EBpa3unificKunii IKOHOMUYECKUIA COIO3

PI'Y «KomuTeT MeHIMHCKOTO W (hapMalieBTHYCCKOTO KOHTPOIS
Munucrepersa 3pasooxpancuus Pecnybnukm Kazaxcrany»

CEPTHOUKAT
COOTBETCTBHUA ITPOU3SBOLICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHMSM ITPABUIT
HAJUTEXXAIEW ITPOM3BOICTBEHHOM I[IPAKTUKH
EBPA3MUCKOIO DKOHOMUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/37-05-2023

Cpox neitcrsus ¢ 17 mapra 2023 r. o 16 mapra 2026 .
Bpigan 1o uroram npopesieHus (GapMarieBTHUYECKOH MHCICKUMM B cooTBeTcTBAM C [lpasujiamu
poBeeHus  (papMaleBTHYCCKMX  HMHCICKLUMHA, yreepxkiaeHHeiM  Peumtenwem Cosera  Eppasuiickoii

OKOHOMUYECKOH KoMHecHU oT 3 HosOpst 2016 r. Ne 83.

KomuteT MEJIMIIMHCKOI0 ¥ (PapMalleBTHYECKOr0 KOHTPOJIS
Munucrepersa 3/ipasooxpadctunsa Pecuybauku Kazaxcran

HOATBEPXAACT CICAVIOUIEE:
liposeacHa [t)apMaHGBTH‘[CCKa}! HHCITCKIIWA

Acmpa3enexa Papmaceiomuxanc JII / AstraZeneca Pharmaceuticals 1P
587 Old Baltimore Pike, Newark, Delaware, 19702, USA

14 OCHOBAHMH:

- saspnenus or 01.08.2022 roma na mnpoBeAcHHE HWHCMCKIMM HAa COOTBETCTBHC TpeboBalivuam
HaIJIC)KANICH NTPOM3BOJICTBEHHON npakTHKH ERpasuiickoro sKOHOMHHECKOro colo3a (HHOC OCHOBAlIHE).

Ha ocHoBanuM CBE/ICHHI, IOJIyUCHHDBIX 1IPH [POBCICHUM (apMaleBTHUCCKON HHCIICKIWM, [10CIICIH
M3 KOTOPLIX Oblia nposejena ¢ 13 no 17 mapra 2023 roja, ycTaHoBIICHO, 4TO JlalHoe (apMallcBTHUECKOE
LPOM3BOJICTBO  COOTBETCTBYET TpeOosanusaM Ilpapmi  Hajuiexaluled  MPOW3BOJICTBEHHOW NPAKTUKM
EBpasuiAcKOro 9KOHOMHYECKOTO COI034A.

Hacrosmuit ceprudukar oTpaskacT Craryc [POM3BOJICTBEHHOW IUIOI@JKK Ha HATY [POBEACHHS
(apmaueBTHYCCKOH MHCHEKIMH W N0 HcTedcHWH Gosiee 3 JieT OT JlaThl NPOBEJIEHMA TOCHEHEro s
HOCJIC/IHEIO  HHCHEKTHPOBAHHMA HE MOMKET CYMTATLCH JIOKYMEHTOM, CBMJICTCILCTBYIOLIMM O CTaTyce
coorpercTBud.  Cpok  JieHcTeus  cepTudukaTa  MOKeT OBITb  COKpalleH [IPM  MCHOJIB30BAHUM
COOTBCTCTBYIOIIMX NPUHLMIIOB YIPABJICHMS PUCKAMH TPH HAJTWUUMM COOTBETCTBYIOUIEH 3amucH B nole
«Orpanyyenyss WM  TOACHUTCNLHBIC 3aMCTKM, KacaloliMecs oBnacTH TNpUMENcHMs  HACTOSLIEro
ceprudurarTay.

Ceprudukar spnsercsa AeHCTBHTCABHBIM B CJIy4ae NPEACTaBIEHUA BCEX €ro NUCTOB (KaK OCHOBHBIX
JIMCTOB, TaK U JIOTIONHHUTENLHBIX JTHCTOR).

AYTEHTUYHOCTE  (IIOJUIMHHOCTB) HACTOSIIEro CcepTH(UKATA MOKHO [POBEPUTH B 0ase JIaHHBIX
Komurera meuunnckoro u apmaresruyeckoro Kontposs Munncrepersa sapasooxpatenus Pecny6mmxm
Kazaxcran.

