Eypa3suanbik 3KOHOMUKaNbIK OfaK,

«Kasakcran PecniybnukachiHbif leHCayITbIK CAKTAY MUHHCTPIIIr
Menuumnansik xoHe GapmaleBTHKaNbIK 6akeuiay komMuTeTi» PMM

CEPTHO®HKATHI

EVPA3HUAJIBIK DKOHOMHUKAJIBIK OJIAKTBIH
THUICTI ©HJIPICTIK ITPAKTHKA KAF WIAJIAPBIHBIH TAJIATITAPBIHA
JOPUIK 3ATTAP ©H/IIPICTHIH COUKECTII'T TYPAJIBI

Ne GMP/EAEU/KZ/65-11-2023
Konnaneuty mepsimi 2023 sxbinrst 6 kazannad 2026 xbuirsl 5 KazaHra Ieiin
Eypasusiiblk 59KOHOMMKaNbIK Komuccus KeHecinin 2016 sxwutebl 3 kapawanarsi Ne 83 wemimiven
OexiTinren DapMaUEBRTHKATIBIK WHCTICKUMS OTKIZYy KAFMJANAPHIHA COIfKeC (hapMAalleBTHKATBIK HHCIICKLHS

OTKI3Y KOPBITBIHIEUIAPSI OolibiHIna Cepinai.

azakctaH PecnyOnmkace! JleHcayablk cakTay MUHHCTDIIIN
MeaunrHaIbIK 2KoHe hapMaleRTHKaNBIK OaKbUIay KOMUTETI

MBbIHAHBI paCTaﬁI{BIZ
(hapMaleBTHKANBIK MHCIEKIMS OTKI3UIL

Alexion Pharma International Operations Limited
College Business and Technology Park, Blanchardstown Road North, Dublin 13, Ireland

Herizinje:

- Eypasusiiblk 5KOHOMUKANBIK 0aKThiH THicTi eHAIPICTIK NMpakTHKACHIHBIH TANANTApLIHA CAiikecTirine
MHCTICKLUS sKyprizyre 14.04.2023 sxuInFL 6TiHIMI (03re Heris).

DapManeBTUKANLIK HHCIIEKINA OTKIZY Ke3iH/Ie anblaran MajiMeTTep Herisinze, corrbicsl 2023 xbuirst 4 - 6
KasaH apallblFbIHAA OTKi3iiren ochl hapMaleBTHRANBIK onaipywi Eypasusansik sxoHoMukanslk ozaktei TuicTi
OHJUPICTIK IIPAKTHKA KaruaamapbiHbiH TaTanTapbiHa colikec kenemi gen GenrineHsl, MeMIMHANBIK JKoHEe
BETCPHHADHANBIK ~ KOJUJAHYFd apHanraH Jdpinik  3aTTapfblH  THICTI  ©HAIPICTIK  NpakTHKAachl KoHe
(hapMaleBTHKATLIK HHCTICKUMAIAD BIHTLIMAKTACTHIFLI KyHecinin (PIC/S) KarunarTapst MeH Eyponansix OfaxThiy
BacluplnpiFbiHa OaTaAMATEL

Ocobl cepTudyKAT (papMaleBTHKAITBIK UHCTICKIMS OTKi3y KyHiHe eHaipicTik anay moprebecin kepceresi
JKSHE OChI (PapMALEBTHKANBIK MHCTICKUMA JKYPTi3inren Kynuen Gactan 3 sKbUT OTKeH COH CofikecTik MoprefeciH
aWFaKTaliTeIH KyKaT peTiHje cananmaiapl. CeprudukaTteiil KonmaHbiny mepsiMi «Ocbl cepTHdUKATTHIH
KONJaHBINy CalachiHa KATHICTHI LIEKTEyNep Hemece TyciHgipme »kasbanap» JKOMBIHAA O TYpasbl THICTI xka30a
Goncea, kayinTepai Gackapy/IIH THICTI KaFHJaTTapLIH Naiifanany Ke3iHe KblCKapThUTybl MyMKiH.

Ceprudmkar oubiH Oapaslk napakrapsl (Herisri mapakrapsl ja, KOCHIMINA TAapakTapbl 1a) YCHIHBLIFAH
JKaFIaiia rada »xapaMIsl Gomsi Tabuinamel.

Ocer  cepruduikatTein  calikectirin  (Tynuyckacem) Kasakcran Pecry6imkacs Hencaynplx  cakray
MUHHUCTPIITT Me/MLMHAIBIK 3kaHe hapmalieRTHKAIbIK HaKbliay KOMUTETIHIH NepeKKOPBIHAA TeKCepyre GonapbL.

