EBpa3uidicKuii 3SKOHOMUYECKUIA COI03

PI'Y «Komurer Me/iMIMIICKOro 1 (hapmaleBTHuecKoro KOHTposis
Munucrepersa 3ipasooxpanenns Peciiybimkn Kasaxcrany

CEPTUOUKAT
COOTBETCTBHUA 1HPOU3BOJICTBA JIEKAPCTBEHIILIX CPEJICTB TPEEOBAHUWSIM TTPABHII
HAJUIEKAITEN HTPOU3BOJICTBEHHOMW HPAKTUKHA
EBPABHHUCKOI'O DKOHOMHUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/173-02-2025

Cpok seitersus ¢ 13 nosabps 2024 r. 110 12 nosibps 2027 r.
Buiytan 1o wroram nipoesiernidsg  (papMaricBTHUECKONM MHCHICKIMK B cooTercrsun ¢ [lpasuiamu
nposejieins  (pApMalCBTHUCCKUY.  MICLCKUmMiL,  vrsepsiciiiibiMd - Pemenmem  Cosera  Eppaswuiickoit

IKOHOMMYECKOH KoMueeum ot 3 Hosiops 2016 1. No83.

I{OMH'['CT MCJIMIIHMHCKOI'O M d)QDMaILCB’[’H‘iCCK(}I'O KOHTPOJIA
Munucrepersa 3jipasooxpancius Pecnybimnin [Kazaxcran

HOJTBOPIKIACT CIIC/YIONICC!
LIpoBCJIicHa (bapmal ICETHHCCKAM UIICIHICKIIW

«Otsuka Pharmaceutical Co., Lid.»
Tokushima Wajiki I'actory, 306-2, Aza Otsubo, Koniu, Naka-cho, Naka-gun, Tokushima 771-5209,
Hnonust

Hd OCHIOBAIIMN:

- saspienus or 22.08.2024 roja ta 1poBe;ICHUC MHCICKIMM Ha COOTBCTCTBUC TpeboBalmsgM Hajuiexaleh
LPOU3BOJCTBCHHON IPAKTHKA Bpasuiickoro 2kOHOMIMCCKOI'O CO103a (MILOC OCHOBAIIME).

Ha ocnosanuu cejeninil, HoJydenibix UpH HpoBe/ICHUK (apMalleBTHYCCKOH MHCUCKIMK, TOCIC/HAN N3
koropuix Obuta tposeyena ¢ 11 1o 13 nosbps 2024 roja, ycranosieno, yro jamioe gapMaleBTHYecKoe
LPOU3BOJICTBO cooTBeTerByeT Tpebonanusm | pasmi najuicxanieii npousBojcTBelHON pakTuKy EBpasuiickoro
IKOHOMMYCCKOIO ¢oro3a, aksuBasciTunix Hpuinmuam 1 Pykosojicrsy FBpolicHckoro coloza 1o najuicxkalliei
]lpOMSBOHC’I'BCIi!EDH [iPHK’I‘HKC JICKAPCTBCHILIX C["JCJ[C'I'B JUBLE MCJIMITIMEIICKOT'O M BCTCPUIIAPIIONIO LPHUMCHCHWA U
npunnuiam Cucremsl coTpy uimuecrsa hapmaliestiicckux niciexnuit (PIC/S).

Hacroammit  ceprudukar  orpaxact craryc HPOM3BOJACTBCHION 1UIONAJIKH 1A JlaTy 1POBCICHUA
(hapMalCBTHHYCCKON HHCIICKIMI U 110 ueTeueiing Doice 3 JIeT or JIaThl HPOBC/ICINS HOCICIHEro sl 110CIe/Hero
MHCIICKTHPOBAHUS HC MOXKCT CHHTATLCH JIOKYMCHTOM, CBHJICTCIBLCTBYIONMM O ¢raryce coorsereTsus. Cpok
jleiicteist cepruurara MOXeT ObITL COKPALICH IIPU UCNOIBL30RAHIH COOTRETCTBYIOIIMX IPHHIIMIIOR YIIPABICHHS
pruckamM 1pH HAIMYUM cOoTBCTCTBYIOUICH 3aiMcH B 1oie «Orpannydcuus WM 1OACHHTCIBILIC 3AMCTKH,
xacatolecs odiacTH IPUMCHCHUS HACTOMIICIO cepTH(KaTay.,

Cepruduxar siBjsctes JICHCTBITCILILIM B CIyHae LPCJICTABICIINSA BCCX CIO JIHCTOB (KAK OCHOBIDIX JIMCTOB,
TAK U JIOHOJIHATCHLHBLIX J[I/IC'I'OB). '

AyrerTHaHOCTh (HOJUIMHHOCTE) HACTOSIIEro ceprudurara MoXIo 11poseprTh B 0asze janunix Komurera
MEJMIMICKOro 1 (hapMaleBTHiecKoro Konrpons Muincrepersa 3jpasooxparcius Peciydnuxn Kazaxeran.

