Espasmiickuii akoHoMUYecKuii coloz

PI'V «Komurer meuiinckoro u (hapmanesTiucckoro kKonTpos
Munucrepersa supasooxpancnus Pecnybnukn Kazaxcramy

CEPTHOHKAT
COOTBETCTBHS HPOHBBO;ICTBAU JIEKAPCTBEHHBIX CPEJICTB TPESOBAHUSM IIPABUII
HA,IIJ]E}I{ALHEI/I [TPOU3BOJICTBEHHOM ITPAKTUKH
EBPA3SUNCKOI'O DKOHOMMUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/55-07-2023
Cpoxk sieitcers ¢ 16 mons 2023 r. o 15 urons 2026 r.
Bouian no wroram nporejcrns (GapMalCRTHYCCKOH MHCTICKIMH B COOTBETCTBUM © IpaBunamn

NPOBCHEHUS  (hapMAlCBTHYCCKUX — MHCTICKIWME,  yrBepaicHubiM  Pemicnnem  Copera Eppazuiickon
OKOHOMUYECKOH Komuccuu oT 3 Hosbps 2016 r. Ne 83.

Komurer MCJIHIIMHCKOIO U rbanmaueg'mqem{oro KOHTpO
MHHHCTGDC’I’BH 371paBooxpanenus Pecniybnuku Kazaxcran

TIOJITBCPICIACT CNEAYIONIEe:
nposejieHa (hapMalleBTHYECKAs HHCIICKI[Ms

AstraZeneca UK Limited
Charter Way, Silk Road Business Park, Macclesfield, SK10 2NA, United Kingdom

Ha OCHOBaHWU:

- saspienua or 12.05.2022 roga ma npoBeACHHE MHCHEKIMH HA COOTBETCTBUC TpeboBanuaM
HajuIexKaImeH IPOU3BOACTBEHHOMN 1IPakTHKK EBpazniickoro 3koHOMUYECKOro Coio3a (uHOE OcHOBanuE).

Ha ocniopanuun ceeaenui, moimy4eHHpix 1IpK HPOBEIEHMH (PAPMALIEBTHYECKOH MHCIICKIIMM, TI0CIIeIHss
M3 KoTOpBIX ObUIA 1poBejieHa ¢ 12 o 16 uons 2023 roJia, yCTaHoBJICHO, YTO JlanHoe GpapMalcBTHIECKOES
HPOM3BOJICTBO ~ COOTBCTCTBYCT TpeboBanusiM  [lpasun  Hajuiexaiei HPOU3BOACTBCIHON  ITPAaKTHKK
Eepasuiickoro skoHoMHuueckoro coiosa.

Hacrosuumit cepruduxar orpaxaer crarye NPOH3BO/ICTBCHHON IUIOIIAJIKM HA JIATy NPOBCICHHS
(hapMALCBTHYCCKOM WHCHEKIMH M 110 McTeueHun Goiee 3 jieT or JlaThl TIPOBEHEHHA TIOCACHHErO JIHs
TOCHIC/HETO  MHCIICKTUPOBAHNS HE MOMKET CHHTATLCA JIOKYMCHTOM, CBHAETEIBCTBYIOUMM O CTATyCe
coorsercTBuA.  Cpok  jieHCTBUS  cepTudUKATa  MOKET  ObiTh COKpallleH 1PH  MCIONB3OBANMH
COOTBETCTBYIOIMX [IPUHLMIOB YHPABICHUA PHCKAMM TIPH HAJIUYHH COOTBETCTBYIOIECH 3anucu B rone
«Orpandyendss WIH  TOSCHUTCIBHBIC  3aMETKM, Kacalouecss 00JacTH  NpUMeHEeHMs  HACTOSIIErO
ceprudukaray.

CepTH(i’)HKaT SABJIACTCH NEHCTBHUTEILHBIM B Ciy4dac TpPEJICTaBJICHUS BCEX. €r'0 JIMCTOB (KaK OCHOBHBIX
JIMCTOB, TAK U JOIIOJIHATECIILHBIX HHCTOB).

