EBpasuiickuii IKOHOMMYECKUit colo3

PI'Y «Komurer MEIMLMHCKOro 1 hapmalieBTHYeCKOro KOHTpPO/Is
Munumcreperra #Apasooxpanetus PecrryGnmku Kazaxcrarsy

CEPTU®HUKAT

COOTBETCTBU S HIPOM3BOLCTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHMSIM [1PABUJ]
HAJUTEXALIER TIPOM3BOJICTBEHHOMN [IPAKTUKH
EBPASMMCKOrO 5KOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/153-11-2024
Cpoxk aciicrsus ¢ 10 OKTAOpst 2024 1. 110 9 okTsabps 2027 .

Beinan 1o wuroraw Iiporenenns  hapmanesTHyeckoi MHCIICKIIHM B COOTBETCTBUN c [Tpasunamu

HpoBe/icHHA  (apMmalieBTHYecKkux MHCICKLHH,  yTBepIKICHHBIMH Pemernem  Conera Espasuiickoii
IKOHOMUYECKOH KOMUCCHH OT 3 HOstOpst 2016 r. Ne 83.

Komurer MEJMIHHCKOro M dapmaneBTHyeckoro KOHTDPOJIA
MHHHCTCQCTBa 3/PaBoOXpaHeHHs Pecniy6imuxu Kazaxcran

NOATBEPIKIIAET clic/tyiomee:
Hposeiiena hapmarceTuucckay HWHCIICKIIMY

Amgen Manufacturing Limited [1.C

Road 31, KM 24.6, Juncos, Puerto Rico
Ha OCHOBaHMuU:

Hacrosuuii cepTuuKaT  orpascaer CTaTYC LIPOU3BOICTBCIHON IIomanky  Ha  Jaty nposescmus
(hapmanerTiueckoii MHCTICKIHA ¥ 110 HCTeYenuHt 6osiee 3 et o ATHI TPOBEJICHUS 1TOCIEHErO JIHs HocieHero
MHCICKTHPOBAHUA HE MONKET CUMTATLCS HOKYMEHTOM, CBUACTENLCTBYIOMAM o CTaryce coorserctBus. Cpok
AeliCTBUA cepTHduKaTa MoKeT ObITH cOKpalien TIPH MCTIONB30BAHNHT COOTBETCTBYIOIINX NIPUHIMIOR YIIpaBaeHUs
PUCKaM¥ Npu HaTuuup COOTBETCTBYIOIIEH 3amucH B roje «Orpanunuenus umy TIOSACHUTENLHBIE 3aMeTKH,
Kacaromwmecs obnact npumenemus Hacrosero cepruduraray,

Ceprudukar smsiercs ACHCTBUTENLHLIM B Cliyyac LUPCJICTABIICHNS BCEX €r0 IHCTOR (KaK OCHOBHBIX JIMCTOR,
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EBpasuiicknii SKOHOMUYECKMii coo3

Ne GMP/EAEU/KZ/153-11-2024
X | Jlekapcreentre CPEACTBA JUIS MCJMIMIICKOrO 1PUMCHEeLIS
Jlekapersennsie npemapars ATt KITMHMYCCKUX HCCIIC/ [0 BAH M (MCTBITaHmi)
Kon Haumenosanume

L. IIPOU3BOJACTBEHHLIE OIEPAIINH - JEKAPCTBEHHASI IPOJIYK ML
1.1 | Crepunsnas o OJIYKLIMS
X 1.1.1 IMpousroznmas ACCNTUYECKUM ITyTeM (omnepam 00paboTkH s crieyronmx jexa CTBCHHBIX hopMm);
1.1.1.1. Xunjixue nexapereennne OpMEI Dosbiioro ofnema
X 1.1.1.2. JKujkue Jickapcraeripe thopmsr manoro obmema

L.1.1.3. JTuodummsarss |
1.1.14. T BCPBIC MCKAPCTRENHLIC DOpMBL 1 wMITANTATH] | §
L.1.1.5. Msirkue nekapcTsenmmre thopmer |

