EBpasuiickuii skoHomuyeckuii coto3

PI'Y «Komurer memmimncioro u bapmanesruueckoro KOHTPOJIs
Munucrepersa 3ApaBooxpanenus Pecnybimky Kasaxerams

CEPTU®UKAT
COOTBETCTBMS HPOI/BBOJICTBA}J JEKAPCTBEITHBIX CPEJICTB TPEBOBAHMWSIM TIPABUJI
HAZ[J‘IE}KAIUHEH ITPOU3BOJICTBEHHOM ITPAKTHKH
EBPASHUUCKOI'O 9KOI IOMHMYECKOI'O COIO3A
Ne GMP/EAEU/KZ,/163-12-2024

Cpox neticrsus ¢ 29 nosGpsa 2024 r. o 28 HOs0ps 2027 1.
Boiman no wroram HposefeHus GapMaleBTHYCCKOH HHCTICKLIMH B COOTBETCTBUU ¢ IlpaBunamu
HPOBCICHUA  (DAPMALCETHYCCKUX VHCHIEKLME,  yTBCpK/ICHHbIME  Pelenuem  CopeTa Erpasuiickoit

IKOHOMUHECKOH KOMUCCHU OT 3 HosiGpst 2016 1. No§3.

Komurer memmimnckoro u thapmarniesTHuCCKOro KOITPOIS
Munmcrepersa 31paBooxpanenns Pecniybnukn Kazaxcran

TIOATBEPIKAALT CIEYIONICE:
Tposeaena GpapMalesTHICCKAs HHCTIEKIs

«Asker Contract Manufacturing AS»
Drammensveien 852, Asker, 1383, Norway

Ha OCHOBAHHM:

- sadgBlienud o1 18.04.2024 roja ua nposeicnuc HHCUCKIUM 114 COOTBETCTBHE TpeBoBaHusM Hauiexkaniei
[IPOH3BOJICTREHHON NpakTHkH EBpasuiickoro skoHOMUYecKoro Co103a (MIoe ocHoBaHue).

Ha ocnosannu ceenenmii, nosyuchmpix Up¥ 1IPOBE/ICHUN (hapMANCBTHUCCKOH HiCHIeKI[MY, NOC/IEHSA U3
KOTOpbIX Obla npoBejiesa ¢ 26 110 29 Hosibpst 2024 ropa, YCTAHOBJIEHO, YTO JaHHOE (hbapMAlCBTHUYECKOE
ITPOM3BOJICTBO COOTBETCTBYCT TPEOOBAH UM Ipasmi najueskaueii npoussoacreentoi npaktukn Espasuiickoro
SKOHOMMHYECKOIO COI03a, 3KBUBAICHTHBIX Ipunumnam u Pykosonersy Esporneiickoro comosa mo HaUIexkalei
POU3BO/CTBEHHOMH NPAKTHKE JIeKAPCTBEHHBIX CPEACTE JUIL MEJMIIMHCKOTO W BETepHITapHOro NpUMEHEHHs M
upuniunam CUCTeMBI COTPYIHHYECTRA (hapmatierTHueCKUX HiICTIeK I (PIC/S).

Hacroammi cepTudyKaT orpakaer CTaTyC TIpOM3BOACTBEHHON NJOMAJKH HA ary I[poBejeHus
apmanesTucckoit nHCHIckIMM 1 Mo ucreucHun Gosee 3 JIeT or 1aThi IIPOBEJICHHS TICCTIE/IHEr0 JiHs [OCHeIHero
MHCTICKTHPOBAHNA HE MOMKET CUMUTATLCH AOKYMCHTOM, CBHICTCILCTBYIOIMM O CTATYCE COOTBETCTBIS. Cpoxk
AeHCTBHS cepridukaTa MOKET GhITh COKpAUICH I1pU HCIONIB30BAHHI COOTECTCTBYIOUMX HPUHIIHITOB YIIPABIEHUs
PUCKaMi NP HAIMYHHM COOTBCTCTBYIOLICH 3amich B noje «Orpanuyenust UM HoSCHUTENbHbE 3aMETKH,
Kacaroumuecs 00acTu IPHMEHEHNS HACTOSICI0 ceprudukaray,

Ceprudnkar ssnsercs jeicTBUTe bHLIM B CILYHAC TIPC/ICTABIICHNS BCEX €0 ANCTOB (KAK OCHOBHbIX JTCTOB,
TaK M JIONONHUTENLHDIX JIHCTOR),

AyTeHTH4noCTH (TIOUTMHIIOCTE) HACTOsIIETO CePTH(HKATA MOXKITO 1IPOBEPUTE B Gase AAHHDBIX Komurera
MEJMLIMHCKOTO M (hapMAalleBTHHECKOrO KONTPOJIs MuHncTepeTBa 3/1paBooxpatierus Pecnybimkn Kazaxcran.
Ecmu ceprudmkar e npeacrannen s ykasannoli 6ase jianibix, ciejyer O0PATUTBCS B YIIOTHOMOYCHHBI

OpraH, ero BbIIaBIINA,
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Jlexapcrenubie cpescrra s MC/IMLHHCKOrO TIPUMEHCHHS

