EBpasnicKkunii SKOHOMUUYECKUIA COIO3
CEPTUOHUKAT

COOTBETCTBIMS TPEBOBAHUSIM ITPABIJI
HAJUIEXAIIEN TTIPOU3BOJICTBEHHOU [IPAKTHUKHA
EBPA3UMCKOI'O SKOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/24-02-2023

(yueTHBIit HOMep cepTH(uKaTa)

Cpox nefictBus ¢ 25 Hosbps 2022r. no 24 Hosbps 2025 r.

Brizian 110 uroram nposesenys $papManeBTHUECKOH HHCTIEKIMM B cooTBeTcTRIM ¢ [lpaiiamu
HpOBeNeHHs (papMalleBTUIECKIX HHCICKIIHIA.

Komurer MEOHUITHHCKOrO U Qla[!MageBTH‘IeCKOTO KOHTPOJIA MP[HHCTG[)CTB& 3APaBOOXpadHCHHA

Pecnybnukm Kazaxcran
(moHoe UK COKPAIMEHHOS HAMMCHOBAHKE YIIONHOMOYEHHOTO OPraHa)
NOATBEPZKAAET CIICAYIOLIEE:
nposecHa hapMaLleBTHYECKasd HHCIEKLIUA

Acmpa3enexa Tionxepx Hpodaxun/AstraZeneca Dunkerque Production

(nonHoe HAaMMEHOBAHWE MPOU3BOJIUTEI1s)

AstraZeneca Dunkerque Production, 224 Avenue de la Dordogne, 59640 Dunkerque, France

(ampec NpOM3BOACTBEHHOM NICWAAKH)
Ha OCHOBAHUH.

- sasBku or 17.08.2022 roma Ha mpoBejenHe HHCHEKLMH HA COOTBETCTBME TpeGOBAHMAM
HaJJlexalleH MPOU3BOACTBEHHOH npakTukK EBpasniickoro 5KOHOMMUYECKOTrO cOI03a (MHOE OCHOBAHHE).
Ha ocHoBanuu cBenenHii, NOMy4eHHBIX MPH [POBEACHHN (hapMaleRTUIECKOH HCIEKLIMK, TI0CIEHss
3 KOTOPSIX Obiia npoeesiena ¢ 21 no 25 nosbps 2022 roaa, CUMTAETCS, UTO JaHHbIH (hapMaleRTHYeCKHil
TPOU3BOUTENL COOTBETCTBYET TpeboBanmsam IIpapun Hagneskamell NPOM3BOACTBEHHOH IPAKTHKH
EBpasuiickoro 5KOHOMHYECKOro Co03a.

Hactosmmuii ceprudukar oTpaskaer craTyc NpPOM3BOACTBEHHOH IUIOWIAAKH HA ATy IPOBEACHMUS
(hapmaLeBTHYECKOH MHCTIEKIMM W [0 MCTEYEeHMH 3 JIeT ¢ JaThl TPOBEJEHMA 3TOi (hapMALCBTHYECKON
HHCNCKUMM HE JO/DKEH NPUHHMATBCS B KAYECTBE JOKYMEHTa, CBHJIETENBCTBYIOIIEN0 O CTATyCe
cootseTcTBUA. CpOK NEHCTBUA cepTUDUKATA MOXKET OBITH COKPANICH MM PACLIMPEH MPH UCTIONb30BAHUH
COOTBETCTBYIOUIMX IPHHLIMIIOB YTIPABJICHUSA PUCKAMH IIPH HANMYHMK COOTBETCTBYIOLIEH 3anMCcH 00 3TOM B
none «OrpaHu4eHHs WM NOACHHTEIBHBIE 3AMETKH, Kacalouldecs o6acTH IPHMEHCHHS HACTOSILErO
cepTudHKaTa».

Cepruuxar senseres IeHCTBUTENBHBIM B Cllyyae IPEACTABICHHA BCEX €I0 CTPAHML (KaK OCHOBHBIX
JIMCTOB, TAaK W JIOTIOJHUTENBHBIX JINCTOR).