Eciu cepruduxar He npejpcrasicll B ykazaunoii dase JlaHublX, clicjlyer 00parnthes B YIOIHOMOYCHHbIH
opraii, ero BulJlaBIINi.
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EBpa3suniickuili SKOHOMUUYECKUI COIO3

Ne GMP/EAEU/KZ./173-02-2025

X JICK&})C’]‘BCIHII)IC cpejicTnBa JUuIs MCJIHIIMHCKOIO HpHUMCelICHind

JlekapeTBEHIBIC HIPCHAPATL /UL KIIMITMHCCKHX MCCIIC/IOBAHUH (MCIILITAHH)

Kox Hanmenosanme
1. HPOM3BOJCTBEHHBIE ONNEPAIINUHA - IEKAPCTBEHHASI TTPOJYKLIMSI
1.1 | Crepunpiias IpoyKIus
X 1. 1.1 TTpousBojinmas acenruyceknm Hyrem (oiepalimn odpaboTin Juls CIe)lyIONINX JICKAPCTBCHIBIX (hOPM):
L1 L1 3Kmikne nekapersenbic hopmbl 6oab11010 0GbeMa
1.1.1.2. Alyne Jiexaperpenibie hopMul Majioro ofsema
X 1.1.1.3. JInoduinsars
1.1.1.4. Teepisic JeKapeTBCHILIC (POPMBI 1 MMILIAIITATH
1.1.1.5. Msirkue jckaperseninie Gopmb
1.1.1.6. lpouas upojiyKims, HPON3BOJIHMAS B ACCHITHYCCKUX YCIORUIX -
1.1.2. Hojsepracmast (puinioit crepringsaiind (otepaiinu 00padoTKy JUlsl CIC/IYIONINX JICKAPCTBCHHELIX (opM)
1.1.2.1, 2Knjikue Jiekapersennie Gpopmbl 00ib1noro o0hema
1.1.2.2. unkue nekapersennbie GopMbl Maoro odhemMa
1.1.2.3. Taepyibic JICKApCTBCHIILIC (POPMBI M MMILIAHTATHI
1.1.2.4. Markue Jekapersennnie Gopmbl
1.1.2.5. llpoyas npojtykius, nejisepracmas GUIMNIIoR crepuiinzaimm
1.1.3. Bolilyckaioniuii KOHTpoJih Kauecrsa (Bbillyek CCpuH):
1.2 | Hecrepuiibiias HpOJIYKIUs s
1.2.1. Hecrepmibias 11pojiyKiis (TCXHOIOTHUCCKIC OliL}'}d[lMH Juis HOIYUCHHS CIICHYIOUIHX JCKAPCTBCHIBIX (OopM):
1.2.1.1. Kancyisi B repiioit o0osotke -
~1.2.1.2. Kancynnl g Msirkoi 06olOUKE ] -
1.2.1.3. JKeparciunsic chmp(,lm,nm,:c (popMI,l - - i
1.2.14. l/lMllpu HUPOBANHLIC JICKAPCTBCHIILIC (JOPMEI
1.2.1.5. 3Kijikue siekaperaeiipie (hopMBl JUISE HAPYHKIOIO HPUMEIICHUS
1.2.1.6. Kipikue siekapersennne QOPMBI JUisl BIIYTPCHICIO HPAMCIICIHS
12,17, MejumiuicKue rasol
1.2.1.8. Ilpouuc tBepible JICKapCTBeLbe GopMbl
1.2.1.9. lpeaparei, HAX0)LIMACCH O J@BICHHCM
l 2.1.10. Pajonyitu)iisic 1eHeparopni
L1111 Markne jiekapersensic gopmel ﬁ__;___ __ B
1.2.1.12. Caeun (Cynuosmopun)
1.2.1.13. Tabaerky
1.2.1.14. Tpauc/iepMalibHBIC 1ACTLIPH
1.2.1.15. llpoyas Hecrepuiphas upojyks
1.2.2. Boilyckaioninii KOTpolib Kayecrsa (CGpIM(l)HKaIIHH cepui) G
1.3 | Buoiornycckas JIcKapeTieHias HpoJlyKins 5

