EBpasmMmnCcKM IKOHOMUYECKUIA COLO3

PI'Y «KomuTeT MeauiMHCKOro H (apMaleBTHYECKOrQ KOHTPONS
Munucrepersa 3apasooxparenns Pecnybnaukn Kaszaxcran»

CEPTUO®HUKAT
COOTBETCTBHA NPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB TPEGOBAHWAM [MPABHIJI
HAJUTEACALLEN [TPOU3BOJICTBEHHOM TTPAKTHKH
EBPA3HHCKOIO HDKOHOMHWYECKOI'O COK3A
Ne GMP/EAEU/KZ/187-03-2025

Cpok aeiicieris ¢ 13 aexabps 2024 r. no 12 aexabpa 2026 1.
Bblgan o uroram nposeictnd  (papMalCBTHYCCKOH HHCMEKUHH B COOTBETCTBHM ¢ [lpaBmiamn
nposeienus  (GapMalleBTHYCCKHX  HHCHeKIMii,  yreep#ieHHbIMH  Pemennem  Coeera  EBpasniickoit

JKOHOMHYECKOH KOMMECHK 0T 3 HOs0pa 2016 1. No 83,

KOMHTET MEIHIMHCKOTO 1 apPMAlIeBTHHECKOTO KOHTPOIIs

Muticrepersa sapagooxpatietis PecnyvOnukn Kazaxcran

NOATBCPAUIACT CHE/IVIOLLCE!
[IpoBe/iCHa (_}lﬂ])F\l[llJL‘l:‘.'l‘Hllt.‘(_' Kasi HHCIICKIIHA

Yacmuoe aryronepioe oowecmso « Texnotoer (Y40 « Texnoioon)
Vepauna, 20300, Yepracerast 001, copoo Yuano, yauya Cmapas npopesnas, 0o 8

Ha OCHOBAGHNHL

- zassichia o1 23.08.2024 roaa na nposeacHHe HHCHRKLI HA COOTBETCTBUE TPROOBAHHAM HAUICIKALLC]]
IPONIBOACTREHHOIT MpakTiiki EBpazniickoro 3K0HOMIMECKOro ¢0103a (HHOE OCHOBAHNE ).

Ha ocoBannn ¢ge1eHiil, NOaYUCHHBIX NPpH NpoReleHul (GapMaleBTHYecKod HHCNEKUHH. NOCACHss 13
KOTOPLIX Obuta nposeaena ¢ 09 nexaGps 1o 13 gexadps 20244 roa, yeTaHOBICHO, UTO JaHHOE (apMaleBTHICCKOe
HPOHIBOACTEO COOTBeTCTBYRT Tpedopanuam [pasun naanexateit npons3soacTBeHHoIl npaktuky Eppasniickoro
YKOHOMIUECKOFO ¢oto3a, HxBuBatentiublX [pununnay 1 PykoBoactsy Eeponeiickoro coiosa no nauiexauleii
TPOH3BOACTBEHHOI MPAKTHKE JEKAPCTBEHHLIN CPEACTB A8 MEIHLHHCKOTO 1 BETEPHHAPHOIO NPHMEHEHIS 1
npubunnam CHeTeMbl COTPYAHHteCTRA (hapmatesTueckny nHenexkunii (PIC/S).

Hactosumii - ceprighikat oTpazkaeT CcTaryc  MpoH3BOACTBEHHOI NIOWAAKH Ha Jaty nposeiieHisd
(papmaieBTHUECKOH HHCIEKLHN 1 110 HeTeueHn Gosiee 2 et OT 1aThl NPOREICHNS MOCIEHETO JIHA NOCHeNeTo
HHCTICKTHPOBAHMA HE MOKET CHNTATBCA AOKYMCHTOM, CBILACTC/ILCTBYHOLLHM O CTATVCEC COOTBCTCTBHA. CI‘UE\'
AeliCTBHS CePTHPHKATA MOIKET OblTb COKPALLEH 11PH HCOAL30BAEHI COOTBETCTBYHINX NPHHIHIOB YIIPABIECHHS
DUCKAMI TPH HUIMYHE COOTBRTCTLYIOWE sanich 8 noge «OrpaHuiedis UK NOACHHTE/ILHbIC 3aMETRI,
Kacatouiecs o01acTi NPUMEHRHHS HAC TOALLETO CepTHHRaTay.