Ecim  cepruduiar we npescrasienr B ykasaunod Gase JlaHHBIX, cle/lyeT OOparHTBCH B
YIHOJIHOMOYCHHBIMA OPraH, ero BblAABIIHIA.
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EBpa3snifickuii 3SKOHOMUYECKWUIA COK03

Ne GMP/EAEU/KZ/ 37-05-2023
JlexapcTBeHible CPeACTRA /IS MEMIMHCKOIO [IPUMEHCHHMS
JlexapceTBeHHbIC NIpenapaTsl U1 KIMHHYSCKUX HCCTIe/TIOBAHWH (MCIILITaIHi)

Kon HaumenoBanue
1.1 | CrepuiibHag nponyKuus
1.1.1 TIpousBomuMan acenTHUECKMM ITyTeM (onepalni 00paboTKH i CISIYIOIMX JICKAPCTBERIBIX hopMm):
1.1.1.1. JKuakuc nekapcTBeHILIC (hopMbl DONBIIOro 00beMa
1.1.1.2. ujikme nekapcTReHULIC (POPMEL Majloro odbeMa
1.1.1.3. Jucuepcuu
1.1.1.4. JInodunuzarst
1.1.1.5. Tsepable nexapcTBEHHbIC HOPMBI H HMILIANTATHI
1.1.1.6. Markue JcKkapcTBCHHBIC (GOPMEI
1.1.1.7. Ilpouast npojyKius, NPOH3BOIHMAs B aCeNTHYCCKMX YCIOBUAX
1.1.2. Tlonsepracmas GUHAILIION CTEPUIN3ALIH {(onepalliy 06paboTKH JUIsl CIIC/IYIONIMX JIeKapCTBEHHBIX (hopm):
1.1.2.1. JKuaxue nekapcTBCHHbIC popMbl BomnbIIoro o6bema
1.1.2.2. upaxue nexapcTBCHHBIE (JOpMBI MaIOro ofhema
1.1.2.3. TBepausie nekapcTBeHnbIc QOPMEBL M HMILIANTATHL
1.1.2.4. MsArkue NeKkapcTBCHHBIC QOPMBI
1.1.2.5. Tlpoyas npolyKkuus, noascpracMas GUHHIIHON CTepUIn3aliMy
1.1.3. Beinyckaroumii KouTpoiih KauceTsa (BEITYCK CEPHH)
Hecrepunbnas upoaykuus
1.2.1. Hecrepunenas npoyKIHa (TEXHONOTHICCKHE CNICPALINY JUIST NONYUCHHS CIIeYIOUNK JIEKAPCTECHHBIX (opM):
1.2.1.1. Kancynsl B TBep10# 0005104Ke
1.2.1.2. Kancynsl B MArkoit o6oliouke
1.2.1.3. JKesaTenbHble IcKapcTBeHble (HOPMBI
1.2.1.4. MMuperuvpoBaHHble JIeKapeTBeHHbIe (hopMbl
1.2.1.5. Xuixue NeKapcTBCHHBIC (POPMBI JUTA HAPYKHOIO MPUMCHEHUS
1.2.1.6. JKuakuc iexapceTBenibie GOpMBIL I BHYTPCHHETO IPHMCHCHHS
1.2.1.7. MEIUIIMHCKHUE ra3bl
1.2.1.8. Ilpoune TBepable NIeKAPCTBEHHEIE (OPMBI
1.2.1.9. Ilpenapatsl, HaXOASIIIAECS 101 JIABICHHEM
1.2.1.10. PagHOHYKIIHIHbIE IEHEPATOPL
L.1.1.11. Markue nekapcTBeHHbIE (POPMEI
1.2.1.12. Ceuu (cynmnozuropuu)
1.2.1.13. Tabnerku
1.2.1.14. TpancuepMaibHbIC INACTLIPH
1.2.1.15. VerpoiicTea Ul HHTPApYMUHANLHOI'0 (BHYTPUPYOLIOBOIO) BREEHUS
1.2.1.15. Ilpoyas HecrepuibHAS TIPOJLYKIIUS
1.2.2. Brinryckarolyid KOHTPOJIEL kKadecTra (cepruduxalins cepuu)
buonorndaeckas JexapeTBEHHAS NPOJLYKITAS
1.3.1. buonoruueckas nexapcTBeHHas POAYKIIMS:
1.3.1.1. IlpoityKThl KPOBH
1.3.1.2. UMMYHONIOrHYCCKAs NPOILYKIHs
1.3.2.3. Tpo/yKiMs Ha OCHOBE COMATHYECKMX KICTOK (LIPOJLYKIMS JUIsl TCPAITHU COMATHYCCKMMHE KIETkaMmu)
1.3.1.4. ['cHoTepalieBTHYCCKAS TIPOAYKLIMAS
1.3.1.5. bHOTEXHONOTHYCCKAA NPOLYKIIHS
1.3.1.6. TIpojtyxuus, BbIJCIIEHHAS U3 )UBOTHBIX HCTOUHUKOR WJIKM Opratoes (TKaneii) uenonexa
1.3.1.7. TkanenmxeHcpuas NpoLyKuus (IPOAYKUHA TKAHEBOH MIDKEHEDUH)
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EBpa3suiickuii sSKoHOMUYECKKUiA COlo3
Ne GMP/EAEU/KZ/ 37-05-2023

