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EBpazuiickuii SKOHOMMUYECKHMIT cotos

Ne GMP/EAEU/KZ/1 54-11-2024
X | Jlekapernenmpio CPEACTRA JULY MeMUMHCKOrO 11 HMEHEHHs
Jlexapcreenusre 1 CHIAPATEI [U1s KIIMHHYeCK X MCCIIENOBAHUH (HeTBITAHME
Kon Hanmenosanme

1. IIPOM3BOICTBEHHEIE OINEPALINH - JEKAPCTBEHHAS NPOAYKLMS
L1 | Crepuipmas o ONYKIms

L1.1.2. Xugkue JICKapCTBEHHbIE GOpMBI MaTOIO o00bema
1.1.1.3. Muo HMJTH3aThi

1.1.1.4. Trepasie iexa CTBCHHbIE QOPMBI M UMIIIANTATE]
1.1.1.5. Msrkue nexa CTBEHHBIE hopMLI

|

1.1.2.2. XKupxue JICKAPCTRENHbIE (hOPMLI Manoro 00bema
1.1.2.3. Teepusie nexa CTBEHHBIC (GOPMBI H HMILIAHTATE
1.1.2.4. Msrkue nexa CTBCHHBIE (HopMBI
1.1.2.5. Ipouag 11 ONYKIMA, MOJABEpracMag MHHUIHOH CTepunmsamu
1.1.3. Bumyckaronmi KOHTPOJIL KadecTRa (BuInyck ce Hu);
1.2 | Hecrepunnnas OLYKIIHA
1.2.1. Hecrepunnias HPOMYKIMS (TEXHOIIOI HYeCK e QUEPAUMH JUTH 110JTy e HMs CHENYIOILUX JIeKapCTBeHEbIX o M):
1.2.1.1. Kancysnn s TBCPIO# 0Bonoyke
1.2.1.2. Kancynm g MATKOH 06osoyke
1.2.1.3. XKerarenpuoic JICKApCTBEHHLIE hopMb
1.2.1.4. Umn CTHAPOBAHHLIC JIEKAPCTBEH MR OPMbI
1.2.1.5. Xunkue nexa CTBEHHBIE POPMBI JUIst Ha YHKHOTO NIpHMeHeH g
1.2.1.6. }Kﬂﬂme.nekapcmeHHme OPMBI JUIS BHYTPEHHero i1 MMEHEeHMs
1.2.1.7. Memnuunckue rasnl
1.2.1.8. Tlpoune TBCPIbIE JICKAPCTBEH IS hopMDy
1.2.1.9. Ilpena AThI, HAXOJIIHECS 1101 JIABIIC e
1.2.1.10. Pasuon KJIMJHLIE TeHepatTophy
1.1.1.11. Msrkue nexa CTBEHHbIE HOPME]
1.2.1.12. Ceyn (cymnosuro M)
1.2.1.13. Ta6rerku
1.2.1.14. Tpance MallbHEIE IIACTBIpK
1.2.1.15. Mpoyas HECTEPUILHAS POy KM
1.2.2. Brin CKAIOIIMIE KOHTPOIIL KauecTra (ceprudmkarms ce 1)
1.3 Buonoruueckay fICKAPCTBEHHAN NPoIy K

1.3.1. Buonoruueckas nega CTBCHHAS IPOJIYKITHS:
1.3.1.1. Hponykrer & OBH
1.3.1.2. Umm HOIOrH eCKas poayKius |
1.3.1.3. Mponykuus ua OCHOBE COMATHUECKUX KJIeTOK (11 OLYKUMS IS TEPATHM COMATHYCCKIMA KIeTKamu) | |
1.3.1.4. T'enore ANCBTHYCCKAA POy KLU
1.3.1.5. Buoremonormecma UPOJYKIHS

1.3.1.6.11 ONYKUUSA, BbIJICHeHas 13 KHUBOTHLIX HCTOMHUKOB MIlH Opratos (Tkaneil) wenoncka

1.3.1.7. Tkanennxene Has NpoNyKumst (mposyxips TKAHCBOMH MHKeHepHI)
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EBpazuiickuii SKOHOMMYeCKumii coros
Ne GMP/EAEU/KZ/1 54-11-2024

[.3.1.8. Ilpouas Guonoruyeckas JICKApCTBEHas npoaykis

1:3.2 Brimyckarompii KOUTPOJIL KavecTsa (cepry (PHKalmA cepun) (nepeverns BHIOB [POAYKIMY):

1.3.2.1. Uponykrsy KpoBU

1.32.2. MMM)/HOﬂomquKaﬂ NPONYKIS

1.3.2.3. llponykre: na OCHOBE COMATHYECKHX KileTok (uponyxums nus repanmg COMATHYCCKHMX KIIETOK)