1.1.1.6. Ilpoyas UPONyKISA, IPOMIBOMMAS B ACETITHYGCKIK YCIIOBUA: PACTBOPLI, CYCIICH3NH H SMYIILCHH B
OIIHONI030BOM KOHTEHHEDE ¢ TexHOTOrHel BBULYBAHMS/32TI0JHE HUSA/Y IO THE Hits BFS.
1.1.2. IMoxpepraemas HMHUIIHOH cTepuimzanum (onepain o6paboTku mis cir
1.1.2.1. Xunxue JICKapCTBCHHBIC OPMBI BONLIIOrO 06beMa

1.1.2.2. XKunkue nexa CTBCHHEIC (hOPMBL MAJIOr0 06bema
1.1.2.3. Tsepipie JCKAPCTBEHHbIC hOPMBI M HMINIAHTATL]
1.1.2.4. Msarkue neka CTBEHHBIC hopml
1.1.2.5. Ipouas UPOIyKIMs, IOJIBEpracmMas unmmHO CTCPHIM3ALIMK
1.1.3. Bemyckaromuii KOHTPOJIb K44ECTBA (BRIIIYCK cepun) i
1.2 | Hecrepunnnas TPOAYKIIMST

1.2.1. Hecrepmisnas NPOLYKIUS (TEXHOJIOTHYECKHE OQUEPALMH U IOTYHCHUS CHEIYIOLIUX JIEKAPCTBEHNBIX dopm):

- 1.2.1.1. Kancyus B tepoii obotouke
- 1.2.1.2. Kaucymnst B Markoii obonouke |

1.2.1.3. XKesarenpipie JIEKapCTBeHNbIC hopMp
1.2.1.4. Umnpernmporanmmic JICKAPCTBENILIC hOpMbI 1
1.2.1.5. Kunkue nexapersentisie bo MbI A1 HAPYKHOTO NpUMEHeH s |
1.2.1.6. Wunxue JICKAPCTBEHHbIE (BOPMBI 1117 BHYTPEHHETO IPUMEHe s 1
L.l MCIUUMHCKUE I'a3hl i}
1.2.1.8. [Ipoune Tpe JbIE JIeKapCTBenHbe hopML] |
1.2.1.10. Panuonyximnnie TCHEPATOpL! i
[.2.1.11. Markue JCKapcTreHble GopMol |

1.2.1.12. Cseun (cymosuro HH)
1.2.1.13. TaGnerkn
1.2.1.14. Tpancacpmannisie TUIACTRIpH

[.2.1.15. TIpouas HECTCpUIILHAS 1IPOLYKITHS : TOPOIIKY IS IPHIOTOBICHIA PACTBOPOB I Npuema BHYTp,
KaICyJIbl Ul METAIS M

1.2.2. Brimyckaroniumi KOHTPOIIL KauecTsa (ceprudukauns ce pHH)
ke ;s ) ¥
. buosiornueckas nexapersennay HUPONYKITHsE
1.3.1. Buonorniecxas JICKAPCTBCHHAS HPOJIYKIMs:

L.3.1.1. Hpouykrul kposu |
1.3.1.2. IMmyHonoruvecxas HPOLYKIHA

L.3.1.3. Ilpoaykuust Ha ocrope COMATHYECKHUX KICTOK (IpoJIyKius M TEPAITHM COMATHYECKHUMU KICTKAMM) |
[.3.14.T CHOTEpANEBTHYECKAs IDOTYKIHS
1.3.1.5. Buotexsonornyeckas LUPOJIYKILHS

1.3.1.6. Ipostyxims, BRUICTICHIIAA W3 IKUBOTHLIX HCTOYHUKOB Wiy Opranos (Tkawei) yenopeka ]
1.3.1.7. Tkaneumxkenepnay UPONYKIMS (IPOLYKIMS TKAHEBOH MHKCHCPHU)
— ]
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1.3.1.8. Ilpouay buonoruyeckas JICKAPCTREHHAS 1IPOAYKIHs
1.3.2. Brinyckaoumii ko OJIb KaYeeTBa (ceprudurars Cepuy) (Iepeuenn BuaoB UPOAYKIHH):

