EBpa3suiCcKMii IKOHOMUYECKUIA COol03

PI'Y «KoMuTET MEIMIIMHCKOIO ¥ (papMallcBTHYECKOIr0 KOHTPOJIs
Munucrepersa 3ipasooxpatierins Pecnydimku Kaszaxcrany

CEPTUDOUKAT
COOTBETCTBHS ITPOUBOJACTBA JIEKAPCTBEHHBIX CPEJICTB TPELOBAHHWAM TIPABWII
HAJUTEKATIEX TTPOU3BOICTBEHHOM ITPAKTHUKH
EBPAZHHACKOI'O DKOHOMHWUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/193-04-2025

Cpox jieiicrsus ¢ 15 mapra 2025 r. no 14 mapra 2028 r.
Beyian 1o wroraM npopejenns (apMalieBTHICCKOH HMHCICKIMM B COOTBETCTBUM ¢ IllpaBuiamu
npoBeacHus  (PAPMALICBTHYCCKAX — MUCHCKIMH,  yreepucieniiivi - Pewenmem  Cosera  EBpasuiickoi

JKOHOMHYCCKON komuccnn ot 3 noadpst 2016 r. Ne 83.

KoMuTeT MCJMIIMIICKOTO ¥ (hapMAalCBTHYCCKOTIO KOHTPOIIS
Muinerepersa 3fipasooxpancums Peciybimkn Kazaxeran

HOJITBEPIK/1aCT CJIC/YI0LIEe:
1poBejicHA (papMalCBTHUECKAs MHCHICKITUS

AstraZeneca AB
Gartunavagen, Sodertalje, 152 57, Sweden

14 OCHOBAHMN:
- sasgiicHus oT 29.04.2024 roja na [poBC/ICHNE HICICKIMM Ha COOTBETCTBUC TPCOOBAHMAM Ha/UIEKAICH

HPOU3ROACTRCHHON 1pakTHKn EBpasuiickoro dK0HOMUYCCKOI'0 co103a (Mi0e 0cHoBanue).

Ha ocrosanum caejenuii, HOIyuCHIBIX IPH TPOBEJICHUH (apMallCBTHUCCKON HHCTICKIMH, TOCHENHss U3
KoTOpLIX Oblia nposegena ¢ 05 mo 14 mapra 2025 roja, ycranoBlieHO, 4TO JlalHoe (apmaleBTHieckoe
POU3BOACTBO COOTBETCTBYCT TpeOoBanusim Iparuit najyicsKalicit pon3BoICTBENION npakTnku Espasuiickoro
IKOHOMHUYCCKOr0 €O103a, DKBuBanenTibix [lpuinpmam n PykoBojictry Eppoliciickoro cowosa 110 Hajyiexanei
IPOU3BOACTBEHHON PAKTHKE JICKAPCTBEHHBIX CPEJICTB JUISl MCIMIMHCKOIO M BETCPUHAPHOIO IPUMEHCHUA U
npuniunam CHcTeMsl COTPYUnUecTBa (hapmarieBTruecknx nicneximi (PIC/S).

Hacrosiuii - ceprndukar oTpakacT CTaTyC [IPOM3BOJICTBCHIION TNIOMAJIKM HA JIaTy HPOBCICHUH
(papmanesTHUCCKOl HIICIIEKUNH M 110 MeTeucHrn 6ojiee 3 JieT OT JaThl 1IPOBC/ICHMS IIOCICIHEr0 JIHS IOCIC/ETo
MHCIICKTUPOBAINS HE MOXKCT CHUTATHCS JIOKYMCHTOM, CBWJICTCIBCTBYIOUIMM O cTaryce cooTeercTsui. Cpok
nieiteTBs cepriduKkara MOXKeT ObITh COKPAIICH LIPH UCHOJL30BAINN COOTBCTCTBYIOUMX IIPHHIMIIOB YIIPAB/ICHHS
pMCKAMM LPU HaIMYMA COOTBCTCTBYIONMICH 3aimcn B uosie «Orpanuucius WiIH MOACHHTCNLIBIC 3aMETKH,
Kacaiolecs obJIacTy 1IPUMCHCHHS HACTOAINEIO cepTH(uKaTay.

CepruduKar sBIseTcs ACHCTBITCIbILIM B CIIYHAC HPCJCTABICHI BOCX €0 JICTOB (KAK OCHOBHBIX JIHCTOB,
TAK W JIONONHHTEIIBHBIX JINCTOR).