1.3.2:4, rBHOTeaHeBTH"{ECKaH NPOAYKIIA

1324 brotexuonornveckas NPOIYKITUs

1.3.2.6. [ponyxius, BbIAS/ICHHAN U3 KHBOTHRA[X HCTOYHUKOB MIIH Opranos (Txameit) yenonexa

1.3.2.7. Txanenmxenepyay PORYKUMS (1posykims Tkanesok UHKeHepHH)

1.3.2.8. IMpouas buosoruueckas JCKAPCTBEHHAR POy KIMs
poyasg J'IeKaCTBeHHElH HO}IyI{L[H)I HIIH IIOHSBOJ_[CTBCHH&H ACATEIBHOCTE
4.1. Ilpomssoscrso:

1.4.1.1. Pactutenphag TIPOAYKIIHs

l4.12. T OMEeOTIaTHYCCKO] OPOAYKIIAN

1.4.1.3. Tlpouag POJYKIMs
142, Crepunmzanus PapmMancsTHIecKx cyﬁcmnunﬁ, BCITOMOTaTEhHAIX BEIIECTR, roTOROMH POAYKIIHN:

o=

1.4.2.2. Cyxoxaposag CTepUIM3anms
1423, Crepunusanus HapoM
1.4.2.4. Xumunyeckas CTepHIM3aIms
1.4.2.5. Crepummnanus raMMa-M3NnyqcHueM
1.4.2.6. Crepunmzaums SJICKTPOHHBIM M3ITyueiHem
4.3. ITpoyee
1aKOBKa
5.1, HepBuynas YNAKOBKa:
1.5.1.1. Kancyum g TBEPAOH 0b0ToYKe
1.5.1.2, Karicyiinr B markoii 0do10uKe
1.5.1.3. XKeparennhbre JICKAPCTBCHHBIE (hOpMIL
1.5.1.4, Hmnpernuposanmgic JCKAPCTBEIBIC BOpMbI
L5.1.5. XKungwe JICKapeTBeHHbIe hopmb! s HapYXKHOTO MpUMeHeH s
L.5.1.6. Kuukue JICKAPCTBEHHbIC (POPMBI [T BHYTPEHHET0 npuMenchuy
1.5.1.7. Meanuunckue rassl
1.5.1.8. lpoune TBEPALIC JICKAPCTBEHHEBIE (hopMb
1.5.1.9. 11 PEIIAPATLI, HAXO A UMees o) JABJICHHCM
1.5.1.10. Paﬂnouymmnuue I'CHEPATOPL]
1.5.1.11. Markne JICKAPCTBCHHBIE OpMD]
[.5.1.12. Crewn (cynnoszuro pHn)
1.5.1.13. Tabnerku
1.5.1.14. Tpanciepmansisic TUIACTRIpH
1.5.1.15. [Tpouas HECTEPUIILHAN JIEKAPCTBEHIAN npoj KILHS

—_

o

-
'ur

- 1.5.2. Bropuunas (HOTpCﬁHTeJ”ILCI{aH) YIaKOBKa
Kontpons kavecrsa
1.6.1. Mux pobHONOrIIECKITC HCHbITAHNA: CTePUNLHOCTE
1.6.2. Mukpobuonoruyeckoe TCCTHPOBaHHE: MUKPOOHONIOrMYCekas YieToTa
1.6.3. Xumnyecxre (buzuueckuc) HCIILITAHMS
1.6.4. Buonormueckue UCIILITAHNSA

B OTHOUIEHHK OB OrpaHuycHu iy I‘IOHCHL‘F{, OTHOCHLMXCH i JAHHBIM l'[pOP!3BOlLCTBEI~IHLIM oniepanuam (3&1 HCKIIIOYEeHKe
CIIydaes, korja noscuenue ABIAETCH 061MM KOMMCHTapHeM K mpoueccam g NPpOM3BOACTBENHOM 00BEKTE), IIe Ob1 uy MPHMEHA I
OTH OrPANMYCHUS Hin TMOACHEeHUS, HEOGXOANMO BIITOUATY, OTCLUIKY K COOTBETCTRYIOMIEM HoMepy nyrkra ceprudurara GMP.
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Espasuiickuii SKOHOMMUYECKMIA coloz

Ne GIVH’/EAEUH{Z/154-11~2024
2. UMIOPT JIEKAPCTBEHHOJ] HPOAYKIMKN
2.1 | Kourpoms KadecTsa nMnopTHpyemoii Jiexa CTBEUHOM! MPOJIyKITHHM