1.3.1.8. Ilpouas Guonoruyeckas JeKapcTBeHIas POLYKLHS
1.3.2. Beinyckatouuii KOHTpolb (cepTH(HKAINA cepiH) (ICPCUCHD BHJIOB NPOAYKLUMHY):
1.3.2.1. IIpoayKTel KPOBH
1.3.2.2. UIMMyHOTIOTHYCCKAs NPOAYKLIHA
1.3.2.3. Ilpoj1ykThl Ha OCHOBE COMaTHYCCKMX KICTOK (TPOAYKIIHA JUIA TCPAIIMH COMATHUCCKHUX KISTOK)
1.3.2.4. 'egorepanesTuyiecKas IpojLyKIms
1.3.2.5. brorexsolioruyeckast IpoyKLust
1.3.2.6. llpoaykuus, BELIENEHHAA H3 JKHBOTHEIX HCTOYHHKOB MJTH OPraHoB (TKaHeil) Tenoseka
1.3.2.7. TkanenmKcHepHas NpoAyKIMs (IIPOIYKIMA TKAHCBOH HHKSHEPHH)
1.3.2.8. lIpouas Ononornycckas JICKapPCTBCHHAS HPOJYKIHS
Ilpouas nekapcTREHHAS NPOLYKLMS MITH [IPOW3BOICTBEHHAS JIEATEILHOCTE
1.4.1. IlponzeoacTBO:
1.4.1.1. PacTuTenpHas NposyKLus
1.4.1.2. FomeonaTudecKol NpoyKUMK
1.4.1.3. Ilpouas npoaykius
1.4.2. Crepuiuzanus hapMalcBTHUCCKHX cyOCTaNIMIl, BCIIOMOTaTClLHBIX BCUICCTB, TOTOBON MPOAYKIHMM
1.4.2.1. @unbrpanus
1.4.2.1. CyxoxapoBas cTepuIn3anms
1.4.2.3. Crepuiisauus napom
1.4.2.4. XvMuueckas crepulinzalus
1.4.2.5. Crepunuzauys raMMa-usJyuCHHCM
1.4.2.6. Crepuin3aiiis 3JIEKTPOHHBIM M3IIYUCHHEM
1.4.3. llpouce
Vnakorka
1.5.1. Ilepsuynas yrakoBka:
1.5.1.1. Kancynnsl B TBep0#t 0605109 Ke
1.5.1.2. Kancyns!l B MsiTKOH 000J1049Ke
1.5.1.3. XKesaTelbHbIe JIeKapCTBEHHbIC HOPMBI
1.5.1.4. MmnperunpoBanfbIiC NEKapcTREHHBIE (hOPMBI
1.5.1.5. Xupkue ckapcTBCHHBIC (OPMBI JUIS HAPYKHOIO IPUMEHCHHS
1.5.1.6. JKunxye JeKapcTBEHHBIC (POPMBI [UIsl BHYTPEHHETO NPUMEHEHMSA
1.5.1.7. MenquumHckue rassl
1.5.1.8. [Tpouurc TBEpABIC JICKAPCTBEHHLIE (hopMbI
1.5.1.9. TlpenapaThl, HAXOJAIIMECA 110] AABIICHUEM
1.5.1.10. PagnoHyKIMAHBIC TCHEPATOPH
1.5.1.11. Msrkue siexapcTBeHHbIe GOPMEL
1.5.1.12. Ceeuu (cynno3uropuu)
1.5.1.13. Tabuerku
1.5.1.14. TpaHcnepmanbHbIC [IACTHIPH
1.5.1.15. Tlpouast HecTepriibHAS ICKAPCTBEHHAA MPOAYKLIAS
1.5.2. Bropuunas (notpebuTenbeKas) yakoBKka
Konrtpone kavuecTea
1.6.1. MukpoGHO0I0rHdeCKHEe HCIBITAHUA: CTCPIIBHOCTE
1.6.2. MukpoOHONOrM4ecKOe TCCTHPOBAHUE: MUKPOOHMOIOrHYEeCKas YHCTOTa
1.6.3. Xumuueckue (pusmueckue) MCULITANNSL
1.6.4. Buonoruucckue HCILITAHNA

