SEDENA EOLEDTED AN

EBpasMiCKUA IKOHOMUYECKUH COI03

PI'Y «KomuTeT MEAMLMHCKOrO M (hapMaueBTHYECKOro KOHTPOSA
Munucrtepersa 3npaBooxpaHeHns Pecrmybnuku Kazaxcrany

CEPTU®HKAT
COOTBETCTBHA [TPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHMSAM IPABH.]
HAJUJTEJKAIIEA [TPOM3BOJICTBEHHOH ITPAKTUKH
EBPASHUCKOIO S3KOHOMHWYECKOI'C COIO3A

Ne GMP/EAEU/KZ/249-11-2025

Cpok neficteua ¢ 02 okra6ps 2025 roaa no 01 okra6ps 2028 roaa

Beigan no wtoram nposeneHus (apmaueBTHYECKOH HHCNEKUMH B cooTBeTCTBHM C [lpasunamu
npoeefieHHs  (apMaueBTHYECKHX HMHCTeKuWi, yTBepokaeHHeiMu Pewenuwem Cosera Eppasuiickoil

IKOHOMHYECKOH KOMHCCHH oT 3 Hoa0pa 2016 r. Ne 83. gg |
9;211 |
KomuTeT MeaHUMHCKOro B (hapMalleBTHYECKOro KOHTPOJIS }:-_; 3!
Munucrepersa 3apasooxpatnerna Pecnybmixu Kazaxcran ~ “-ﬁ i
MOATBEPIAAET CleayoLee: }j{ ;;;
nposejeHa hapMaLeBTHYECKas HHCIEKLHS CF g |
s |
«GM Pharmaceuticals LTD» b ‘
Georgia, Thilisi, Rustavi Highway Ne 52 CPS
QE-IJ'.
LR
Ha OCHOBAHMM: Gl
- 3agpnedus ot 28.01.2025 roma Ha npoBefeHHE MHCIEKUUH HA COOTBETCTBHE TpeborRanuam Haanewxaui ||C ‘*’_"ﬂ
NPOM3BOACTBEHHOM NpakTHKK EBpasuiickoro 3KOHOMHYECKOT0 cOl03a (MHO@ OCHOBaHHE). €

Ha ocHOBaHHM cBefleHHl, MONYYEeHHBIX NPH MPOBEACHHH (DapMALEBTHIECKOW HHCIEKIIHH, MOCHEHHAR #3
koTopblx Obina mnposeseHa ¢ 29 centabps mo 02 okrabps 2025 romga, YCTAHOBNEHO, 4TO JAHHOE
(hapMalesTHYeCKOe NpPOM3BOJCTBO COOTBeTCTBYeT TpeboBaHusm [IpaBun Haanexauneid NPOM3BOACTBECHHOI
NpakTHKK EBpasuiickoro 3KOHOMHMYECKOTO COHO3a, SKBHBaleHTHBIX [TpuHumMnam u Pykosoactey Esponeiickoro
cOl03a N0 Haanesalled nNpoM3BOACTBEHHOH TNPAaKTHKE JIEKAPCTBEHHBLIX CPEACTB MNA MEAHLITHCKOIO #
BETEPHHAPHOrO NPUMEHEHHs U npuHLUKNamM CHCTEMBI COTPYAHHYECTBA hapMaleBTHIeckHX HHenekuuii (PIC/S),

Hacroswui cepruduxar oTpaxaer cTaTyc TNPOH3BOACTBEHHOM NNOMANKM HA MOMEHT NPOBCACHHA
(apmaueBTHYeCKOH MHCMEKUHM M TOo HcTeueHMu Oonee 3 JNeT OT HaThl MOCHEAHEr0 AHA NOC/ISAHCTO
MHCMEKTHPOBAHUA HE MOMET CYMTAThCS AOKYMEHTOM, CBUICTENBCTBYIOUWHM O cTatyce coorsercTBus. Cpox
JeficTera cepTudrkaTa MOXET ObITE COKPALLEH IIPH HCTOB30BAHHH COOTBETCTBYHOLHX NPHHLHIIOB Y IPABiCHNAA
pMCKAMM MPM HAIHYMM COOTBETCTBYIOLIEH 3anucH B mone «OrpaHHyeHus HIH MOACHHTENBHBIC 3aMmcixil,
KacaroLuecs 00/1aCTH MpUMEHEHHs HACTOALLIEro CepTUdUKATAY.

Ceprudukar asngeTca AeHCTBUTENbHBIM B CITyUae TIPEACTABIEHUS BCEX €r0 JIKCTOB (KaK OCHOBH bIN JIMC Ok,
Tak H JONONHHTENbHLIX NUCTOB).

AYTEHTHYHOCTb (TIOAIMHHOCTh) HACTOALLErO ceprHduKkaTa MOXKHO nNpoBepuTh B Baze AaHHbIX Konmurera
MeAHLIMHCKOrO 1 (hapMaLeBTHYECKOro KOHTpos MuHucTepcTsa 3apaBooxpanenus PeciyGnuky Kaaxcran.

Ecnu cepTH(HKAT He NpeacTaBieH B ykasaHHoil 6ase JaHHBIX, CneyeT ODPaTHTBCS B YMOTHOMOUCHHLL
OpraH, ero BblAaBLUHH.
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EBpa3suicKuii 3KOHOMMUYECKUI CO03
Ne GMP/EAEU/KZ/249-11-2025

3.4.1. ®apmauesTHyeckne cybcTaHLMM, NPOH3BOIUMEIE B ACENTHYECKHX YCIOBHAX

3.4.2. @apMauesTHUECKHE CyDCTAHUNH, NoABepraeMble (PHHHILHON CTEpHIM3ALIHH

3.5 | 3asepiuaioliye cTaguu Nnpon3soncTea hapMaleBTHUECKHX cyOCTa M

3.5.1. Cranmun duznveckoit obpaboTku:
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3.5.2. IepeHuHas ynakoska

3.5.3. Bropu4Hag ynakoBka

3.5.4. Ipouee (yrasaTh UIA OTIEPALHHA, HE 0K AlHbIN 2Bl

Il 3.6 | KouTpons kauectsa -

|
Bl
RO

3.6.1. duznueckue (XUMHYECKHE) HCTIbITAHMA

3.6.2. Mukpofuonoruueckne HerbiTaua (BITIOYAs HCTILITAHUSA HA CTEPHIBHOCTE)

3.6.3. MHKpOBHONIOTHUECKHE MCTILITAHHA (MCKTIOUAS HCTLITAHNA HA CTEPHIBHOCTE)

| 3.6.4. BHONOTHYECKHE HCTTLITAHNA

.*. 4. MPOYUE ONEPALIMH - PAPMAUEBTHYECKHE CYBCTAHUMH

Paiimkynosa I'.¥Y.
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Pecrybnukn Kazaxcran
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