AYTEHTHYHOCTS (I10UTMHHOCTB) HACTOSILETO CePTH(HUKATA MOXKHO IIPOBEPUTH B Oase JaHHBIX
Komurera meauuunckoro u  ¢apManeBTHYECKOro KOHTpONs MUHMCTEPCTBA  3ApABOOXPAHEHHS
Pecnybnuku Kazaxcran.

Ecin  ceprudukar wme npencrabieH B ykasaunoil 0ase NaHHBIX, ClTeayeT oGpaTHTLCH B
yHOﬂHOMOHeHHLIﬁ OP]"Q.H] ero BLIranIIIHI:‘l.
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EBpasuiickuii 3KOHOMUYECKKIA COIO3
No GMP/EAEU/K7/24-02-2023

(yueTHbIH HOMep cepTH(HKaTa)

JlexapcTBeHHbIE CPEACTBA LIS MEAMIHHCKOTO NPHMEHEHNS
BeTepunapHbie 1eKapcTBEHHBIE CPEICTRA

SKCHCPHMCHTEUIBHLIC CpeacTea

[pou3BOACTRO H KOHTPOIIL KAueCcTBa
1. TIPOU3BOJCTBEHHBIE OTIEPALIMH - JIEKAPCTBEHHASA [TPOAYKITASA
1. CrepuneHas NpoayKUHsL

1. TIpotyX1Tis, MPHTOTORIIEHHAS ACCITUYECKMM ITyTeM (onepauuyu o6paboTKy NS CISIYIONIAX JeKApCTBEeHHRIX (opm):

KHJIKHE JTIeKapcTBeHHEIe (OpMEI GoNbInoro obneMa
XHAKHE JIeKapcTBeHHBIe (JOpPMBI Maoro obbeMa
JUCIIEPCHH

auouIH3ATE

TBEPALIE NEKAPCTBEHHBIE (DOPMBI M UMILIAHTATE
MATKHE JeKAPCTBeHHbIE (OPMEI
npouas NpOAYKIHA

(yxasaTh BHil IPOAYKLHA WM ACATENEHOCTH)
2.Ilponyxuns, nozsepraomascs GUHALIHON crepunnsaimy (onepanuu 0GpaboTKM [ CIIeLyOMEX JIEKapCTBEHHLIX (hopMm):

HKHAKHE JIEKAPCTBERHBIE POPMEL GONLIIOTro 0O6BeMa
JKUJKHE JIEKAPCTREHHEIC (OpMBI MATOTO 06beMa
TBEPAbIC NIEKAPCTBENHBIE (JOPMBI H HMILIAHTATEL
MATKHE NCkapCTBEHHBIE POPMBL

TpoYad OpOAYKIHS, 1eKapCTBEHHbIE (POPMBL

(yKka3aTh RU NPOAYKIIAN KK JESTelLHOCTH)

|:|3. Brinyckalomiuit KOHTPOIbL KAECTRa

2. HectepunbHas POyKIMA
|x_ 1. Hecrepunbran npoaykuus (onepamun 06paGoTKy A8 CIEAYIONINX JeKapCTREHHBIX (hopM):

Karncynsl B Tep/ioil ofonouke

Kancynkl B MArkoi o6onouke

KEBATCNBHELIC JIEKAPCTBEHHbIE (l)OpMBI

-

MMIIPETHUPOBAHHBIC IEKAPCTBCHHBIC qJOprl

S—

| [’KHIKHE JCKAPCTREHHBIE (GOPMBI 1S HAPYKHOTO NPUMEHCHUS
HHKHE NIEKAPCTBEHHBIC (POPMBI 1A BHYTPEHHETO IIPHMEHCHMSA
MEIHUHHCKHE Ia3hl

[POYHE TREPABIE JIEKAPCTBEHHBIE (POPMBI

[penaparkl, HaXoAIMecs IO AaBICHHEM

FEHEPATOPLI PAJIMOHYKIIMIOB

MATKHE JIEKAPCTBEHHBIE (DOPMET

cBeun (CYINNO3UTOPHH)

TabneTkn

Crpanuua 2 u3 5




Eopa A RHORIYSSsY cores

(y4eTHslit HoMep ceprrrKkara)