B ornowsnnn moGux orpannienuft MAR NOACHGH, OTHOCAUKMACH K A@HHDIM [POH3BOITCBCHIBIM ONCPAIMAM (38 HOKIIOYCHHCM
CJly4aeB, KOrjd HOSCHEHUE SBISeTcs 0OUWMM KOMMEHTAPHEM KK TIPOLIECCaM Ha NPOU3BOJICTBEHHOM 00BekTe), rjie Obl 1M [IPUMENSIHCE
ITH OTPAHHYEHUS WK NOSCHEH M, HEOOX0IMMO BKIIOYATE OTCLUIKY K COOTBETCTBYIOUICMY HOMEpPY yHkTa cepTudukara GMP,
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EBpasuiickmii 3KOHOMUUYECKUIA COIO3
Ne GMP/EAEU/KZ/ 37-05-2023

2. UMITOPT JIEKAPCTBEHHOMH ITPOJYKIIMH

KoHTpoih Ka4ecTBa HMIIOPTHPYEMOil IEKAPCTBCHIOM POy KIMH

2.1.1. MUKpoOHOMOTHYECKHE UCIILITAHMS: CTEPHILHOCTE

2.1.2. MUKpoOHOIOrHYECKOE TECTHPOBAHHE: MUKPODHONIOrHUECKas YHCTOTA

2.1.3. Xumuueckue (huzvueckue) HCTIBITAHMS

2.1.4. buonorvueckue UCILITAHUS

CeprudyMranms cepud UMIOPTHPYEMOH POy KLHK

2.2.1. Crcpunsnas NpoJIyKIMs:

2.2.1.1. [lpousBoaumas B aceNTHYECKUX YCIIOBUAX

2.2.1.2. llongepraeMast PMHUILIHON CTSPUIINIATIUH

2.2.2. HecrepuiibHas NpOLyKIHS

2.2.3 buosornyeckas JeKapCTBEHHAS NPOIYKIMS:

2.2.3.1. TlpolyKThl KpoBH

2.2.3.2. UmmyHOJIOrHHecKas IpoJyKIIus

2.2.3.3. Ilpojykius Ha 0CHOBE COMATHUCCKMX KIICTOK (MPOIYKIHS JUIS TEpPIIaHH COMATHYECKUMH KIICTKaMH)

2.2.3.4. 'eHoTepaneBTHICCKHE 1IPOJIYKTHL

2.2.3.5. bnorexHonornueckas NpoayKIvs

2.2.3.6. llpoaykiys, BelIGIGHHAsA U3 JKUBOTHBIX HCTOUHMKOB WM Opranon (TKaneit) yenosexa

2.2.3.7. TxkaHeumKeHepHas NpoAyKUMs (PoAyKIWs TKAHEROH HIDKEHePUH)

2.2.3.8. llpouas 6HonornyuecKas NeKapCeTBSHHAS IPOJIYKIIUS

[Tpouas jlesTessHOCTh 0 UMIIOPTY (BBO3Y)

2.3.1. Ilnowanxa ¢puzndeckoro umnopta (Bpoza)

2.3.2. UmuopT npoMexyTounoll npolykuuy, nojsepraiouieiics jansHeiimeif odbpabdortke

2.3.3. llpouee

3. IPOM3BOJACTBEHHAIE OIEPAIIMM — DAPMAIEBTMYECKUE CYBECTAHIIMA
alueBTHYCCKas cydcTaniys (cyberanum);

[Tpou3BOACTRO hapMalIEBTHYCCKUX CYOCTAHLMI MCTOIOM XMMHYCCKOI'O CUHTE3A

3.1.1. ITpoH3BOICTBO MPOMEKYTOHHBIX NMPOAYKTOB (hapmaleBTHieckol cyOeTaH LMK

3.1.2. ITpou3BOJACTRO HEOYNIICHHOM (hapMallcBTHYCCKOM cyOcTaHIK1

3.1.3 ConcobpazosaHue (0UHCTKA): KPHCTAIUIH3AIIUS

3.1.4. Ilpoyee

IlpousponacTso (hapMaleBTUUECKMX CyOcTanIMil MCTOIaMH BBIJICICHUS W3 PHPOJIHLIX HCTOYHHKOB

