EBpa3suicKuii SKOHOMUYECKUIA COIO3
CEPTHOHUKAT

COOTBETCTBUS TPEBOBAHUSAM ITPABUII
HAJJIEXXAIIEN [TPOM3BOJICTBEHHOM [TPAKTUKU
EBPA3UNCKOI'O DKOHOMHWYECKOI'O COIO3A

Ne GMP/EAEU/KZ/25-02-2023

(y4eTHBLt HOMep cepTH(HMKATA)

Cpok netictsus ¢ 18 Hoabps 2022 r, o 17 nos6ps 2025 r.

Beinan o nroram nposejienus hapMaLeBTHIECKON MHCIIEKIMK B cOOTBeTCTRUH ¢ [Tpasunamu
NpoBejieHHs (apMaleBTHIECKUX WHCITEKIMHM.

KDMI/]TeT MEIHIIMHCKOIO U (baDMaLIeBTH‘iGCKOFO KOHTPOJIA MHHHCTGDCTB& 3APaBOOXpaHCcHHA
Pecnyonnkm Kazaxcran
(0NIHOE MM COKPAUICHHOS HAHMEHOBAHME YIIOJIHOMOYEHHOTO OpraHa)
NOATBCPKOACT CHG}.I)/IOLHCB:
nposeneHa hapMareBTHYCCKas HHCNESKIs

Acmpa3enexa AB/ AstraZeneca AB

(monHoOe HAMMEHOBAHKE [IPOM3BOKUTENS)

Forskargatan 18, Sodertalje, 151 36, Sweden

(ampec MPOM3BOACTBEHHON NIOWAKY)
Ha OCHOBAHUH:

- 3aseku ot 01.07.2022 roga Ha npoBeeHHE HHCMEKIMHM Ha COOTBEICTBME TPeGOBAHMAM
HaJUIeKAIIeH NPOU3BO/ACTBeHHOH pakTHky EBpasuickoro sKOHOMHYECKOro coo3a (MHOE OCHOBaHME).
Ha ocHoBanuu cBeJICHHI, II0JIyHEHHBIX MPH NPOBEACHUH (GAPMAlIEBTHUECKOH MHCICKLMM, 110CIIENHS S
M3 KOTOpBIX Oblnia npoBenena ¢ 14 no 18 wosGps 2022 rona, cuuraercs, uto JaHublH GapMaLeBTHIeCK it
IIPOM3BOJIMTE/IE  COOTBETCTBYET Tpebomanuam Ilpasun Haiexawed NpoOU3BONCTBEHHOH IIPAKTHUKH
EBpasuiickoro 3KOHOMHYECKOTO COI03a.

Hacrosiumii ceprudukar oTpakaer cTaryc NpOM3BOACTBEHHOHM TOMAAKM HA HATY [IPOBEHEHHUS
(papmaveBTHIECKON MHCICKUMM M MO HCTEYCHMM 3 JIET C AaThl MPOBEICHHSA 3TOM (apMaLeBTHYECKOH
MHCOEKIMK HE [O/DKeH MNPUHUMATLCA B KAueCTBE JIOKYMEHTA, CBHIETENBCTBYIOLIEr0 O CTaTyce
cooTseTcTBHs. CPOK NeHCTBUS cepTU(HUKATA MOXKET GBITE COKPAILeH WIH PACIIMPEH MPH HCTIONL30BAHHN
COOTBETCTBYIOUMX IIPHHIMIIOB YTIPABJIEHMA PUCKAMH NPH HAIMYHK COOTBETCTBYIONIEH 3arHcH 06 5TOM B
none «OrpaHH4eHHs WM TOACHHUTENBLHBIC 3aMETKH, KACAIOIMEcHd 06NAacTH NMPUMCHCHHS HACTOALLErO
cepTUdHKaTay.

Ceprudukar sBisercs NeHCTBUTENBHEIM B Clly4ae NPeJICTABNCHHS BCEX ero CTPaHML] (KaKk OCHOBHBIX
JIMCTOB, TaK M JIONOJIHUTENBHBIX JINCTOB).