1.3.2.1. IMponyxre pPOBM

1.3.2.2. IMMyHOnOrM1eckas IPOJLYKIIHS

1.3.2.3. Ipoayxret na ocnope COMATHYCCKUX KICTOK (IPOjtyKLms Juig TCPaLIK COMaTHYECKHX KIIETOK)

1.3.2.4, lenorepanesruucckan TPOJIYKIIHS

1.3.2.5 Buorexnonornucckas 11 OJLYKIIHS

- 1.3.2.6. lpoxykims, Bhigciciay M3 KHMBOTHBIX HCTOYHUKOB MK OpraHos (TKaHeif) uciopeka
- 1527, Tranenmxenepnas UPORYKIUA (IPOAYKIMA TKAHCROM MinKeie pHH)

X

X

1.3.2.8. lIpouas Buonoruyeckas JICKAPCTBCHIEAS IPOJLYKIHs
llpoyas nekapcreennas UPOLYKUMS MIIH [IPOU3BOACTBEH HAS JeITeNLHOCTE
A.1. Tlpoussoscrro:
1.4.1.1. Pacturennaas ITPOJTYKIUS
1.4.1.2. I'omeonaruueckoii POIYKIIMH
1.4.1.3. Ipouas HPOIYKIHs
1.4.2. Crepunmsanus dapmanesriyecknx cyOcranmii, BCUOMOTaTeAbIILIX BEIICCTE, FOTOROH HPOAYKIHH;
1.4.2.1. ®uisrpauus
1.4.2.2. Cyxoxapopas crepuiMzauus
1.4.2.3. Crepunmsanms napom
1.4.2. 4. Xumuucckas CTepHIIH3aNus
1.4.2.5. Crepunusaius raMMa-u3nyycrnueM
1.4.2.6. Crepramsaims ekt
1.4.3. lpoyce
1.5 | Viakoska
1.5.1. llepenunay YIAKOBKA:
1.5.1.1. Kancynp B TBEPJIO# 0BosouKe
1.5.1.2. Kancynsl B Markodi obonouke
1.5.1.3. XenatennHpie JICKapCTBEHHLIC (HOPMBb
1.5.1.4. Umapernuponanimie JICKAPCTREHIIBIC HOpMBI |
- L.5.1.5. HKunkue nexa PCTBECHHLIC (POPMEL JUIS HAPYKITOIO UpUMCHEHHsI |
- 1.5.1.6. Xungkue JICKAPCTBCHHBIC (DOPMBI s BHYTPCHICTO IpUMeHeHs |
- 1.5.1.7. Memumickue rass;

1.5.1.8. ITpoune TBCPIBIC JICKAPCTREHHBIC hOPME] |
1.5.1.9. ITp ClAPATE], HAXOUALHCCH 110,] JIABIeHUEeM £
1.5.1.10. Paguonyknuimsie reHepaTOpLI |
1

—

S.1.11. Msirkue JEKapeTeetbic Gopmpl
1.5.1.12. Creun (cynmosn
1.5.1.13. Tabnerkn

1.5.1.14. Tpancaepmanbine 1JIACTRIPH
1.5.1.15. Tlpouas HECTCPUIIbHAS JICKAPCTBE Ay NPOJLYKLMsE:

TOpUH)

1.5.2. Bropuanas (1o eOMTENbCKan) yrakoska
1.6 | Kourponn Kauccrea
X 1.6.1. Muxk o0HoNOrHYeCK e HCIIBITAHUSA, CTCPUILHOCTE