AyTenTiunocts (110/UIMHIIOCTE) HACTOSIMEIO cepTH(uKaTa MOXKIO 1POBEPUTL B Gase Jamubix Komurera
MEAHIITHCKOrO W (hapMAlCBTHYCCKOro KOHTpoiis Mutnerepetia 3)pasooxpaienus Peciybnmku Kasaxcrait.

Ecnu ceprudykar He npejictasien 3 ykasannoit 6aze jannnix, cliejlyer obpaTuThes B YHOJIIOMOUSHHbIH

opramg, €ro Bbl]],ﬂ.ﬁl[lliﬁ.
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EBpasuiicKnii SJKOHOMUUYECKUIA COIO3

Ne GMP/EAEU/KZ/193-04-2025

X J'Ielcap(:'nscum,lc cpejicTia Juist MCJIHIIMHCKOro HPUMCHCHHA

JleKapeTBENIIBIC IPETIApaTLl JUIS KIMHHUCCKUX UCCILCOBAINIA (MCIIbITANNIT)

Kon Haumenosanue
1. MPOU3BOJCTBEHHBIE ONEPALNAN - JEKAPCTBEHHAS I[NPOLY KLAS
1.1 | Crepuibias NpoJLyKIMs
X 1.1.1 TIpoussojmumas acciTHUCCKUM 11yTem (oticpaini 00paboTku JUIst CICILYIOIIX JICKAPCTBCIHBIX dhopm):
[.1.1.1. Kuukue nekaperreitbie (opmbl 00bmoro obhema
X 1.1.1.2. Jnikne Jekapcraeriible opMDbl Malnoro 00bema
1.1.1.3. Jlnoduinsare
1.1.1.4. Teepasic JIeKapCTBCHILIC (HOPMbI i UMILIAHTATLE
[.1.1.5. Msrkme jjekapeTBenibic Gopmbl
1.1.1.6. llpodas Npo/lyKIHs, HPOU3BOJIMMAS B ACCUTHICCKNX YCIIOBHAX
1.1.2. Mosepracvas Gpunninioii crepuisanuu (oncpannn 00paboTKH JUIs CIIC/LyIOUIMK JICKAPCTBEHIBIX popm):
1.1.2. 1. Xwikue nekaperseinsie Gopmot 50ibu1010 06bemMa
1.1.2.2. XKuykue jekaperBeHibice opMbl MalioTo 06bemMa
1.1.2.3. Tsepble ickapcTrelnbc (JopMbl U HMILIAHTATHI
1.1.2.4. Markue JickapcrBensic (popMul
1.1.2.5. lpouas mpoayKius, nojisepracmas (pMUOMIINoH creprimsands
X | 1.1.3. BeluycKaiouiui KOITpoih KauecTsd (BblIIYCK Cepyn)
1.2 | HecrepribHasg npoJIyKitus
X 1.2.1. Hecrepuiibias 1pojiyKits (TeXHOJIOIHYCCKHE OLCPAIN JUISL LIONYYCIHUA CHC/IYIOUIIX JICKAPCTBCHHbIX opm):
X 1.2.1.1. Kamncynt B TepjLoit obonouke
1.2.1.2. Kancysbl 8 Markoi 0bosouke
1.2.1.3. Xepare/bible JICKAPCTBCHHBIC (OPMBI
1.2.1.4. UMIperiuposadybie JIeKaperBene (popMbl
1.2.1.5. Wuxue siekapeTeeniinie (hopMbl JUIA HAPYIKIIOTO PHMMCHCH U
1.2.1.6. JKHiKHe JICKApCTBCHHBIC (POPMBI JUIA BUYTPEHIICI'O LIPUMCHCHHS
1.2.1.7. MCJHIMIICKUC I'a3hl
X 1.2.1.8. Ipouuc TBEpILIC JICKapCTBEHILIC HOpMLI
1.2.1.9. Ilpetiaparsl, HAXOAIIMCCS 1101 JIdBJICHHEM
1.2.1.10. PajiaonyKIIHJILIC I'CHepaTopbl
1.1.1.11. Msirkue Jickapersenimie Gopml
1.2.1.12. CBeyu (CyNIO3UTOPHI)
X 1.2.1.13. Tabneriu
1.2.1.14. Tpanciepmalibuble II1ACThHIPH
1.2.1.15. Ilpouas necrepuiibias HPOIYKIMA .
X 1.2.2. Boliryckaiol il KOHTPOJIL Kadecrsa (chmcpmmuux u:ppm)
1.3 | Buonmoruycckas JICKapeTBENas POy KITHs
X | 1.3.1. buonornueckas jIeKapeTBeIHAs JIPOJLY KIS
1.3.1.1. I1poayKThl KPOBU
1.3.1.2. IMMYyHOJIOTHYCCKAA TTPOY KUK
1.3.1.3. I1poJiyKiiusi HA OCHOBE COMATHUCCKUX KJICTOK (IPOJLYKILMs JULA TEpariy COMaTHICCKIMHU KJIeTKaMH)
1.3.1.4. l'enoTepaneBTHYCCKAS HPOJIYKIHA
X 1.3.1.5. BHOTCXHOJIOTHUCCKAN 1IPOJLYKILHH