AyTCHTHYHOCTD  (IIO/UIMHHOCTE) HACTOSIICHO cepTU(MKaTa MONKHO NPOBEPUTH B 0ase HAHHBIX

Komurera MeHIMUCKOrO 1 thapmalierTHYECKOTO KoHTposs Munucrepersa 3/paBooxpaneHus Pecnybiimky
Kazaxcran. '

Ecnu  cepruduxar ue MpelicraBiieH B yKasanHoHW Oase [AHNHBIX, cieayer obpaTuThes B
YHOIHOMOUYEHHNLIH Opran, ero sbiiaBIimH.
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EBpa3suiicKuii SKOHOMUUYECKUIA COlo3

Ne GMP/EAEU/KZ/ 55-07-2023

2. AMIOPT JIEKAPCTBEHHOM NPOAYKIHU

KoHTposis kauecTna HMIOPTHPYEMOii JIEKapCTBEHHON NPOAYKLHHM

2.1.1. MUKPOGHOIOrHYECKHE HCIIBITAHMS: CTEPMILHOCTE

2.1.2. MuKpoOUOJIOTHYECKOE TCCTHPOBAHME: MUKPOBUOIOrHYECKAs YHCTOTA

2.1.3. Xumuueckue (hu3nuecKue) UCIbITAHNA

2.1.4. BHoNOrH4eckue UCIbITalus

Ceprudmrais cepun IMIOPTHPYEMOH NPOIYKIHI

2.2.1. CrepunbHas UpOLyKIMA:

2.2.1.1. Tlpon3BonMas B aCCHTHYECKHX YCIOBHAX

2.2.1.2. lloasepraemast pUiMIIION CTEPUIH3AIMK

2.2.2. Hectepunbhas mpojykuus

2.2.3 buonoruyeckas NekapCTBEHHAS TIPOLY KIS

2.2.3.1. TlpoJtykTel KpoRM

2.2.3.2. IMMyHONMOrHYCCKas HPOTYKIWMs

2.2.3.3. IIpoJlyKus Ha OCHOBE COMATHYECKHX KIICTOK (UpodyKUMs JUIS TEPAITHH COMATHYCCKUMMU KJIETKAMH)

2.2.3 4. TeHOTepaleBTHYECKUE IPOAYKTHI

2.2.3.5. BHOTEXHONOrHYECKAs PO KIMA

2.2.3.6. llponyxiiys, BLIIENCHHAS U3 KHBOTHEIX UCTOUHHKOB WK OpraHoB (TKaHei) uenoseka

2.2.3.7. TxaHeukeHepHast poyKIus (TIPoIyKIHS TKaHeBOH HIDKCHEPHH)

2.2.3.8. [Ipouas Guonoruueckas JeKapeTBEINas HpoLyKIHs

IIpouas jesrensHOCTL O WMIIOPTY (BRO3Y)

2.3.1. Tlnomazka pusngeckoro umnopra (Rro3a)

2.3.2. IMIIOPT IIPOMEIKY TOUHOI IPOTYKIHH, noxseprafouieiics naneuciimein obpaborke

2.3.3. Ilpouee

DapmatesTuicckas cyocranms (cydcranimm);

3. HPOU3BOACTBEHHBIE OITEPAIIMU — DAPMALEBTUYECKUE CYBCTAHUOUH

3.1

npOH?uBO,[[CTBD d)apMallCB-THHCCKMX CyGCTaHIJ,Hﬁ METOJOM XUMHUYCCKOI'O CUHTE3A

3.1.1. TIpou3BO/ICTBO IPOMEKYTOUHEIX IPO/YKTOR (apmaresTHICCKOR cybeTanmy

.1.2. I1pon3BosIcTBO HEOUHIIEHHOH (apMAIIEBTHUECKON cyOcTanuuu

3
3.1.3 ConcobpasoBanne (04MCTKA): KPHCTALIH3AINS
3.

1.4. I1potce

HpouseoncTso hapMaLeBTHUYCCKUX CYBCTAHIMI MCTOIAMH BbIICICHHS U3 NPHPOAHLIX UCTOUYHUKOB