1.6.2. Mukpo6uonormaccxoe TCCTHPOBaHME: MUKPOBHOIOIr MYeCKas YHCTOTA

X 1.6.3. Xumuueckue (pusuueckue) uenprrars
X | 1.6.4. buonornqecrie WCIILITAHYSA |
B OTHOLICHUK OdLIX orpanuuenunii- wnu HOACHCH, OTHOCATLUUNCS K AdHHBIM HPOH3BOJICTBEHHBLIM OlICpansam (za HECKIIOYEeHHEeM
CIIYHaCB, KOra MOACHEHUE ARMsteTes o01IHM KOMMELTapHeM K lponecean 1a MPOH3BOJACTRCHHOM 0OT.CKTe), rie 6ol 11 HPAMEHSUIHCE
9T OTPAHHYCHUS HIH IIOHCHEHHH, HeO6K0ﬂHMO BIJIFOYATE OTChITk K COOTBETCTR 'HOLIEMY HOME MYHKTa ceprudpukara GMP.
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] 2. UMITOPT JIEKAPCTBEHHOR PO1YKIMA i
Kontpons kawecrsa UMIOPTHPYeMOIt JiekapeTBeH ok LPOJIYKITHH [k
_ 2.1.1. MuxpoGuonoruueckue MCHLITAHNA! CTCPUILHOCTE
- 2.1.2. MukpoGuonornuccxoe TCCTHPOBAHIC: MHKDOOHONOTHYCCKas 4UCTOTA ]
- 2.1.3. Xumunyeckue (pusuveckne) neunrrarnms - | |
- 2.1.4. Buonoruueckie ucnpranms
2.2 | Ceprudukaums cepmn UMITIOPTUPYEMOI] JieKapeTBeHHO ITPOJLYKIHH
2.2.1. Crepunsuag OPOLYKILMsi:
2.2.1.1. llpomwsgoumas & ACCHTHYCCKUX YCIOBHSX
2.2.1.2. Tonepracwmas bunmmno CICPHIW3ALMK
2.2.2. Hecrepunbhas IPOAYKIIMSA
2.2.3 Buonornueckas jicka CTBCHHAN IPOILYKIIUS:
2.2.3.1. Ilpouyxrsl kposu
2232, UmmyHOIOrMYeCKas 1T OJLYKIUA
- 2.2.3.3. Nponyxnus Ha ocrose COMATHYCCKUX KIETOK (MPOJyKLKst s TCPAITHH COMaTHYCCKUMH KIETKaM 1)
- 2.2.3.4. TeHOTepanesTHICCKIG TIPOJYKTLI
2.23.5. BHOTEXHONOrMYCCKay IPOJIYKIINS
_ 2.2.3.6. lposuykuus, BBIICHCHHAS U3 JKMBOTHBIX HCTOYHHKOB 11y Opranos (rxameii) yenoneka
2.2.3.7. Tkaﬁemm{euc HaA HPOJMYKIUS (UPOIYKIMS TKAHCEOI HIDKCHEPHH)
2.2.3.8. llpouas Buosoruyeckas JICKAPCTRCHNAA NIPOMYKIH
23 | llpouas ACATEILHOCTD 110 UMIIOPTY (BBO3Y)
2.3.1. lnomanka pusuuccroro UMIIOpTa (BBO3A)
2.3.2. Umnopr HPOMEIKYTOHHOR 1IPOLyKILuy, HONBEPratomeics qansaeimeii 0bpadoTke
2.3.3. Tlpouee
3. TPOMU3BO/ICTBEHHBIE OIMEPAILINH — DPAPMALEBTUYECKUE CYBCTAHLUU
DapManerTHyeckas cydcTanuus (eyboranimm); )
3.1 | IpoussojcTeo ( APMALCRTHYCCKUX CyOCTAaHIIMI MEeTO10M XMMHYICCKOIO CHHTE3a
3.1.1. llpouseoacTeo TTPOMEKYTOYHBLIX IIPOIYKTOR PAPMALICBTHYCCKOI cyOcTanmu

[ s —¥——*‘*__—'__—
3.1.2. llpouzsoicreo HEOUHIICHIIOH (DapMalIeBTHYCCKON ¢ Ocrannum