1.3.1.6. 1IpojiyKims, BhUICIICHIAs 13 IKUBOTIBIX MCTOMIMKOR WK Opraiios (Tkaliei) ucioscka

1.3.1.7. TraneutzccHepHast 1POJLyKIHsi (upony KIS TKALICRO I HIDKCIICPHM)
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EBpa3suiAicKuii SKOHOMUUECKUIA colo3

Ne GMP/EAEU/KZ/193-04-2025

1.3.1.8. Ilpouas Guonornyeckas JICKapeTReHias POy K

X | 1.3.2. Bouyckalonii koirrpolis_(ceprudukalius cepun) (LIEpeych BUJIOB HPOJIYKITHH):

1.3.2.1. IpojtyKTDl KpoBH

1.3.2.2. UMmynosoruycckas 1pojyKims

1.3.2.3. TIpoJyKTh! Ha OCIOBC COMATHYCCKUX KIIETOK (1POJLYKIMS JULH Tepali COMATHICCKUMHU KJeTKaMM)

1.3.2.4. I'cnoTcpatieBTHICCKast 1IPOJLY KIS

X 1.3.2.5. buorexnojornycckas HpoJLyKIus

[.3.2.6. Tpojtykips, BhLJICIICHHAS B3 HKMBOTHBIX HCTOUHUKOB WIK Opratos (TKAHCH) uc/IoBCKa

1.3.2.7. Txanucuipkenepas npoiykius (11poJlyKUHs TKaleBO HIKeHepum)

1.3.2.8. [Ipouas Guonoruucekas JICKApCTRCHHAS POJLYKILHS

1.4 T[poqaﬂ JICKApCTBCHHAA TTPOJIYKIIHS W TIPDOU3BOJICTBCIIHAA JCHTCIILHOCTDL

1.4.1. llponssonacrso:

1.4.1.1. PacTureiibiiast POy KIs

1.4.1.2. I'oMeonaTuuceKoi npojiyKimn

1.4.1.3. llpouas npoaykuus -

X | 1.4.2. Crepunnsanus hapMaleBTHICCKUX CyOCTaimi, BEIOMOTATCIbHBIX BCIICCTB, MOTOBOH IPOMYKIMH:

X 1.4.2.1. Ounsrpanys

1.4.2.2. Cyx0oxapoBasi CreprIH3aIgs

1.4.2.3. Crepuinsanus 11apom

1.4.2.4. XumMuueckas Crepuiusaiins

1.4.2.5. Crepuiin3aliis raMma-u3Jyaciucm

1.4.2.6. CTepriinsalyds MICKTPONILIM H3JIYUCHHEM

1.4.3. 1lpouge e -

1.5 | Yiaxoska

X | 1.5.1. Ileppuynas ylaKkoska.

X 1.5.1.1. Kancyisl 8 TBep1oit obosouke

1.5.1.2. Kancynsl B Msrkoid 000J10uKe

1.5.1.3. JKeparelLiblc JICKapeTRSNILIC (hopMbl

1.5.1.4. UMUpCIrHNpOBAIIIBLIC JICKAPCTBCHILIC (OPMBI

1.5.1.5. Aujxue Jckapereeninie (popMb Ui HAPYIKHOTO HPUMCHCHMS

1.5.1.6. JKujixue JicKapeTBeHibIC (POPMDI JUisi BHYTPCIHCIO LPHMCHCHIMS

1.5.1.7. MEJMIMICKHAC ra3bl

X 1.5.1.8. Ilpouue TBCpble JIeKapeTBeHubIC (POPMBI .