AYTCHTHYHOCTD (IOATMHHOCTS) HACTOALLEro cepTH(UKATa MOKIO MPOBEPHTE B 5a3e TaHHbIX

Komurera MemuumHckoro M (apManeBTHYSCKOro KOHTpods MUWHHCTEPCTBA  3DAROOXDAHEHMUS
PecnyOinku Kazaxcran.

Ecnu  cepruduxar ne npencrapnen B ykasannoii Gase namnpx, cieayer obparuThes B
YTIOTIIIOMOUEHHEIH Opray, ero BLIaBIImii.
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EBpa3suMiACKMiA SKOHOMUYECKUIA COI03
Ne GMP/EAEU/KZ/25-02-2023

(yqerielii HoMep cepTudukaTa)

ﬂeKapCTBeHHLIC CpeacTea A14 MEAHIIMHCKOTO MPUMEHEHHA
BeTCpHHapHHG JICKApCTBCHHLIC CPCACTBA

. SKCHCPHMCHTEUILH BIC CpCIACTBA

HpOPBBOJlCTBO W KOHTPOJIb KA4YECTBA
[. TTPOU3BOJICTBEHHBIE OITEPALIWH - JIEKAPCTBEHHASI [TPOY KM A
1. CrepunbHas npoyKuus
1. Tlpostykis, MPUTOTOBCHNAN ACCITHYCCKUM ITyTeM (onepaun ofpaBoTku [UIs CIEAYIONMX TeKAPCTREHHBIX hopM):

KHIKHE JIEKApCTBEHHEIE (JopMbl BonbIIOro 00bema

HMHJIKHE [IEKAPCTBEHHBIC (POPMBI MAJIOro oObeMa
JHUCTIEPCHH

nuno(puIHzaTH

TBCP/bIC NEKAPCTBEHHBIE (POPMBI M UMILIAHTATEI
MATKHE IeKAPCTBEHHBIE GOPMBI
povas NpAIyKIHs

(yia3ath BUJI NPOIYKUMH WM ACATENHLHOCTH)
2.Hponyximsa, noasepraomasncs hirunoil crepunusanyy (onepauwnn o6paboTIH IS CEAYIOLIHMX TEKAPCTEEHHBIX (JOPM):

JKHAKME NIEKapCTBEHHbBIE GOPMBI 00ILIIOTD 06LemMa
JKMJIKHE NIeKapCcTBeHHEIE HOPMBI Maoro oobema
TBCPALIC ICKAPCTBCHHBIC fllOle:-l H HMILIAHTATBI
MSATKHE JICKAPCTBEHHEIE (JOpMBbI

[Ipoyas NPOAYKIHS, N€KapCTBEHHEIE GOopMEI

(¥Ka3arb BUI NPOLYKUMA UM NEATETHHOCTH)

3. Brmyckaommit konTponns kauectsa

2. HectepuneHnas npojiyKuns
|X 1. Hecrepuibnas npoiykimus (onepaipi 06paboTky 418 cAeaylolMX TeKapeTBEHHLIX (opM):
Kancynel B TBepaoi obonouke

Karcynsl B MATKOH oBomouke

JKEBATE/ILHEIC ICKAPCTBEHHbBIC QOpMbI

UMIPErHUPOBAHHBIE NEKAPCTBEHHbBIE (OPMEI

HKHUAKHE NICKAPCTBEHHbIE (JOPMBI LISl HAPYIKHOTO TIPUMEHEHH
HUOKHE NIEKaPCTREHHKIE (JOPMDL TS BHYTPEHHETO IPUMEHCHHA
MEIULHUHCKUE [a3b

| X |mIpoune TReplible NeKapCTBEHHEIE (OPMEL

[IpenapaThl, HAX0AALHECs MO NaBNeHHEM

TEHEPaTOPD! PAAMOHYKIHAOB

MAIKHE NEKAPCTBEHHBIE (JOPMBI

CBCUH (CYMIOZHTOPHH)

TabIeTKH
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EBpasuniickuii aKkoHOMUYECKUA Coo3
Paspncium RIS

(yuersplii HoMep ceprudukara)