3.1.3 CousieoBpazonarnue (oumcrxa):;
3.1.4. Ilpouee

3.2 | IlpoussopcTro PAPMANCBTHYCCKMX cyBeTantmii MeTonamu BBUICIICHUS U3 [IPUPOAHBIX HCTOYHHKOR i
3.2.1, Buitenenne da MALCBTHYCCKUX cYOCTaNIMii 13 HeTOUHIKOR ACTHTCILHOIO IPOMUCKOKICHIS |
3.2.2. Brinencuue PAPMANCBTHYCCKUX CYOCTAHIMI 113 MCTOTHHKOB MUBOTHOIO IPOMCX 0K IEH S

3.2.3. Bulgenenuc Qapmatesrinycckux cy60'r&u{m@prmmn (TkaHeii) yeloBeka

3.2.4. Buyteneime tha MAICBTHICCKHX CYOCTaIMI U3 UCTOYIHKOR MHUHEPAILHOIO HPOUCXOKJICHUS

3.2.5 Moauduxanms BLUICIICHIION hapmaLeBTHyeckoi cyOcTanimy (ykasuninacres s UYHKTOB 3.2.1-3.2.4)
3.2.6. O4ncTKa BLlACACHION bapmanestiuccroii CYOCTAHIIN (YKA3RIBACTCS HMCTOMHHK 3 LIYHKTOB 3.2.1-3.2.4
3.2.7. llpoyee

3.3 | TNlpoussoscrao ( APMALCBTHYECKUX CyOCTanumii ¢ HEIOIb30BAHHUEM OHONOrHYECKIX NPOLECCOR i
3.3.1. Depmenranus 4
33.2. Tlpomssoucteo ¢ HCTIONIL30BANNCM  KJICTOYHLIX KYIILTYD (ykazars Tm

HCHIONB3YeMBIX KHCTOK) (]IO}I YKa3aHueM tHna kierox HHOHHUMAaCTCH HX TUTIOBAsA CHCI{HC})H'—IHOCTB, JIMHHA, 1IraMmm

npo4ce) ) o .
%_ﬁﬁ N |

3.3.4. Moanduxanus H_
335.0powee T — e —

3.4 | poussoacreo CTepIILHBIX hapMaleBTUYeCKix cyberanimii (pasnens: 3. 1, 3.2, 3.3 nomust 6nits 3aN0NTHEHEL, Iy
UPHMCHIMO)
AP\____________________ _ . e
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EBpasuiicknii 3KOHOMMYeECKuiA cotos

3.5.2, llepeuquas YUAaKOBKa
3.5.3. Bropuunas YIIaKOBKa

3.5.4. lpouee ) (Ykasarn nns OTICPALHH, HE ONHCAHHLIX Buie
; Kourpon, kaucerna

. T e e
3.6.1. Dusuyeckue (XHMUNCCKIE) MeBITaRIS
3.6.2. Mu poduonormicckue HCIBITAHUS (BRIIOYAS HCIIbITAHMS 11a CTCPHIILHOCTE

3.6.3. Mukpodunosornueckie HCHLITAHNS (MCKIIOYAR UCUBITals 11 CTCPHIILHOCTE)
3.6.4. Buoinoriueckic HCITBITAH S

4. NIPOYHE OIEPAIINH - PAPMAIEBTUUECKUE CYBCTAHLUU

L L
[ wn
J

Or‘panmeum HJIH NOACHUTEI LHBIC 3dMCTKH, Kdcaronnees odactu HPHMCHCH s CCpTHC])HKaTH:

Kemxexanona A, 9K,

H.o. lpencenares Komurera
MCAMIMHCKOTO 1 hapMatieBTHYCC KOO
KOHTpOJIst Munucreperna

3/ipaBooxparicins Pecity6imky Kazaxcran
(©.11.0., AOIAHOCTE )

L. 71 ALY

(nata noanmeanus, . Mee.rrr) M.IT. {moanues)
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