Ceptudurar spagercs JAcieTER TCHLILIM B CIVUAC NPEICTABICHNA BCEX ero MHCTOB (KAK OCHOBHLIX JIHCTOB,
K W JONOJIHNTENbHbIX JIHCTOB).

AYTEHTHYHOCTD (TIOIHHHOCTD ) HACTOSILErO cepridiraTa MOKHO NposepiTh B Dase nanHbIx Komurerta
MEHIIHCKOTO 1 (JapMaLeBTHUCCKOT0 KOHTpoas Mutnctepetsa 3apapooxpatenns PecnyOnnku Kazaxcrat.

Ecan ceprudukar He npeiactasicH B yKasanuoil 0ase JaHHbIX, caeayeT o0patHTbCs B yHOIHOMOUCHHbII
OPraH. ero BblAABLIHH.
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EBpa3suMMCKUA IKOHOMUYECKUIA COLO3

o Noe GMP/EAEU/KZ/187-03-2025
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~ L.5.1.8. [Ipounie TBepable NeKapCTBEHHBIE (JOPMBbI
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I 1.5.1.11. Markne JaekapcTseHHbie (POPMBbI
1.5.1.12. Ceeun (CYNNO3UTOPHH)
X 1.5.1.13. Tabnetsu
1.5.1.14. TpancaepmaiibHble M1acTbipi

1.5.1.15. [Ipouas HecTepHIbHAA TEKAPCTBCHHAA MPOLYKLHA: NOPOLWIKH A8 NPHUTOTOBNEHHA PACTBOPOB s
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1.6 | KoHTponb kauecTea -l

LiG. 1 Mm\poonmmrutu.c;\ne HCTILITAHNA: CTEPHIIBHOCTE

X 1.6.2. MukpoOHOJI0ruueckoe TeCTHPOBAHHE: MIKPOOHOI0THYECKad YHCTOTA
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i BE 6.4, BHOAOTHUYECKHE HCTbITAHHS

B otROmEHHN 00BN OFPAHHYSHHI UM HOSCHEH, OTHOCHIIHNCH K LHHBIM LPOH3BO/ICTBEHHBIM OHEPAIMAIM (32 MCKIBOUSHHE
| CAYHACK. KOILL OSICHEHHE SBISTCs 0G1IHA KOMMEHTAPHEM K HPOIECCUN Hl HPOU3BOICTBEHHOM 00LEKTE). 1/1€ Obl HH IIPHMEHSING
YIH 01 PAHHYCIES AN HOACHCIHSL HE0GXOAHMO BEAOUAIL OTCLUIKY K COOTBCTCTBYIOUCMY HHonepy Hyikra ceprudurara GMP.
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EBpa3suiiCKMA 3IKOHOMUYECKUIA COI03

Ne GMP/EAEU/KZ/187-03-2025
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3. MPOU3BOACTBEHHBIE OITEPAUMH - PAPMAUEBTHYECKHUE CYBCTAHLUHH

hapmalesTHueckas ¢y GCTaHUHs (CYOCTAHLUMH):
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EBpa3snnCKMA SIKOHOMUYECKUMA COIO3

B Ne GMP/EAEU/KZ/187-03-2025
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6.4, bHOJOTHYCCKHE HCIIbITAIS

l 7 4. IIPOYUE OHEPAILMM - ®APMAIEBTUYECKHUE CYBCTAHIIUN

- ()lpdmmumx HITH TOACHITTCBIBIC 3AMCTKH, KACAIONLICEs 0OIACTIH HPHI\ICHL‘HHS{ (.Lp]ll(])lrﬂ\dld
' Ha ocuopanin ouen puckos o1 28.03. 2025 1., cpok Jefictris ceprudikara orpatnye o 2 jier

Kemxexanora ALK,
Jamecrurean Hpecearens Komurera
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