TPaHCASPMATIBHEIE TTNACTHIPH
YCTPOHCTRA JUIsl MHTPAPYMHHANBHOTO (BHYTPHUPYOUOBOT0) BBEJEHUA

NpoYas NPOIYKILMS, TeKapeTBeHHELE JOpMEL

(ykasaTh BUA NPOAYKUNH HIH AEATENbHOCTH)

2. Beinyckarwuipi KOHTPOIb Ka4ceTBa
3. bronoruyeckas NeKapeTBEHHAA IPOLYKIIS
| 1. Buosiornyeckas ekapcTBeHNas MPoIyKLHS:

[IPOAYKTBI KPOBH

UMMYHOIIOTHUECKAS IPOAYKIIUS

NPOAYKTB! HA OCHOBE COMATHYECKHMX KIETOK
TEHOTEPANERTHYECKHUE TPOMYKTHI
TPOJYKTE] TKAHEBOH HHKEHEPUU

OnoTeXHONOTHIECKAs NpOAYKLHSS: MOHOKIOHANILHEIE AHTUTEA
NPOAYKTEL, YKCTPATHPOBAHHEIC K3 KMBOTHBIX UCTOYHUKORB UK OpraHoB (TKB_HGi-’I) HCJIIOBCKA

npoyast NpoayKUHA

(YER3ATE BT TPOAYKIAA HITH ACATCTEHOCTH)

2. Beimyckarommit KOHTPOIs Ka4ecTsa (nepedeis THIIOB TPOIYKIHM):

MPOAYKTBI KPOBH
UMMYHOJIOTHYECKAS [IPOIYKLIHS

TPOAYKTHI HA OCHOBE COMATHYCCKHUX KIETOK
TFCHOTEPANeBTHYECKHE IPOAYKTHI

TPOAYKThI TKAHEBOH MHMKCHEPUH

GHOTEXHONOIHYECKA NPOLYKLIMS
HPOAYKTEL, JKCTPACHPOBAHHBIC M3 JKMBOTHBIX HCTOUHMKOR MM OPraHoB (TKaHeH) Yenopexa

Npoyas NPOIYKIIHs

T 9!35.55[1; BEA ﬁpﬁﬂykﬂﬂﬂ HIIH JCSATETLHOCTH)
4. Tpovas NpoAyKLUMA ¥k NMPOM3BOACTBEHHAN AEATEIIbHOCTD
1. Ilpoussonctro:

PAaCTHTENLHOH MTPOIYKIMH
FOMEOTIATHYECKON [TPOLYKIIMH

npoyas NpoyKIHs

VKA3ATE BH T PONYKIOMH HITH ACATCITEHOCTH]

2. CrepumM3alis AKTHBHBIX BEUICCTB, BCIIOMOTATELILIX BEICCTE, FOTOBOH IPOAYKLIHH:
unsTpanus
CYX0XKapoBAas CTePUIN3ALNA

CTEPHAM3ALIKI TAPOM
XHMUYECKas CTCPHIAN3AIUS

CTCpHIH3ALHA raMMa-u3Iy4cHHEM
CTECPUIM3ALHKS INCKTPOHHBIM H3/TYYEHHEM

3. Ilpouee

(yKasaTh BML NPOLYKLMH HIlK JEATENLHOCTH)

4. Tepenunas (BHYTPEHHAS) YIAKOBKA:

KangcyIsl B TBepACH 06010uke
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EBpa3sniickuii 3SKOHOMUYECKuUiA coro3
Ne GMP/EAEU/K7/24-02-2023

(y4erHslii HoMep ceprTudukara)

Kancyisl B MATKO#H 000m04Kke

HEBATEIBHLIC IEKAPCTBEHHbIE (POPMBI

UMIMPETHMPOBAHHEIE JIEKAPCTBEHHBIE (JOPMBI

KUIKNC NICKAPCTBEHHBIE (JOPMBI LTS HAPYHKHOTO NPUMEHEHHS
KUJKUE NeKAPCTBEHHBIE (JOPMBI NS BHYTPEHHEr0 NpUMEHEHUS
MEMLHHCKHE a3kl