TPaHCAEPMAILHBIE [TACTLIPH
YCTPOICTBA /1N MHTPAPYMHHANLHOTO (BHYTPUPYGUOBOTO) BBEICHUS

npoYas MpoJyKiHs, IeKapCTBEHHbIE (POPMBI

(yxa3ars BUA MPOLYKLIMH HIN JEATENBHOCTH)
2. Brimyckaiommii KOHTPOIL KauecTsa
3. buonoruyeckas IeKapcTBEHHAsN POLYKINS
[_ 1. Buonoruueckasn NEKapcTBEHHAN TPOLYKLAA:
NPOAYKTHl KPOBU
MMMYHOIIOTHYCCKAS PO AYKLHS
NPOIYKTEI HA OCHOBE COMATHYECKUX KIIETOK

TCHOTCPANEBTHYECKHUE IPOIYKTEI

TPONYKTHI TKAHEBOH HHKCHEPUH
OHOTEXHONOTHYECKas TIPOAYKIMA: MOHOKIOHANLHBIE AHTHTENA
NPOYKTBI, IKCTPArMPOBAHHbBIE M3 KHBOTHBIX HCTOUHHKOB HITH OPraHoB (Tkaueil) uenopeka

Hpoyas MpoayKIus

T FREE]E BATT li[‘_iiﬂi?ifﬂﬂﬂ T JieH TCIHEHOCTH]

2. Brinyckaioutuii KOHTpOIIb KauecTBa (Mepeyvethb THIOB OPOAYKITH):

NPOLYKTEL KPOBH

HMMYHOJIIOTHYCCKas IIpoayxkuns

HPOAYKTEL HA OCHOBC COMATHYSCKMX KIETOK
reHOTEPANEBTHYSCKHE NPOLYKTLI
HPOJIYKTHL TKAHCBOH HHKCHEPHUH

OHOTEXHONOTHICCKAA T1POLYKLHSA
TPORYKTBI, IKCTPArKPOBAHHBIC M3 KUBOTHEIX HCTOYHHKOB HIIM OPraHoB (TkaHei) yenosexa

npoyas npoAyKIEs

T (yKa3aTh BHO NPOAYKIAA TLTH ACHTCIBHOCTH]
4. Tlpoyas MpOLYKIMA MM NPOXH3BOACTBEHHAS IEATENLHOCTS
1. IIpousroacTao:

PaCTHTENEHOR MPOAYKLHH

FOMEOMATHIECKOH TPOAYKUHH

[poYas TMPoIyYKIHs

{YKa3aTs BAN TPOAYKIAH WA OCATCIGHOCTH)
2, CTepunu3anus akTHBHLIX BCLIECTB, BCIIOMOTATENBHBIX BEILECTB, FOTOBOM MIPOLYKIMH:

X |punsTpanms

CYXOMKapOBas CTCPHIM3ALUS
CTEPHIIM3ALKSL [IApOM
XHMHYECKAS CTEPHIIM3ALHMA

CTCPUTTH3ALMA raMMa-HU3JTYICHHCM
CTCPUTIH3ALIMA 3JICKTPOHHBIM H3JY4ECHHEM

3. ITpouee

(yKasaTh Bu/L NPOAYKLIAH WM JACATCIILHOCTH)
4. Ilepsuynas (BHYTpEHHAS) YIAKORKA:

KaICyibl B TBEp0i 060s104Ke
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EBpasuiicKmii 3KOHOMUUYECKUA COI03
Ne GMP/EAEU/K7/25-02-2023

(yuetHnlii HoMep cepTuduxara)

Kancysl B MArKoi oGonouke

HKEBATENBLHBIC ICKaPCTBEHHBIE (JOPMBI

MMIPErHUPOBAHHBIE JIEKAPCTBEHHBIC (DOPMBI

HUAKHE ICKAPCTBEHIBIE OPMBI JUIS HAPYKHOTO NPUMCHCHESA
HKHUJKHE JICKAPCTBEHULIC OPMBI JUTS BHYTPCHIETO IIPHMCHEHS
MEIUIHHCKHE [a3h!