3.2.1. Bunenenne gapmanesruicckux cyGCTanImil 3 HCTOUHMKOR PACTHTENRHONO HPOMCX O ACHHUS

3.2.2. Buuyienienne dapMaleBTHYCCKMX CYGCTAHIMI M3 HCTOUHMKOB JKHBOTHOMO IPOMCXOXKJICHUS

3.2.3. Buijencuue dapMauesTnycckux cyGeTanmii u3 opranos (TkaHeil) yeioseka

3.2.4. Beutenenue GpapMaleBTHYCCKHX CyBCTaHIMiT U3 HCTOUHHKOB MUIEPATEHOTO TPOUCXOKICHHUS

3.2.5 Moauduxanus suijeneHnol hbapManeBTHYecKo# cyOcTanimu (yxaspipaeTcs us ynkros 3.2.1-3.2.4)

3.2.6. Ouuncrka BLIIEICHHOM BapMaLCBTHYCCKON CYOCTAIMMI (ykasblBacTCH MCTOMHUK M3 ILyHKTOR 3.2.1-3.2.4)

3.2.7. Ilpouee

1Ipon3soacTBO hapmaleBTHICCKIX CYBCTAHINI ¢ HCIIOMB3ORANHEM OHOIOIMICCKIX [POIICCCOR

3.3.1. @epmenTaiun

3.3.2. TlpoM3BOJCTBO € MCIHONB3OBAHUEM KIETOUHBIX KyJIbTYp (yxkasate THI

UCTIONE3YEMbIX KIETOK) (I10/l yKA3aHHEM THIA KIETOK NOHMMACTCH MX THIOBAS CLELH(GHIHOCTh, TMHMA, IITAMM H
npoyee)

3.3.3. Briesierue (04mucTka)

3.3.4. Monudwukarms

3.3.5. lIpouce

TIpousBonecTBO CTEPUIBLHBLIX (BAPMAICBTHYECKIX cyberanumit (paznenst 3.1, 3.2, 3.3 nossxHbr 6biTh 3AII0JIHENL,
I'JI¢ IPUMEHHMO)
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EBpasuiicKuii SKOHOMUYECKUIA COI03

Ne GMP/EAEU/KZ/55-07-2023
1.3.1.8. TIpoyas Guosnoruueckas JICKapcTRCHHAS IPOLYKLMS
1.3.2. Beryckaiouui KOHTpois (ceprudukaius cepun) (MepeueHs BUIOB HPOAYKIHK):
1.3.2.1. Ilpouyxrsl KpoBu
1.3.2.2. IMMYHOIOTHYECKAS NIPOLYKIMS
1.3.2.3. IIposlyKTbl Ha OCHOBE COMATHIECKHX KIETOK (TIPOJIYKIHs JUTS TEPAIIMH COMATHICCKMX KJIETOK)
1.3.2.4. I'enoTrepareBTHYECKas TPOAYKIIHA
1.3.2.5. buoTexHOnoruyeckas npomryxims
1.3.2.6. llponykuus, BEUIC/IEHNAs 3 KUBOTHLIX HCTOUHUKOR MITH opraHoB (TKaHeil) uenoeeka
1.3.2.7. TxkaneumKeHepHas NPOAYKIUS (IPOIYKIMS TKAHEBOH HIDKEHCPHH)
1.3.2.8. ITpoyas Guosornyeckas JICKapCTBEHNAA TIPOJLYKIHS
TIpoyas JiekapcTBenHas MPOLYKIMS WilM POM3BOICTRENHAS ICATCILHOCTE
1.4.1. llpousBoacTso:
1.4.1.1. PactuTensuas npoaykius
1.4.1.2. l'oMmeonaTu4eckoi 1IpoayKLAn
1.4.1.3. Tlpouas npojyxipmst
1.4.2. Crepwimzaums dapmaueBTHicckux cybcTaHIMif, BCIIOMOTaTelbHbIX BCUICCTRB, TOTOBOM NPOLYKIIHH:
1.4.2.1. Gunprpanus
1.4.2.2. Cyxoxaposasi CTCpHIN3a1MS
1.4.2.3. Crepunuzauus napom
1.4.2.4. XuMuvccKas crepunusanus
1.4.2.5. Crepuiusanys raMmma-u3iyucHHeM
1.4.2.6. Crepmansauus 3J1eKTPOHHBIM H3/1YYCHMEM
1.4.3. Tlpouee
Viakoska
1.5.1. Ilepeusnas ynakopka:
1.5.1.1. Kancyisl B TBep/10# 060n04Ke
1.5.1.2. Kancynsl B Markoil o6onouxe
1.5.1.3. Xepare/bubie JIckapcTBCHHBIE (OPMBI
1.5.1.4. MMnpernuposaniepIe JICKapeTBEHIIBIE GOPMBI
1.5.1.5. XKunkue sekapcrsenHble OpMbI [Uist HAPYKHOIO LIPHUMCHEHUS
1.5.1.6. JKmyKHC JiekapcTBEnbIe (GOPMbI JUTS BHYTPEHHETO npUMeNenna
1.5.1.7. MeauuuHcKME rassl
1.5.1.8. IIpousne TRepablc sickapeTBeHHbIC HOPMBI
1.5.1.9. Tlpeniaparsl, HaXOosIMeEs O] TABICHACM
1.5.1.10. Panuonykmuibie reneparops!
1.5.1.11. Msrkue nexapcTBeHHbie (OpMbI
1.5.1.12. Creusn (cynuo3nTopum)
1.5.1.13. Tabuerkn
1.5.1.14. TpanejiepManbHble [WIACTHPH
1.5.1.15. Ilpo4as HecTepuiibHast JICKAPCTBEHHAS MPOLYKIHS
1.5.2. BropudHasn (noTpefuTeNbeKas) ynakoBka
Kontpoiis kauecrsa
1.6.1. MHKpOGHONOTHYECKNE HCITHITAHMS: CTEPHIBHOCTE
1.6.2. MHKpOGHOIOrHYECKOE TCCTHPORAHNE: MUKPOGUOIOTHUCCKAS YHCTOTA
1.6.3. Xumuueckue (pU3nuecKHe) HelbiTalms
1.6.4. Buonoru4eckue HCIbITaHus

