I/ICTaHI_[I/IOHHOI“OaI/IHCHCKTI/IpOBaHI/ISI

| 3amecturens Munuctpa — aBHBI

rOCYIapPCTBEHHBIN CaHUTAPHBIH Bpa

!' : Y
Pecny6JmKH benapyce . " A.A. Tapacenxo

Hara nogmucanus
21 urons 2021 r.
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