[POYME TBEPLIE JIEKAPCTBEHHBIE (JOPMEI

npenaparsl, HaXOISUKSCH IO JaBNeHHEM

TeHEPATOPH! PAlHOHYKINAOB

MATKHE JEKAPCTBEHHBIE (JOPMET

CBeuM (CYNMO3UTOPHHU)

TabaeTKn

TPAHCAEPMALHBIE [TIACTLIPH

YCTPOICTBA /U1 MHTPAPYMHHANBHOTO (BHYTPpYOLOBOT0) BBEACHHA

npoyas mpoLyKias

(yKazaTe BUA NPOAYKIMH MY JICATENEHOCTH)

5. Bropuunas (noTpeGHTENLCKAN) YITAKOBKA

6. Bemyckaiommii KOHTPOIIL KauecTsa
7. MuKpOGHONOTHYECKOE TECTHPOBAHUE: CTEPHIILHOCTE
8. MuKpoOHOMOTHYECKOE TECTUPOBAHKE: HECTEPHITLHOCTE

9. Xummyeckoe ((pusmnueckoe) TecTHposanue

10. BHOJIOrHYECKOC TECTHPOBAHUE
II. KOHTPOJIb KAYECTBA [1PU UMIIOPTE JIEKAPCTBEHHOH MPOAYKLIMH

1. KoHTpOJIL KA4eCTBa MMITIOPTUPYEMOiT IEKAPCTBEHHOM NPOAYKIIHH:

MHKp06HOJIOI‘P[‘-160KOC TECTUPOBAHHE! CTCPHNILHOCTR
MHKPOGHOHOT‘H‘ICCKOC TECTHPOBAHHE: HECTCPHIIBHOCTL

xumuueckoe ((pusudeckoe) TecTHpoBaHME

OHOJIOrMYecKoe TECTHPOBAHHKE

2. Bemyckaiommit KoHTpoms (cepTudukains cepuii) MMIOpTHPYeMOi NpoayKIHY

CrepunbHas NPOAYKIIHS:

NpOAYKUHSA, IPHIOTOBICHHAS aCCITHYECKUM ITyTeM

OPOJIYKUKS, IToABepralomascs YUHHULIHON CTEPUIM3AINY

Hecrepunenas mponyxuus

buonoruueckas mekapeTBeHHAS PO LYKLMA:

OPOAYKTHI KPOBH
HMMYHOIIOTUYCCKAs TPOAYKIHSA
NPONYKTHI HA OCHOBE COMAaTHUYCCKUX KIIETOK

FEHOTEPareBTHYECKHE TIPOAYKThI

NPOAYKTLI TKRHEBOH UHMKEHEPHH
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EBpasuiickuii
P Ne GMP/EA

(y4eTHbIit HOMEp cepTu(uKaTa)

OuoTeXHONOrMYECKAs OPOAYKIHS
NPOAYKTBI, 3KCTPArMPOBAHHAIE U3 IKUBOTHBIX HCTOUYHHKOR MJTH OpraHoB (TKaHeﬁ)

poyas IPoAYKLIHs

(yxasaTe BUI MPOAYKLUMH HITH NEATENBHOCTH)

3. [lpoyas nesTeNLHOCTE 10 UMIIOPTY (BBO3Y):

nnowanxka pU3nYeckoro UMNopTa (Beo3a)

HMIIOPT IPOMERKYTOYHOTO NPOAYKTa, N0BEPralolerocs AansHeHeit 06paborke

npotee

(ykasaTs BUI NPONYKLIHH UK JCATENEHOCTH)

Ol‘paHH'-IE:HIfIﬂ HITH NMOACHUTENIBHBIC 3aMETKH, KacarolHecs obnacTH NPHUMCHCHWUA cepmd;mxa’ra: -

Axmernusns JI.M.

H.o. IIpencenarens Komurera meyuunackoro u
bapmManeBTHYECKOTO KOHTPOJIS

Munucrepersa 31paBooxpanenns

Pecnyonkn Kazaxceran

(P.H.0., 101KHOCTD)
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