B othHomenun JOGBIX 01‘par{w{eﬂnﬁ WM TIOSICHCH, OTHOCSIIMXCH K JaHHBIM TPOU3BOJITCBEHHLIM onepanusam (3& HCKINOYEHHEM
CIYHaeB, KOT/id TIOACHEHHE SIBAACTCA OOLIMM KOMMEHTADPHEM K MponeccaM na NPOU3BOJACTBEHHOM 0GLEKTE), ¢ Ol HU IPUMEHAIHCE
3T OUPUHHUEHIA WK TOACIIEHIS, HEOOXOAMMO BKIOYATE OTCLUIKY K COOTBCTCTRYIOUIEMY HOMEPY NyHKTA ceprudukara GMP.
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EBpasuMiCKUIA IKOHOMUYECKNI COMO3

Ne GMP/EAEU/KZ/ 55-07-2023
Jlexapcraemnnie cpesicTBa IS MEJIMIIMHCKOrO IPHMEHEHHs
JlekapeTBeHHBIC IIPenapaTsl Juis KIMHHICCKUX UCCIIe0BAHMI (ucibrranmif)
Kon Hanmenoranue

1. NPOU3BOACTBEHHBIE OTIEPAILMM - JIEKAPCTBEHHASI IPOAYKIIAS
1.1 | CrepusisHas npoayKius
X | 1.1.1 llpousBoumast acenTiyeckumM Iyrem (orepaiyn 00pabOTKHU /i CIIEYIOUMX JIEKapCTBEHHBIX (opM):
1111 Kujkne siekapeTsenusie ¢opmbl Honbioro odbema
1.1.1.2. Xunkue nekapcrsenibic GopMbl Malioro 06beMa
1.1.1.3. JTucnepcuu
1.1.1.4. Jlnodunuzarss
1.1.1.5. Teepabic nexkapersennbie GOPMBI H UMILIAHTATHI
1.1.1.6. Markue nexapcTseHnsle GopMb
1.1.1.7. llpoyas mpojtyKIiusi, IpOM3IBOMMAs B ACETNTHUCCKHX YCIOBHAX
1.1.2. ITojisepracmast GpMIMIIHON cTepunnzanuy (oneparum 00palboTky JUIsl CIe/TYIONINX JICKAPCTBCHHBIX opM):
1.1.2.1. XKunkue nekapersennble hopMel Gomnbiioro obnema
1.1.2.2. XKuukue nekapcTeensbie opMbl Manioro obbema
1.1.2.3. Tepisie JiekapeTBeHIbIE GOPMBI U MMILIAHTATb]
1.1.2.4. Msrkue JIcKapcTBEHHbIE (POPMBI
1.1.2.5. Ilpoyas npojtykuusi, nojsepraemas puumiiHoi CTCPHIH3ALMH
1.1.3. Beinyckawouuii KOUTpoIib KauecTsa (BBITYCK cepun)
HecTepumibHas mpoiyKius
1.2.1. HecTeprsuaas npo/yKiMs (TeXHOIOIHYECKUC OICPAIHH JUIA ITOJIYUCHHS CIE/TYIOMUX JICKAPCTREHHBIX (opm):
1.2.1.1. Kanicysisl B 1Bepioii o6onouke
1.2.1.2. Kancyinl B MATKO#H 060J104Ke
1.2.1.3. XKepatebible JieKapcTBEHHbIE OPMBI
1.2.1.4. UMUpEruupoBaHHLIC JICKAPCTBEHHBIE (JOPMBI
1.2.1.5. XKunkue siekapeTBEHHbIC (JOPMBI JUIS HAPYIKHOTO [IPUMEHEHUS
1.2.1.6. Xujikue sickapeTBeHnble OPMBI YIS BHYTPEHHETO IPUMEHCHHS
1.2.1.7. MEXMIIMHCKME Ta3bI
1.2.1.8. [pouuc TBEpIbIE JCKAPCTREHILIE (HOPMBI
1.2.1.9. [penaparhl, HAXOAAUIMECH 110/ AARICHUCM