1.3.1. buosrornueckast Jickaperieninas I[p())lyiﬂl,ldﬂ

5

1.3.1.1. lpomyxrsl kposn

1.3 12 I/Immymnoxwrut\cm llpUJ[yKI[HH

1.3.1.3. lpojtyKitus Ha OCHOBE COMATHUCCKHX IJICTOK (UPOLYKILMS JUIs TCPAallMK COMATHYECKUMU KIICTKAMU

1.3.1.4, I'eniorepalcBIruaceKas 11pojLyKILHsl

1.3.1.5. Buorexuonornucckas 1pojLyKims

1.3.1.6. lpoaykimst, BeLICNCHIAs U3 KHUBOTHLIX HCTOYHHKCB MIIM OPIaHoB (TkaHeif) uenoseka

1.3.1.7. Trancuivkeiicprias npojtyKiws (1pOJIyKIus TKANCEOH nIbKClCpnm)
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EBpasuidcKuii sIKOHOMUYECKUI COI03

Ne GMP/EAEU/KZ/173-02-2025

1.3.1.8. llpouas OuosornuccKkas JICKapeTBCias POy K1

1.3.2. Bolyckaoniuit konrpoli kauecrsa (ceprudukaliist cepui) (iepedciinh BIJIOR HPOJLYKIIN):;

1.3.2.1. llpojiyKrsl KposH
1.3.2.2. IMMYHOIOIrHYceKas HpoJyKIms

1.3.2.3. IpoJtyK bl Ha 0CHOBC COMATHUCCKUX KICTOK (LIPOJLYKLLMSL JUIsL TCPALIMH COMATHUCCKUX KIICTOK)

1.3.2.4. l'ciiorepaleBruiceKast 1po,yKius
1.3.2.5. BuoTeXnoioraucckas 1pojLyKis

1.3.2.6. Hpojtykinst, BBUICICHHAS U3 KUBOTHBIX HCTOYHMKOB MIIM OPraloB (TKdiceii) ueioBeka

1.3.2.7. TKancuipkeHepHas UPOJLYKIMs (LIPOJLYKIIs TKAaHCBO HIDKCHCpHN)

1.3.2.8. 1lpouas GuoJstornucckas JicKapersenas 11poLyKins

1.4 l'lpoqax JICKapCTBCHHAA 1TPOJIYKIMA MK 1IPOU3BOJICTBCHHAA JACATCILHOCTE
1.4.1. llponssojcrso:

1.4.1.1. Pacturenbuas TPOIYKIIMA

1.4.1.2. N'omconaruycckoit HPOJyKIK
1.4.1.3. lpouast 1poJlyKiius S B S o

1.4.2. Creprnuzaiiis GapMallcBTHHCCKUN CyOCTalIIMil, BCLHIOMOIATCIBHBLIX BCHICCTE, NOTOBOH LIPOJLYKIIMHU;
[.4.2.1. ©uisrpaiys -

1.4.2.2. CyxomapoBasi crepuinsaiims
1.4.2 3. Crepumnsatus 1apom:

1.4.2.4. Xumuycckas Crepruinsarins

1.4.2.5. Crepminszalivst rammMa-u3iyacHueM
1.4.2.6. Crepritasaiius JICKIPOIIILIM H3JYICHICM
1.4.3. llpouce
1.5 | Viakoska
X 1.5.1. llepsuunas ynaxoska:
1.5.1.1. Kancynsl B 18ep/oi 0boseuke
1.5.1.2. Kancynnr B Msrkoit obotouxe

1.5.1.3. JKesarclibibIc JIEeKApCTBCHILIC (POPMBI

1.5.1.4. HMuperiiposanssie JICKapeTBeHHLIC (POPMBbI

1.5.1.5. Aujikne nexapersetinsic (GopMbl JUist HAPYIKHOIO HPHUMCHCHHS

1.5.1.6. Amikue Jiekapereiinic (QOPMBL JUIs BIYTPCHICIO HPUMCHICHHS

1.5.1.7. Meannuickue raspl

1.5.1.8. lpoune reepjbic JICKaperiennsie popmbl

1.5.1.9. lpeuapars!, HaxXo)SUIHCCs 110J1 JIARICIINEM

1.5.1.10. PajinonyimjiibIc 1'CHCPATOPLI

1.5.1.11. Msrkue jickaperseiubie hopmbl

1.5.1.12. Cieun (cyuuoznropun)

1.5.1.13. Tabnerku

1.5.1.14. TpaucjicpManslbic 10lactLipu

1.5.1.15. Upouas nectepiiihiias JICKapCTBCHIas POy KIus

1.5.2. Bropuanas (1eTpeOUTe/heKas) YIIaKoBKa

14 Konrpouh kauecrsa

1:6. 1. MHKpOﬁM()JI()l‘HIICCKHC UCHBITAHUS CTCPHIILHOCTE

6
X
X | 1.6.2. MukpoOHOQJIOTHUCCKOE TECTHPOBAINC: MUKPOOUOIIOIHICCKAs HUCTOTA
X 1.6.3. Xumpieckne (puznteckuc) ncublranms