2.1.1. Muxk obroornycek e HCULITAHMS: CTCPHIILHOCTY,

2.1.2. Muxk 0bHONOrHuCCcKOE TecTy OBanue: MHKpPOGHONIOrHYecKas YHCTOTA
2.1.3. Xumnueckpe (Pprsmueckue) MCIILITAHHS
2.1.4. Buonoruyeckue HMCIBITAHUS
2.2 | Cepru MKaUHA CCPUM UMITOPTH YEMOR NpoyKimu
2.2.1. Crepwibnas TPOAYKITHS;
22.1:1 T OUSBOAMMAST B ACEIITHICCKIX VCIORMSIX
2.2.1.2. lonrepracmas HHHOTHOH CTepumary
2.2.2. Hecrepunbras NMPONYKIM
2.2.3 buonoruueckas JICKAPCTBCHHAS IIPOIYKITNS:
2.2.3.1. Tlponyxte! kposn
2239, HMMyHOTOrMYeCcKan 11 ONYKIMA

223311 OOYKUMA HAa OCHOBE COMATHYECKHX KIICTOK (mponyxims s e AN COMATHYCCKUMM KIETKamu) | |

2234, l'enorepancesruucckue OIYKThI

22335 buorexnonoruueckas OPOLYKILHS

2.236.11 ONYKIIMS, BELICICHHEAS 13 KHBOTHBIX HCTOYHHKORB HITH Opraiion (Tkaneit) yenoseka
2.2.3.7. Tkaneumxene Had IpoayKums (Hipoaykims TKaHCBOH mnkeHepun)

2.2.3.8. Ilpoyas Ouonoruucckas nexa CTBCHHAS MPOJIYKIHs

2.3 | Hpouas ACHTCNBHOCTL 110 HMIOpTY (BBOZY)
2.3.1. Mnowanka M3NYECKOro UMIIOPTA (BBO3A)
2.3.2. Ummopt HPOMEKYTOUHO T OLYKUMH, HOABCPraroLieiics HansHeHme i o6paborie
2.3.3. poyee
3. IIPOPI3BOIICTBEHHLIE OIIEPALIMH — PAPMANEBTUYECKUL CYBCTAHUMU
DapmauesTiyeckas cyberaniusg (cyberanimm):
3.1 | Npoussoncrao APMALICBTHYCCKNX cyBeTanimit METOJIOM XUMHYECKOrO CHIrresa
3.1.1. Ipowussoacreo 11 OMEKYTOUHBIX IPOAYKTOR dha MAalCBTHICCKOM CyBeTannm
3.1.2. Ipousroncreo HEeOYHIEHHOH tha MAUERTUYECKOI cybeTaniuy
3.1.3 Coneobdpazosanue (oumcTka): Kk HCTLIHN3A LIS
3.1.4. Ilpoyee

3.2 | Tpoussoncrso tha MAURBTHYCCKHX CYOCTAMT METOAAMHN BBIACIICHUS M3 IPUPOIHBIX HCTOYHHKOB
321.B

3.2.7. Ilpouee
3.3 | Ilpomsroncrso APMAUCBTHYICCKIUX CYOCTAHIH ¢ HCTIONIL30BARMEM GUOJIOrHYeCKIX 11 OolEccoB

3.3.1. e MCHTAaLMs1
X 332, [TpoussocTso ¢ HCITIONB30BANMEM KIICTOU HLT X Kyib1yp CHO (Chinese hamster ovary)
X | 3.3.3. Bouencuue (0uncrka)

3.3.4. Monu HKalus
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3.5.1. Cranuu PUSHUECKOH 0OpaboTicy: Ipocensanne
3.5.2. ITepeuunas YIaKkoBka

3.5.3. Bropuunas YHAaKoBKa
3

X | 3.6.1. ®uznveckue (xnmrqecxne‘ HCUBITAHNY
- 3.6.2. MUKpoGHONOr Haeckie MCHUBITAHAS (BKIIOYAS MCIIBITANNA 11g CTCPHIIBLHOCTE
3.6:3, Mukpobronormieckue MCIIBITAHUA (HCKITIOYAS HCnBITa Iy Ha CTepunbuocTs)
_ 3.6.4. Buonornueckue HCTILITAHAS

4. IPOYUE ONEPALIMY - Q)-AI’MAL{EBTI/I‘{ECKHE CYBCTAHLIUU

- -5.4. Mpouee B N (yxasars ms OUICPANHid, HE OIIMCAHHBIX BbiliE
m Konrpous kavecrsa

Orpannyenus wm HOACHUTCIILHbIC 3AMETKY, KACAION Hecy 001aCTH NpUMene s ceprudukara;

Kemxexanoga A, JK.

H.o. ITpencenarens Komurera
MEAMUHMHCKOro U hapMariesTHueckoro
KOHTpOJIst Munuctepersa

3ApasooXpanchus PecryGnuky Kazaxcran
(P H.0,, ARERHOCTS)
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