1.2.1.10. PajutouyKiuasmle reHeparopsl
[.1.1.11. Msrkue nekapcrBeHmbie popMbl
1.2.1.12. Cieun (cynmosuropuu)
1.2.1.13. Tafnerku
1.2.1.14. TpancaepManbHbie mwacThipy
1.2.1.15. YeTpoiicTsa Juist MHTpapyMUHATEHOTO (BUYTPHPYOIIOBOTO) BBEAEHMA
1.2.1.15. Tlpoyas HecTepuiIbHas MPOJYKIHs
1.2.2. BeliycKaiolwmii KOHTPOIIbL KauecTsa (cepTuhuKaLMa cepum)
buonorudeckas JickapeTsennas npoayKims
1.3.1. Buosnornyeckas JickapeTBelas npoyKiis;
1.3.1.1. IMpoaykTsl KpoBH
1.3.1.2. IMMyHOIOTHYCCKAS TPOAYKILAS
1.3.1.3. TIpoiyKIHs Ha OCHOBE COMATHUCCKUX KICTOK (poYyKIMs [UIH TEpaliK COMATHYECKMMH KIICTKAMH)
1.3.1.4. l'enoTepanesTnyeckas npoayKums
1.3.1.5. bHOTEXHONOTHIECKAS POYKIs
1.3.1.6. Tlpoaykimsi, Bbijie/icHHAS W3 XKHBOTHBIX HCTOUHUKOR MIIM OpraHos (Tkameil) yenopeka
1.3.1.7. TKAHCHHKCHCPHAS UPOJLYKIIUY (IIPOIYKIMA TRANCBOM MHIKCIICPHH )
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EBpa3sniticknii SKOHOMUYECKUIA COol03
Ne GMP/EAEU/KZ/ 55-07-2023

3.4.1. DapManeBTHYCCKHUE CYOCTAHLIMM, IPOU3BOIMMBIC B ACEITHYECKHX YCIOBUAX

3.4.2. GapmaueBTUYCCKHE CYGCTAHIMM, 10IBEPracMble (PUHMIIHON CTEPHITN3AIIH

3aBepIIAIOIIME CTAlMH HPOU3BOACTBA (apMalleRTHYECKUX CyBCTaHIMi

3.5.1. Crajuu dusmueckoii 00paboTku: MpoceuBaHue

3.5.2. IlepBryHas yIiakoBKa

3.5.3. Bropuunas ynakoska

3.5.4. Ilpouee (yxasaTh JuIs ONepaliii, He OUMCAlNbIX BBILIC)

Konrpous kauectra

3.6.1. Duznyeckue (XUMHYCCKNE) MCTIBITAHMS

3.6.2. MukpoOuonoriyeckne uenbitanys (BKII0Yas HCILITAHUS Ha CTEPHIILHOCTE)

3.6.3. MHKpOOUONOrMUECKHE HClILITAHNA (MCKIIOUAs HCIIBITAHKS Ha CTEPHIILHOCTE)

3.6.4. buonoryueckue UCnBITAHKS

4. IPOYHE ONEPAUNH - PAPMAUEBTUYECKUE CYBCTAHLIMHA

Orparmqeﬂuﬂ UK MOACHUTEbHBLIE 3AMCTKH, KACAIONIHecs obnacTu TNPHMEHCHUA CEpTHCbHKaTaZ

Axmerunnz JI.M. S

£ ALl
P encay g, Ny,
H.o. [lpencenarens Komurera o Moshene 4 N
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3 Ty W
MC/JMLIMHCKOTO M (papMaLeBTHICCKOIO G

KOHTpons Munucrepersa -

3npaBooxpanenns PecryGimku Kasaxcran

(D.H.QO., gowmnocrs) (noamics)

A BT KT E

(XaTA MOANMCANHS, 1. MEC.TTT)
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