1.6.4. bUOJIOrHUCCKUE UCIILITAIIN

B orHomenun modnrx orpau;mcrmﬁ HIIM NOSCHCH. OTHOCSIIMXCH K JAHHLIM HNPOU3BOJCTRCHHEIM ONCPATHam (3a weckmoyeHuem
CNYUACB, KOIJIA MOACHCHHAC ABIACTCA o0IIMM KOMMECITTAPHEM K TTPOICCeam 11 Hporu3BoCTRCITHOM OG‘IaCICTG). 1e Obl nu NPHMCHATTHCEH
L OTH OIPAHHYCIHTIA HIIM HOACHCH L HEOONOMMO BIJHOUMATL OTCBUIKY K COOTBCTCTBYIOUIEMY HOMCPY 1IYHKT CCPTM([)HKBTE[ GMP.
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EBpasuiiCKMii 3KOHOMUUYECKUIA COl03

Ne GMP/EAEU/KZ/173-02-2025

2. UMIIOPT JIEKAPCTBEHHOM TTPO/IY KLU

KOI]'I'DOJ]E: KauecTnd ]riM]lgp'l'}'IpyCM()ﬁ JICKHpC'l‘BCH]IOﬁ HPOJLYKIHH

2.1.1L MHKpOﬁHOJ[OI'H‘-ICCKHC HCHBITAHMS . CTCPHIILHOCTL

2.1.2. Mukpobnojor1ueckoe TeCTHpoBAHUE: MUKPODHOIOIMUCCKAs YNCTOTd

2.1.3. Xumuucckue ((hu3nicckue) uelpiraust

2.1.4. LHOJOrnyeCKHue HelbITaims

Ceprudukaliis cepiit MMUIOPTHPYCMOIT POJLYKILIH

2.2.1. CrepuiibHast UPOJYKILMS:

2.2.1.1. 1lpon3Bo)IuMas B acelTHyCCKUX YCJIOBHIX

2.2.1.2. llojsepraeMast puiniinHoit crepuiinzarin

2.2.2. HecrepulibHas HpoJLyKIuA

2.2.3 BHOJIOIrHUICCKas JICKAPCTBCHIIAS HPOJLYKILHS:

2.2.3.1. llponyK1nl Kposu

2.2.3.2. Ummynonoruucckas HpoJLyKIHs

2.2.33. llpmlymmsx 11d OCHOBC COMATHUCCKIX KICTOK (1IPOJLYKIS JUIst TCpallMK COMATHYCCKHUMU KIICTKAMHM

2.2.3.4. I'enorepallcBTHYCCKNC LIPOILYK b

2.2.3.5. BHOTCXHOIOIHYCCKas 1POJLYKIMS

2.2.3.6. lpojrykypst, BLUICJICIIIAS W3 IKUBOTIILIX HCTOMIINKOR MIH 0pranos (rkauneit) denoseka

2.2.3.7. TkancninpKeHepas po/Ly kit (PO KIS TKAICEOR HIDKCICPHI)

2.2.3.8. llpoyas OHONOIMYCCKaH JICKAPCTBCHIAA LPQILYKILHS

“pO‘IaH JICATCHLHOCTL 110 lll\ﬂ_.[JOpr_(llllgiy)

2.3.1. Hnomajika gusnicckoro nMuopra (ssosa) i -

2.3.2. MMIOpT HPOMCIKCY TOUHOT 11POLYKILHK, 1O)IBeplraloLicies jlanbuciincii oOpadorke

2.3.3. llpouce

Dapm

3. NPOU3BOJCTBEHHDIE OIEPAIIANA - DOAPMAILIEBTUYECKHWNE CYBCTAIIHMM
alCBTHYICCKas cyOcTatms (Cyderamn):

Bl

HpOVBBUJLC’l‘B() (]@}WHIICB‘['H‘{CCKI{X cyﬁc'l‘ammﬁ MCTOJIOM XMMHYCCKOI'O CHHTC3d

