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EBpasMicKUiA IKOHOMUYECKUH COH03

PT'Y «KomuTeT MeAMUMHCKOrO M (hapMaueBTHYECKOro KOHTPOIIS
Munucrepersa 3npaBooxpaHenus Pecry6nukn Kazaxcrany

CEPTU®HKAT
COOTBETCTBHA ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHMSAM IPARH.]
HAJUTEKALEA [TPOM3BOJICTBEHHOH ITPAKTUKH
EBPA3ZUMCKOr0 3KOHOMHWYECKOI'C COIO3A
Ne GMP/EAEU/KZ/249-11-2025
Cpoxk netctaus ¢ 02 okra6ps 2025 roaa no 01 okrs6ps 2028 rona

Boigan no wurtoraM nposeneHus (apMaleBTHHECKOH HHCIIEKUWM B COOTBETCTBMH c [lpasunamu
npopefieHts  (apMaueBTHUECKHX HMHCTeKuW#, yTBepokaeHHsiMu Pemenwem Cosera Eppasuiickoi

IKOHOMHYECKOH KOMHCCHH oT 3 Hoa0pa 2016 r. Ne 83.

KOMHTET MENHUMHCKOrIO H (papMalueRTHYECKOro KOHTPROIA
MuuucTepeTea sapasooxpanenns Pecnybmiiku Kazaxcran

MOATBEPHAAET CleayIOlLee:
nposeaeHa apMaleBTHYECKas MHCIeKLHS

«GM Pharmacewticals LTDy
Georgia, Thilisi, Rustavi Highway Ne 52

Ha OCHOBAHMM:

- 3asBneHus ot 28.01.2025 rona Ha NpoBeAEHHE MHCMEKLUHMHU HA COOTBETCTBHE TpeOOBaHMAM HaJUleKalll2ii
NPOM3BOACTBEHHOM NpakTHKK EBpasuiicKoro 3KOHOMHYECKOro c0l03a (MHO@ OCHOBaHHE).

Ha ocHoBaHHM cBejeHKH, NONYYeHHBIX NPH TIPOREACHHH dapMaLeBTHIECKOH HHCMEKLMM, MOCHE/HAR #3
koTOpblX Obina nposeseHa ¢ 29 centabps mo 02 okrabps 2025 romga, YCTAHOBNEHO, 4TO JAHHOES
thapMalesTHYeCKOe MpPOM3BOACTBO COOTBeTCTBYeT TpeboBaHusm IIpaBun Haanexaleidl NPOM3BOACTBCHHOI
NpakTHKK EBpasuiicKoro 3KOHOMHMYECKOTo COH3a, IKBHBaIeHTHBIX ITpuHumMnam u Pykosonctey Esponeiickoro
co103a MO Haanexalleld TIpOM3BOACTBEHHOH TMPAaKTHKE JEKAPCTBEHHBIX CPEACTB MNd MEQMLIHHCKOrO M
BETEPHHAPHOTO MPUMEHEHHS W NpuHLKMNaM CHCTeMB! COTpYAHHYecTBA hapMaleBTHIeckHX wHenexumni (PI1C/S).

Hacroswuid ceprudukar oTpaiaer cTaTyc NPOM3BOACTBEHHOH MNOIIANKH HAa MOMEHT TNPOBCIACHHA
(apmauesTHYeCKOH HHCMEKUMM M TO HcTeueHMu Oonee 3 €T OT HaThl MOCHEAHEr0 JAHA NOCHSAHCTO
WHCMEKTHPOBAHMA HE MOMET CUMTAThCS NOKYMEHTOM, CBUACTENBCTBYIOWMM O cTatyce coorsercTsus. Cpox
JeficTeus cepTHdHUKaTa MOXKET ObITh COKpALLEH NPH HCTIOJIB30BAHWH COOTBETCTBYIOLUMX MPHHLMIIOR Y NpaBICHNA
pHCKaMu NpPH HaTHM4YUM COOTBETCTBYIOLIEH 3anmMcH B mosie «OrpaHHyeHUs WM TOACHHTENBHBI 3aMciiil,
KacatoLumecs 00/1acTH MpUMEHEHHs: HACTOALLIEro cepTUUKaTay.

Ceprudukar asngerca AeHCTBUTENbHBIM B CITyUae TIPEACTABJIEHUS BCEX €r0 JIKCTOB (Kak OCHOBH bIX IMC Ok,
TaKk H JONONHHUTENLHbLIX NTUCTOB).

AyTEHTHUHOCTb (MOAIMHHOCTE) HACTOALLEro CepTH(UKATa MOXKHO NpoBEpUTH B Gate AaHHbIX Komureta
MELMLUMHCKOrO {i (hapMaLeBTHYeCKoro KoHTpons MunucTepeTsa 3apaBooxpanenns Pacnybnuku Kasaxcrau.

Ecnu cepTHHKAT He NpeacTaBieH B ykasaHHoil 6ase AaHHBIX, CneyeT OOPAaTHTBCA B YMOTHOMOMEHHLL
OpraH, ero BblAaBLUHHA.
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% EBpa3suicKuii 3KOHOMMUYECKUI COI03
Ne GMP/EAEU/KZ/249-11-2025

3.4.1. ®apmauerTHyeckne cybCTaHLMH, NPOH3BOIUMEIE B ACENTHYECKMX YCIOBHAX

3.4.2. @apmauesTHYECKHE CyDCTAaHLNH, NoABepraeMble (PHHHIIHON CTEpHIH3ALHH
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3asepliaiolle CTalii NpouIBoacTea hapmauesTHIeCKHX cyBCTaHLINK

' I 3.5.1. Crapuu dnsuueckoit o0paboTku:
3.5.2. IlepeHuHas ynakoBKa
3.5.3. BropuuHasg ynakoBka
3.5.4. Ilpoyee (yra3arh IU1A OTIepaluii, He onk
I 3.6 | Koutponb kauecTsa o
' 3.6.1. ©u3nveckue (XHMHYECKHE) HCNBITAHKS
3.6.2. Mukpofronoruueckne HembiTauua (BITIOYAS HCTILITAHUA HA CTEQHIBHOCTE)
3.6.3. MHKpoBHONOTHUECKHE UCTILITAHHSA (MCKTIOUAS HCTILITAHKA HA CTEPHIEHOCTE)
3.6.4. Bruonoruyeckie WcnbiTaHus
4. MPOYHE ONEPALIMH - PAPMAIEBTUYECKHE CYBCTAHIIMH
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3amecturens [pencenarens
KoMuTeTa MEAULIMHCKOTO H
(hapMaLeBTHYE “KOTO KOHTPOJIA
MuHHCTEPCTBA 31paBOOXPAHEHHS

Pecrmybnuku Kazaxcran
(0. HLO,, AnEHOCTS)

Of, /7. 2025
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