1.5.1.9. Ilpeniaparsl, HaX0sIHecs 10/1 JIaBICHHCM

1.5.1.10. PajiuonykiiM/iIibI¢ ICLHCPATOPLI

1.5.1.11. Msirkuc jiekapcTBEHHBIC GopMBI

1.5.1.12. Cieqn (Cynmo3ntopun)

X 1.5.1.13. Tabuerkn

1.5.1.14. T'pancuepMalibiibic 1171acTLIpH

1.5.1.15. IIpouas HecTepuILIAs JICKAPCTBCHIAA 1IPOJLYKILN

X 1.5.2. Bropuunas yrnaKoBka

1.6 | Konrpois kauccTpa

X | 1.6.1. MukpobnoJlor 1eCKHE HCILITAHUS! CTEPHILHOCTh

X | 1.6.2. MUKpoOUOJIOIHIECKOC HCIILITAIMA: MUKPOOHOJIOIHHCCKas YHCTOTA
X 1.6.3. Xumuucckue (QU3HICCKUC) HCILITANNA

X 1.6.4. BHONOIMHueCKHC UCHLITAHIS

B ornowenun moBbIX OUpaHMHEHHi MM HOACHCH, OTHOCANIMXCH K JIANNBIM [IPOU3BOJICTBCHHBIM  OlICPaLIM (3a ncKmoHenue
CIyuaes. KOTJIA TOSCHSHNE SBIsETeS 00UHMM KOMMENTAPHEM K IPOICCCaM Ha TPOH3BOLCTREHIIOM obnekre), rae Obl HA NIPUMEHSLIAG
YTH OrPAHAHEHIA HIK IOACHEHK, HCOGXOIUMO BRIIOHATE OTCLIIKY K COOTBETCTBYIOMICMY HOMCPY TYHKTA cepruduxara GMP.
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2. UMIIOPT JIEKAPCTBEHHOM NPOJLYKUMU

2.1 | Kourpons KauecTsa UMIIOPTHPYCMOH JICKApCTBCHHOM 1IPOJLYKIIMH
2.1.1. MuxpoGHOIOINYECKHE HCIILITAIH: CTCPUIILHOCT
2.1.2. MUKpOGHOJIOrHYCCKOC HCIIBITAHMS: MUKPOOHOJIOrHICCKas YMCTOTa
2.1.3. Xumuucckne (GU3MICCKUE) UCTIbITAHHA !
2.1.4. BMOJIOIrMIECKUC MCITBITAITHS
2.2 | Cepruduxaliis cepyui HMIIOPTUPYEMOH ICKAPCTBEIION IIPOJLYKILN
2.2.1. Crepuibias UPOJIYKIHS:
2.2.1.1. 1lpoussojnmas B acClTHYCCKIX YCIOBHAX
2.2.1.2. Tonsepracmas pUHHIIION CTCPUIM3AIIUH
2.2.2. Hecrepuunlast HPOJILYKIAA
2.2.3 BuoJjioruueckas JICKapeTBEHHAs 1POJLYKISL
2.2.3.1. [IpojtyKTel KpoBH
2.2.3.2. UImmMyHojiornyeckast poJIyKIus
2.2.3.3. IIpojiyKInsi Ha OCHOBC COMATHYCCKHMX KICTOK (HIPOJLYKIMsL JUIs TCPAITHH COMATHUCCKMMH KIIETKAMM)
2.2.3.4. I'cnoTepaneBTHICCKHE IPOJIYKThI
2.2.3.5. BHOTEXHOJIOTIHUCCKAS HIPOJLYKIIHA
2.2.3.6. [lpojrykimst, BBIICHENTIAA U3 JKUBOTHLIX MCTOUHMKOR WM OpraHoB {Tkauei) YeloBeKa
2.2.3.7. Tkancuisccuepias 1poayKins (LPoLyKIMs TKAHCBO! HIDKCHEPHH)
2.2.3.8. l1pouas 61oJIorHyccKas JICKAPCTBCHIEAS UPOJLYKILMS - ) -
2.3 | llpouas JesaTelIbiocTh 10 HMIIOPTY (BBO3Y) R

2.3.1. Thowaika pu3neckoro nMropta (BBo3a)

2.3.2. UMIIOPT NPOMEXyTOUHOI HPOJLYKIHH, HoJBEpraiommelcs nansiciimei obpaboTke

2.3.3. Ilpouece <

dapmareTrueckas cyberaiims (cyocTanimm):

3. Ill’Ol/BBOﬂCTBl* HHBIE OI'IF]’ALlIfIPI (I)AI’MAIIEB IMYECKHE CYBC [AHUMUH

3.1

IIpousroAcTBO hapMaleBTHUCCKUX cyOcTaimni MCTOIOM XMMHUCCKOT'O CHIITE3a !