3.1, 1. Hpon3roeTBO UPOMEAYTOUHBIX ITPOJYKTOR (hapMalCRTUYCCKON cyOcTanimy

3.1.2. 11pousnojicTo HeOUMIEHION dapmatenTieekoii cyberamym

«1-'-

Iyl C()JICOGPH'S()B':HII[C (0‘1I‘IC'I'I\'a)ALlspjifil"&UlJl1‘!3':1]1115[

3.1.4. llpowee -

”pOHBI]U}lC'l‘BG q)EIPMH.IlUB']‘!’E‘[CCKI’IX CyﬁC'['ﬂ][llMﬁ MCTOJIEAMHW BLIICJICHWA M3 HPWAPOJIHLIX UCTOYTITHKOB

3.2.1. Brijieienie papMalieBTHUCCKUX cyOCTANIMN M3 HCTOUHUKOB PACTHTCIBLIIOIO LPOUCXOKICHIMSI

3.2.2. Boytenerme hapMareBTHICCKHX cyOCTANTIMA B3 HCTOMIHKOB JKUBOTHOIO 1IPOUCXOMKICHUS

3.2.3. Beutescine apmanesrriucekux cybcranmii us opranon (reaieit) uejonpeka

-

3.2.4. Boluenenne apMaleBTHICcKiX cyOcraliiuil 13 HCTOUIHKOB MUILICPAILIIONO HIPOUCX 0K ICHUS

A

3.2.5 Mojmdmians Bhyielennoit rapmanesruycckoil cyberannm (yxkaspsacres u3 nyikron 3.2.1-3.2.4)

3.2.6. Ouuerka BuyiclicHion gapmarcirinicckoli cyGeraminm (YKa3blBacTes HCTOMHUK W3 ynkros 3.2.1-3.2.4)

3.2.7. lpoyee i B e

lponsse/icree papmanesrnucckux cyGeralimii ¢ HCHoib3eBaHem GHOJI0IHICCKUX [IPOIECCOR

3.3.1. depmerrranys

3.3.2. llpou3BOICTBO ¢ HCLIOJIL30BANMCM KICTOUHLIX KynuTyp CHO (Chinese hamster ovary)

3.3.3. Bouesenume (oMHeTKa)

3.3.4. Mojnduraryms

3.3.5. llpouee unainiioe hopmMupoBanue cocrasa 61ONOIHUCCKOT aKTNBIOH (apmalieTuiceKoi cyOcTallmu

e I[pI’IMC]IHMO)

2GO%

Hpoussojcrso crepuininx apmarcsriudcexnx cyberamuii (pazieant 3.1, 3.2, 3.3 nomxunt ObiTh 3a1101HCHBL,
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EBpasuiickuii SKOHOMUUECKUIA COL03

Ne GMP/EAEU/KZ/173-02-2025
3.4.1. MapMalCBTHICCKHE CYDCTAIINM, HIPOU3ROJIIMBIC B ACCIITHYCCKHX YCIOBHAX
3.4.2. dapmarenTHUCCKe CyDCTaIMM, 110JIBEPracMbIe (HITHIIION CTCpHIIM3AIHN
3ABCPIIAIONING CTA/IMK LIPOU3BOJICTBA (apPMAlCBTHYCCKUX CyOCTanInii
3.5.1. Crajwn puzntieckoii 06paboTKI: LIPOCCHBAIINE
3.5.2. llepsuunas ylakoska
3.5.3. Bropuunas yilakoBka
3.5.4. llpouce
BBIILIC)
3.6 | Kowrposs kauccria

{5
w

- S ~ (yxasarp Juisl olicpaiiid, MHe OIUCAIIHLE

<

3.6.1. Dusnucckue (XMMHYCCKUC) UCHLITAH s

3.6.2. Muxpo0HoJorndeckie e tans (BIIHOMas HCHBITAINS 1A CTCPHILHOCTD)
3.6.3. MUKpoOUHOJIOIMHCCKUE HCHBITANMS (MCKIIIOUAs NCHBITAIINS 112 CTCPIHILIOCT])
3.6.4. LHOJIOIHYCCKUC HCIIBITAHMS

4. LIPOUME O1EPAIIAU - DAPMAIEBTUYECKUE CYBCTAHILN

Orpalmummn WM HOACHWTCHBLILIC 3aMCTKH, Kacaroniuecs oburacTu HPHUMCHCHIA ccp’n-ul)m(a'ra:

Kemxexanora A. 7K.

H.o. lpejiceiarens Komurera
MC/IMITHECKOI'O U (papMalleBTHUCCKOro
Konrposist Munucerepersa
3)ipascoxpaietns Pecnyonuky Kazaxeran

(M.ILO., poa@uocTs)

M OR ARG

(naTa moanNEAHI, 1. MEC.TTT) M.1 ]t'?}f'

(moanies)
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