X |mpoune TBepAbie TekapcTBeHnbie Gopmbl

Npenaparel, HaX0sLIHECA M0 aBICHUEM

TeHEepaTOPbL PAHOHYKIUIOR

MATKKE JIEKADCTBEHHLIC (JOPMBI

CBCUM (CYMMOZHTOPHM)

TabneTku

TPAHCAEPMAILHBIE MTAACTHIPU

YCTpOiCTBa IS HHTPAPYMUHAILHOIO (BHYTPHPYBUOROrO) BEEACHUS

npoyas npoayKuus

(yxasath BUJL IPOAYKLWM WIIH ACATCILHOCTH)
5. Bropuunas (notpedurensckas) ynakopka

6. Brinyckaroiuuii KoHTpo/b kKadecTsa
7. MukpoGHOIOTHYECKOE TECTUPOBAHKE: CTEPHILHOCTE
8. MukpoOHOIOrHHECKOE TECTHPOBAHNE: HECTEPHILHOCTE

9. Xumuieckoe ((husHueckoe) TECTHpOBaHHE

10. BH0I0rHYECKOE TECTHPOBAHKE
II. KOHTPOJIb KAYECTBA IIPHU UMITOPTE JIEKAPCTBEHHOM NPOIYKLIHMH

1. Kontpons kayecrsa MMIOPTUPYEMOH JICKAPCTBEHHOH IPOLYKIIHH:

MHKpOGHOHOFHWECKOE TECTUPOBAHME: CTEPHIBEHOCTE
MHKDOGH'OIIOTH'{BCKOE TECTUPOBAHKUE: HCCTEPHUIBHOCTh

xumuyeckoe (pu3nveckoe) TecTHpOBanHeE

Ouonoruyeckoe TECTUPOBAHUE

2. Buimyckaronuk kouTpolib (CepTHMKALM Cepri) MMOOPTHPYEMOH TPOLYKIAK
CTepuibHas TPOIYKIMS:

OpOAYKUHMA, IPHIOTOBIEHHAA ACCNTHUCCKHAM MYTEM

TPOJIYKIHS, TIOABEPraIOIIancy YUHUIIHON CTEPHAH3ANHN

Hecrepunsuas npoaykuus

Buonornueckas TekapCeTBeHHAs NPOLYKLHA:

NPOJLYKTEl KPOBH
UMMYHOIOTHYECKAS OPOLYKLMS
MPOAYKTH HA OCHOBE COMATHYECKUX KIIETOK

FEHOTEPANEBTHYECKHE [TPOAYKThI
NPOYKThLI TKAHEBOH HHIKEHEPHH
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EBPASY KNI REORINYER i coros
(yueTnslit Homep ceprudukara)

OMOTEXHOIOrHYECKAS TPOLY KIS
NPOAYKTE, BKCTPArMPOBAHHBIC U3 KHBOTHBIX HCTOUHHKOR HIIH OPraHoB (TKaHeH)

TpOYas MPOAYKIMSL

(yKas3aTh BH/| IPOAYKLUMH HITH ACHTENLHOCTH)

3. Ipouas xeaTenbHOCTb M0 MMOOPTY (BBO3Y):

OJ0ManKa (PH3NUECKOTO UMMIOPTA (BBO34)

MMIIOPT MPOMEHKYTOMHOTO NPOAYKTa, OJIBCPraloWerocs ankuciiici odpadoTke

npodee

(yKa3aTh BUJ| NPOAYKIMH WM AEATENLHOCTH)

Orpanuuenus MM MOACHUTE/bHBIE 3aMETKM, Kacaioluecs 00/1acTH NpUMEHEHUS CepTH(HKATA: -
1.2.1.npoyue TBepbIE JICKapeTBEHHbIE HOPMBI: MHOTO/IO3HBI 1I0POLIKOBBIH HHIANSTOP

Axmernuns JL.M.

H.o. Ilpencenarenss Komnrera mequuunckoro n
(papmaneBTHYECKOro KOHTPOJIS

Munucrepersa 31paBooxpanenust

Pecnyboamkn Kazaxeran

(D.H.0., 1oJEKHOCTE) ‘ s (moanuce)
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