3.1.1. ITpou3sBOICTEO IPOMEKYTOMIBIX IPO/IYKTOB (hapMalicBTHYCCKOI cyberalnuu

3.1.2. [lpousBoIcTBO HEQUMIICINIOH (apMalCRTHUCCKOMH cyOeTanimm

3.1.3 Cosicobpazonanue (OUHCTKA):

3.1.4. llpouee -

3.2

ITpou3BocTBO q.)dpMdILCBlI/I‘-{CCKlfIX cyOcTanimi MeTo/laMn BLLICHCHIS 13 LPUPOIIBIX MCTOYHHKOB

3.2.1. Brienenve QapMaleBTHUCCKHy cyOCTalMid U3 HCTOULMKOR PACTHTE/ILHOTO IPOMCXOMK SIS

3.2.2. Bryiesienie GapManesTHyccknx cyocraniuii M3 MCTOUMMKOB JKHBOTHOI'O HPOUCXOMACHUA

3.2.3. Beyielicude gpapmanesTuycckux cyGeramumii n3 opranos (Tkaicit) ucjosexa

3.2.4. Beienenne GapMales Tuiaccku cyocTallmii n3 MCTOUIMKOB MUHCPAIBHOT0 NPONCXOKIICHNA

3.2.5 Mojtdpukalts BRUICICHHOM (papMalehTHICCKOH cyDcTaniinm (YKaspiBacTes 13 IyHKTOB 3.2.1-3.2.4)

3.2.6. OuuCTKA BLUICHEHHOM (apMaleBTHYCCKO# cybcTatimy (YKa3slBacTes MCTOMHUK M3 nynkros 3.2.1-3.2.4)

3.2.7. llpouce

I"lpomuoncmo Ll)apMﬂ!lCBTWiGCKMX cyﬁc'l a1 C HCIIOIII)BOBB.]IMCM Ouosor H'—lCCK[/lX pouccconB

3.3.1. depmenTanus

=

3.3.2. llpousBoJACTBO € HCHOJIL3IOBAHNACM  KJICTOUHBIX — KYJILTYP B (ykazarh TH ,]
JCTIONB3YCMBIX KJICTOK) (TT0J1 YKA3AHHEM THIIA KJICTOK HOHHMACTES MX TUIIOBAs CHCUUPUYHOCTD, JIMHMA, [ITaMM

1poUce)

3.3.3. Bruenenue (()lm(,u(a)

3.3.4. Moauduraris

3.3.5. llpouec

34

ITpousBoaCTEO uepmummx qmpmcumamqu,mx cy6crammu (pdj,IlCJIlaI 3 1, 3 2 3.3 )1011}1{111,1 6bITH 3a10JIHIEHL,
J1e HPHMEHHMO)
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EBpa3suifiCKMii SKOHOMMUUYECKUIA COI03

Ne GMP/EAEU/KZ/193-04-2025

3.4.1, GapmaresTHyeckne cybcTaniu, TPOH3BOAMMEIC B dCCUTHUCCKHX YCITOBHAX

3.4.2. DapmaleBTAYCcKUe CYOCTAHIIM, 1OJBEPracMble PHHMINITION CTePHIN3AIIML

3.5

3aBepLIAIONINe CTA/IK [[POU3BOACTBA (PAPMALCBTHYECKIX CYOCTaAHIIIH

3.5.1. Cranuu $pusuucckoii odpaborku:

3.5.2. IlepBuuHas yIAKOBKa

3.5.3. BropnuHas ylakoBka

3.5.4. llpouee

(ykasarh Juisl OTIEPAIINH, HE OIHCAHHDIX BBIILIE

3.6

KonTtposns kayecTsa

3.6.1. Pusuyeckue (XUMHUCCKHE) HCIILITAHHA

3.6.2. MuKpOBGHOIOrHUECKHE MCIBITANNS (BKIIOYAs MCIILITALS HA CTEPUIILHOCTE)

3.6.3. MuKpOOHOJIOTHUECKHE MCIILITasNs (MCKIIOYas MCTILITaHusA Ha CTEPHIILHOCTh)

3.6.4. BUOJIOrHYECKUE UCTIBITAHUS

4, IPOYMUE OTNEPALIUM - DAPMALEBTHUYECKUE CYBCTAHUMHU

Orpal-ch!msi WIH TTOSCHUTEIILHBIE 3aMCETKH, Kacarolnuecs ob1acTu HPUMCHCHKA ccpmdmxa'ra:

Baiity6aes E.H.

H. o. Bamecrurens [Ipencenarcis
Komurera MEIMIUMHCKOTO U
(hapmManeBTUYECKOro KOHTPOIIA
MunucTepeTsa 3ApaBooXpaHeHus
Pecnybnnku Kasaxcran

(D.HLO., posKI0CTE)

A8 04 JoRs

(42TA MOAMICANNSL, UL, MCC.FFT)
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