Erep ceprudukar kepcerinren nepexrep 0asachiHaH TaGblmMaca, ofsi GepreH YaKineTTi opranra xabapnacy
Kepex.
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EypasuanbiK SKOHOMMKaNbIK, 0gaK,

Ne GMP/EAEU/KZ/65-11-2023

MemMuuHaIBIK KOJIAHYFA apHAJIFaH 9pITiK 3aTTap

KJIMHUKAJIBIK 3€PTTEY apHAIFaH JRpPUIIK 3aTTap

Araynl

1. OHAIPICTIK ONMEPATVSIJIAP - IOPLITK O©HIMIEP

Crepunbii enim

1.1.1 AcenTHKabIK KOIMEH JaiblHAIFaH OHIM (MbIHa TopIIK TYpIepili OHIeyre apHaIFad onepausnap):

1.1.1.1. Ynken xenemzeri cyibiK 1opinik Typiep

1.1.1.2. Kenemi mwarbin cyHBIK T9pisik Typaep

1.1.1.3. Qucnepcusap

1.1.4. JInodunuzarrap

1.
1.1.1.5. KaTTel nepinik Typiep m®oHe HMOARHTATTAD
1.

1.1.6. XKymcax napinix typuep

1.1.1.7. AcenTuKaNIbIK K0JIMCH JaiiblHIAIFaH 63IC OHIMIED

1.1.2. Conrel crepunu3aumsfan TeTin oHiM (MbIHA JOPITiK TYpAepai eHIeyTe apHATFaH OniepauusIap):

1.1.2.1. YxeH xenemperi cy#elK Iopiiik Typnep

1.1.2.2. Kenemi marbin cyiibiK Jppinik Typuep

1.1.2.3. Kartel gopinik Typrep skolie HMIIAHTATTAD

1.1.2.4. Xymcak mopinix Typaep

1.1.2.5. Conrpl cTepHIH3aLMANAH OTETIH O3TE OHIMIED

1.1.3. lsrrapeiisiM camackii OaKeuiay (CepUs UIBIFAPLLALIMBI)

Crepuneai emec enimMaep.

1.2.1. Crepunbai emMec oHiMIep(keneci Aapinik Typaepi any Kesinaeri TEXHOIOrHAMBIK ONEpanuanap):

1.2.1.1. KabbIrbl KaTTbl KAICYIanap

1.2.1.2. KabbIrs! syMcaK Kancyianap

1.2.1.3. IllafinaiiTein papimik Typrep

1.2.1.4. Mmopersmpik aapinik typiep

1.2.1.5. CripTKa KolIaHyFa apHATFan CyHbIK IapiIiK Typiep

1.2.1.6. lmke KongaHyra apHalFaH CyHbIK Iapinik Typiep

1.2.1.7. MenuupHaIBIK razuap

1.2.1.8. Backa aa KaTTs! J90iNiK TypJep

1.2.1.9. KpIceIMaars! Ipenaparrap

1.2.1.10. PagnoHyKIMATEp reHEPaTOPIAPLL

1.1.1.11. Xymcak napinik Typaep

1.2.1.12. Cpeya (cynmosuTtopuiinep)

1.2.1.13. TabneTkanap

1.2.1.14. TpancaepManb i a0bICThIPFBIIITAD

1.2.1.15. Uarpapymunansi (TRIPTHIK iliHe) CHTIi3yre apHatran Kypanrbuiap

1.2.1.16. backa Ja cTepuabai emMec eHIMACD

1.2.2. leirappliibiv canackli Gakpimay (cepusisl ceprudukarray)