3.2.1. Beutenenue papMaleBTHICCKUX CYyOCTaHIMH 3 MCTOYHMKOB PACTHTENLHOTO [IPOUCKOMKIICHHS

3.2.2. Beraesicuue GapMaleBTHYeCKUX CyOCTaHLMH U3 HCTOUHHUKOB KHBOTHOIO IPOHCXOMKACHMS

3.2.3. Beitenenue dapMalieBTHICCKHX cyOCTaHLMi U3 opraHoB (TkaHell) yesoBeka

3.2.4. Beigencnue papMaleBTHYCCKHX CYOCTAHIMEA H3 UCTOYHMKOB MHUHEPAILHOIG [POUCXOMICHHS

3.2.5 Monudukanus BelIeJIeHHOH papmanesTuucckoit cybcranimu (ykassisaeres u3 mynxros 3.2.1-3.2.4)

3.2.6. Ouncrka BeIiencHi0l dapmanerTHyeckol cyOcTaHlMi (YKa3kIBACTCA MCTOUHHK U3 IYHKTOB 3.2,1-3.2.4)

3.2.7. Tlpoyee

Ipoussojactso dapmanesTUycCKUX cyOCTaHIMH ¢ HCIIONB30BaHHEM GHONOTHUCCKHUX TPOIICCCOR

3.3.1. Depmenranus

3.3.2. 1IpousBOACTBO ¢ MCIIONB30BAHMEM  KJIETOYHBLIX KYJIBTYD (ykazarte THI]
UCIIONb3YEMBIX KIETOK) (II0J] YKa3auueM THIA KISTOK MIOHUMAETCH MX TUIIOBAs COCIMQUUHOCTD, JUHUS, INTAMM |
npouee)

3.3.3. Beiienenue (04MCTKA)

3.3.4. Monudukaiius

3.3.5. I'Ipoqee

[TponsBoNCTBO CTEPHIBHBIX (apmaucsTuueckux cybcraniwii (pasgenst 3.1, 3.2, 3.3 J10MKHbI ObITH 3aN0JHEHBI
rje IPUMEHHMO)
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EBpasuicKMii SKOHOMMUUYECKHUIA COHO3
Ne GMP/EAEU/KZ/ 37-05-2023

3.4.1. QapMaUCBTHIECKHE CYOCTANIIHM, ITPOM3ROJIMMBIC B aCCHTHYCCKUX YCIOBHAX

3.4.2. @apmaieBTHYECKHE cyOCTaHIMY, NoABepraeMble PUHHMIIHOMN CTePHITH3AIIMH

3apepialoiiue CTajiuu IIPOM3BOJICTRA (apMaLcBTHYCCKHX cyOcTanLmi

3.5.1. Crajmu usudeckoil 06paboTKu: MpoceHBAINE

3.5.2. IlepBuyHas yrakobka

3.5.3. BropnyHas ynakoBka

3.5.4. llpouee (yxaszare Jns ollcpalyid, e ONUCalHBIX BBITIE

Kourpoun kauecTpa

3.6.1. Dusnyeckue (XHMHYCCKUE) UCLITAH U

3.6.2. MUKpOOHOIIOIHYECKUE MCTILITAUNS (BKIIOYAS HCILITAHMS Hi CTEPHILHOCTD)

3.6.3. MHKpOOUOJIOTHYCCKHE HCIIBITAHNS (MCKIIEQUAS UCIILITAHMS HA CTEPHJIBHOCTE)
3.6.4. Buonornyeckue UCHBITAHNS

4. ITPOYHE OIEPAIMH - DAPMAIEBTHYECKHWE CYBECTAHLIMHA

OrpanuyeHis WM NOYCHUTENILHBIE 3AMETKH, Kacalomuecd o0nacTi IpUMeHeHHst cepTH(HKATA:

1.2.1.15. Tlpouas wHecTepuiiLHas TPOAYKLUS - [POTHBOOIYXOJICBOC CPCACTBO- ICTPOTCHOB CHHTE3a MHIHOUTOp
HECTEPHJIbHAs NPOJYKIINA, He pac(acoraHHLIe TaONETKH.

1.2.1.15. llpouas HecTepuibHAs NPOYKIHA - AHTHIICUXOTHYECKOE CPEACTBO (HCHPOIICIITHK), HECTEPHIIbHASL TIPOJIYKIIMS
He pacacoBaHHbIe TADNCTKH.

1.5.1.15. lIpouas HecTepuIbHAS JICKAPCTBCHHASA NPOAYKILMI — He pacdacosaiiias MpoayKIHs.

Axmernunz JL.M.
H.o. llpencenarens Komurera
MCJIMIIMIICKOIO 1 (bapmaueBanccxor‘o - ! /

konTposis MunucrepeTra R oAy [ / j //
“ A - F I‘

31paBooxpancHus PCCI’I}"GHHKH Kasaxcran " - =
(DO, gonsuocts) e e (womift)

SO B B 2
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