BHONOruANBIK opimiK eHIM

1.3.1. BHONOTHANBIK DapiNiK oHiM:

1.3.1.1. Kan enimuepi

1.3.1.2. IMMYHONOrHsUILIK OHIM

1.3.1.3. CoMaTHKalblK acylmanapra Heri3aenreH ediMaep

1.3.1.4. I'eHOTepamUsLILIK AHIMJIED

1.3.1.5. BHOTEXHOMOTHANLIK 6HIM

1.3.1.6. #arnyapniap nemcce agam arsajaphiian (TiHAEPIHEH) ATbIHFAH BHIMJIED

1.3.1.7. Tinpik-umxenepnix oHiMaep (TIHAIK wHxenepus onimMaepi)




Eypasuanbik SKOHOMUKanbIK, ogak

Ne GMP/EAEU/KZ/65-11-2023

1.3.1.8. buonorusuieik e3re enimaep

1.3.2. IlleirappinsiMbin Gaxbiiay (cepusitsl ceprrudukaTTay) (eniMuep TypiepiHiH Tizbeci):

1.3.2.1. Kan eHimzepi

1.3.2.2, UIMMYHOIOTHANBIK OHIM

1.3.2.3. ComaTHKablK JKacyllajiapra Heriz/enreH eHiMaep

1.3.2.4. 'eHoTepanysibIK eHimMaep

1.3.2.5. BHOTEXHONOTHANBIK BHIM

1.3.2.6. Kanyapnap Hemece afaM arsajapbidai (tinfepinen) abiHFaH oHIMAED

1.3.2.7. TiH HHKeHEPHSICHIHBIH OHIMAEpi

1.3.2.8. BHONOrHANEIK 0372 oHiMIep

1.4 | Osre enimzgp HeMece OHIIPICTIK KBI3MET

1.4.1. Ouuipic:

1.4.1.1. Ocimpik enimaepi

1.4.1.2. 'oMeonaTusuibiK eHIMAED

1.4.1.3. Osre snimaep

1.4.2. Benceuni 3aTTapisl, KOCHIMILA 3aTTAP/AbI, AAHBIH OHIMAEP CTEPUIH3ALMAIAY:

1.4.2.1. Cy3y

1.4.2.1. Kyprak BICTLIKIICH CTEPHIH3ALIAIAY

1.4.2.3. BymMeH cTepuiuiaiusijiay

1.4.2.4. X¥MUATBIK CTEPHITH3AUMATAY

1.4.2.5. 'amMma-coyneMeH CTepUIH3ALUATAY

1.4.2.6. DrexTpoHbI CoyIeMeH CTepUANH3aHAnaY.

1.4.3. Backa

1.5 | Kanrama:

1.5.1. Bacranis! (iwki) kanrama::

1.5.1.1, KaObIre! KaTTHI Kancynanap

1.5.1.2. KabpIrsl KYMCaK Kancymnamap

1.5.1.3. [TlalinaliTeiH napinik Typnep

1.5.1.4. TonelIKTIPBIIFaH J2PIiNiK TYpaep

[.5.1.5. CripTka Konjanyra apHaIFaH CyliblK J19piiik Typaep

1.5.1.6. huke KoNoaHyra apHanFaH cyibik opinik Typnep

1.5.1.7. MeaMuuHanbIK rasaap

1.5.1.8. ©3re KaTThl AOpiNiK TYprEp

1.5.1.9. KpIchiMaars npenaparrap

1.5.1.10. Pamnonyxiiarep renepatopaaphl

L.5.1.11. XKymcak gapinix Typaep

1.5.1.12. Cseua (cynnosuropuiinep)

1.5.1.13. Tabnetxkanap

1.5.1.14. Tpancaepmanbi »KaObICTHIPEBILITAD

1.5.1.15. Crepunbai emec o3re eHiMep

1.5.2. ExiHwi {TyThiHynIsIasIK) Karnrama

1.6 | lIsrFapy canaceld OaKeIAYIbl

1.6.1. MUKpOOHONOTHSAIBIK TECTINEY: CTEPUIR T

1.6.2. MykpoOHOIOrHANTBIK TECTIIEY: MUKPOOHONOTHATBIK Ta3aJBIK

1.6.3. XUMUAIEIK ((H3HKanbLIK) TecTiney

1.6.4. BHONOrUsANbIK TECTiNEY

Ocpl oujtipicTik onepanuaiapra KaTLICTE Ke3 KeileH INexreyliepre Hemece TYCiHipMentepre KaThleThl (TycinaipMe eHpipicrik
obbekTiner HpouCeTepre aaub Tycitikreme Goipin TafbLiarbH Kartaiiapibl KOCHArala), 0CHl MeKTeyiep eMece Tycingipmencp
Kait xkepie Koaansinca 1z, GMP ceprudyukarhl TApMArbIibIN THICTI TOMIpillc CiTCMCHI KOCY KaXkeT.
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2. IOPLJIK 6HIM UMITOPTEI KE3IHJIE CAITAHBI BAKBIJIAY

2.1

HmMnopTTanathid Oopilik eHiMAIH canackiH 0akpinay:

2.1.1. MuKpOOHOJIOTHAIBIK TECTIIEY: CTepHIIbILIIK

2.1.2. MukpoOHOTOTHANBIK TECTINEY: MHKPODHOTOTHATNBIK TA3ANBIK

2.1.3. Xumusnsik (QH3MKaNBIK, CEIHAKTAp

2.1.4. BHONOTHAITLIK, ChIHAKTAD
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WmMnopTTanatelH eHiMal cepuanapisl ceprudrikarray

2.2.1. Crepunbai eHim:

2.2.1.1. AcenTHKaNbIK }OIMEH DailblHIANFAH OHIM

2.2.1.2. Conrpl cTepunM3alMAfan 9TeTiH OHiM

2.2.2. Crepunsai emMec sdiMiep

2.2.3 DHOIOTHANLIK BopimiK oHiM:

2.23.1. Kan enimpepi

2.2.3.2. IMMyHOIOTMAIBIK OHIM

2.2.3.3. CoMaTHKaIbIK KACYNIANAPFa HETI3ACITeH OHIMIEP

2.2.3.4. I'enoTepanusanslk oHiMIED

2.2.3.5. BHOTEXHOIOrUANBIK OHIM

2.2.3.6. Xanyapnap HeMece afaM aranapbiad (TimjiepiHen) anpHFan eHiMIEp

2.2.3.7. Tiupik-umkeHepik eHimMaep (TiHAIK HHxkenepus oniMagpi)

2.2.3.8. backa na Guonory eIk Aspinik eHivMaep
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Hmmopt (axeny) OOMBIHIIA 63T KEI3MET:

2.3.1. Haxrer ummnopt (sxeny) anadp!

2.3.2. Ojian pi eHAEYTe XKATATHH ApabIK OHIMII HMIOPTTAY

2.3.3. backa

bencenui 3ar (Gencenni zarap):

3. OHAIPICTIK ONEPALIUMATAP-QAPMAUEBTUKANBIK CYBCTAHLUUSAJIAP

3.1

XHMMUAIBIK CHHTE3 axiciMen Oelrcenyti 3aTrapapl oHaipy

3.1.1. bencenni 3aTTapabl apaibIK 8HIMIEPIH OILLIPY

3.1.2. TazapTelnMarad GapMalleBTHKANBIK CYOCTAHUMS OHLipic

3.1.3 Ty3 Tyzinyi (Tazapty): KpucTaLIany

3.1.4. backa

3.2

Taburu ko3nepaen Henin any ogicTepiMen apMaleBTHKATBIK CyGcTaHIMsIAD OHIIpY

3.2.1. bencenni 3aTTapal ciMIik TexTec Ko3jepaeH Gomin any

3.2.2. Berncen/ii 3aTTap/bl XKalyapiapiaH albIHAThH Ko3aepact Gemy

3.2.3. Anam arzanapeiHa (TiHrepinen) Gencenpi satrapael Genin any

3.2.4. Mwnepannp! WHITY Ke3aepiHed Gencenal sartapapl Gorin any

3.2.5 Beniuren Gencen 3arrap/pl Momdukaumsicst (3.2.1-3.2.4 rapmMakrapaan nepekkes KepceTinesi)

3.2.6. beniuren Gencenni sarrapsi Tazapty (3.2.1-3.2.4 TapMakrapaan A€peKko3 kepceTineni)

3.2.7. Backa
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BHONOrHANIBIK IIpolecTep i MaliaTaHa OTHIPBIN GENCE Il 3aTTap bl OHIIPY

3.3.1. ®epmeHTanms

3.3.2. JKacymansik ecipinginep rnaiganaHsuiaToi - eHAipic  (naiipaneuiaTer

Kacywanap THIIH KepceTy) (kacymanap TUNiHIH KepceTillyiMeH Onap/isiH, TUNTIK epeKIIenirid, Chi3bIFbIE
WTAMMBbIH *2He T. 0. Tyciyre Gonamp)

(=

3

3.3.3. bemin any (Tazanay)

3.3.4. Momudukauuanay

3.3.5. backa
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Crepuibaui besrcenm sarrap erupici (3.1, 3.2, 5.3 Genimaepi kaTbicTsr GomaTsik JKepIepinIe TOATHPBLTYBI THIC)

3.4.1. AcenTukanblK KaFIaia oHAipinetin Gencenai saTTap
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3.4.2. CoHFBI 3apapchi3/ian/ibIpyra yibipadTeii Genceni 3aTrap

Benceni sarrapsl eHaipiciHiH COHFLI Ke3eiepi
3.5.1. Pu3HKANkIK 6HACY CATHUIAPKL: EIEKTEH OTKIZY
3.5.2. bipinwi xanTama

3.5.3. Exiniui kanrtama

3.5.4. Backa

Cananb! DakblIay

3.6.1. QusHKaNBIK (XUMUSLILIK) CRIHAKTAD

3.6.2. MUKPOBHOJOTHANBIK CHIHAKTAP (CTEPHIB/IUIIK ChIHAKTAPEIH KOCa)

3.6.3. MUKpODHONIOrHANBIK CHIHAKTAP (CTEPHIBILIIK CHIHAKTAPBIH KOCIIAFaHa)

3.6.4. buonmormsmsIK chiHaKTap
4, BACKA OIEPALIUASJAP - BEJCEH/II 3ATTAP

_(3KoFapbla CHIIATTalMaFaH ONepalMsIap YiliH Kepcery)

CepTudukaTThl KOMIAHY CANACKIHA KATHICTHI WIEKTEY/Iep HEMece Tycinaipme xazbanap: -

K. A. Tesremos

Kazaxcran Pecriybnukacst

JeHcaynelk cakTay MHHHCTPJITIHIH
Menuumnansix sxoHe QapMaleBTHKAIbIK
OaKpUIay KOMMTETI Tepara
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