Jlexkapcreennbic NpENApaThL JUist KIMHUYECKUX HCCIle/[0BAHHI (McnprTanuii)
Kon

Haumenopanme

1. IPOU3BOJCTBEHHBIE OHNEPAIIMMU - IEKAPCTBEHHA ST HNPOAYKLWS

1.1

Crepuibtas npoykims

1.1.1 Ipouseouumas acenriuccium nmyrem (olepanit 06padborku s CHCUYIOUNX NEKAPCTREHHBIX hopm):

L.1.1.1. Wuikue nekaperaeribie hopmbl Gonbiioro oonema

1.1.1.2. Wnkue sexapereennsie hopmbl MaioTo 0GBEMa

1.1.1.3. Jlnodunusars

1.1.1.4. Teeparie JICKAPCTBCHHAIC (DOPMBI 1 UMILTAHTAT I

1.1.1.5. Msrkue nekapcTeenmmic topmeI

1.1.1.6. Ilpouas nposykims, HPOU3BO/IUMAS B ACCIITHUECCKHX YCIOBUSK

1.1.2, Hoxeepraemas gpunmumnoii Creprinzan {oneparis 00paboTku s CIACLYIOUIIX JICKAPCTBEHHLIX (hopm):

1.1.2.1. Kuakue sickaperseninie bopmil Bosiblero odnema

1.1.2.2. XKunkue JCKApCTBEHHbLIE hOpMEI MajIoI0 0ObemMa

1.1.2.3. Tseppie nekapersenmsic hOPMBL 1 UMILIAHTATEI

1.1.2.4. Msrkue siekapereenmnie bopme

1.1.2.5. Ilpouas npoaykius, 10/IBCpracMas (YUHHILHON CTepuiin3aiiu

1.1.3. Brmyckarommii KOITPONIL KAYECTBa (BLIIYCK CEPUE);

1.2

HecrepwibHast npogykis

1.2.1. Hecrepuibias UPOJIYKILSA (TEXHONOIHUSCKHE OlEPALIAM Ul HOJYHCHIS CISYIOUIHX JIeKAPCTREHHLIX hopm):

1.2.1.1. Kancyisi B tBep1oit 06ojouke

1.2.1.2. Kancyisl B Markoit o6onouke

1.2.1.3. XKenarennimnie JICKAPCTBCHHLIE (hOpMEI

1.2.1.4. Mmiipernuponanisic JICKAPCTBEHHBIC (hOPMBI

1.2.1.5. 3Kmukue jiekapeTBeHHsic (opmpl Juts HapykHOrO LIPUMCHECHHS

1.2.1.6. Xujikue JiekapeTBennpic opms! suts BuyTpenmero HIPUMEHCHHS

1.2.1.7. Meauuunckue rasni

1.2.1.8. Ipouuc Tepipie JICKAPCTBCHHBIG hopmpl

1.2.1.9. TTpenapars., HAXOMSNMCCS 1101 JABICHHCM

1.2.1.10. Paguonyknunmeie TCHEPATOPHI

L1.1.11. Msrkue iekapcrsenibic hopmel

1.2.1.12. Ceeuu (cynnosuropun)

1.2.1.13. Tabnerku

1.2.1.14. Tpanciaepmaibubic 1UIACTLIPH

1.2.1.15. poyas necrepuibias POIYKIHA

1.2.2. Boinyckaion it ROUTPOJIL KauccTa (ceprudukanms cepum)

brosormieckan iekapersenias HPOIYKIIHS

[.3.1. Buosoruicckas JICKApCTBCHIAN IIPOTYKIINA:

1.3.1.1. TpoyKTsl Kposu

1.3.1.2. MMmynonoruucckas HPOYKLHUS

1.3.1.3. IpojyKuust Ha 0CHOBE COMATHICCKNX KICTOK (1IPOAYKLMSI JUTs TEPaTTiH COMATHYCCKUME KJIeTKaMHM)

1.3.1.4. T'eHoTepanenTHYCCKas TIPOJIYKLLMs

1.3.1.5. Buotexnonoruueckas UPOJLYKIIMS

1.3.1.6. Ilponykuus, Bbizeseiinas u3 muBoTHbX MCTOMHHKOB I OPraHoB (TKaHCH) uenoseka

1.3.1.7. Tranemnkenepnas UPOJIYKIMS (NPOAYVKIIS TKAHEBOI HIDKCHEPHH)
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1.3.1.8. Ilpouas 6uonoruueckas NEKAPCTBEHHASN [IPOJTYKLIMS

1.3.2. Bolnyekawomuit KOHTPOJIL KauceTsd (ceprudukarims cepuu) (liepeyens BHIOR NPOIYKITM):

1.3.2.1. [pomykTsl kposn

1.3.2.2. UMmyHOROTHYCC KA HPOJLY KIS

1.3.2.3. TIponyKTE! 1 OCHOBE COMATHUCCKIX KICTOK (IPOYKIMS JUIS TEPATIMK COMATHYCCKIX KJICTOK)

1.3.2.4. l'enotepanestiuccxas HPOLYKIIHS

1.3.2.5. buorexnonoruucckas HPOJIYKLIMS

1.3.2.6. [Mpojykums, seiienennas u3 KUBOTHBIX HCTOYHUKOB HIIM OPraHoR (Tkaneit) yenonexa

1:32.7,'T KEHCHHKCHCPHAS NPOYKIHA (IPOLYKLMS TKAHCBOI HIKCHEpHH)

1.3.2.8. Tpouas Guonoruucckas JICKApCTBEHHAS IIPOJTYKILUS

14

Hpo'{aﬂ JICKApPCTBEHHAS HPOIYKIHSA WK NPOM3BOJICTBCHHASN JICITEIILHOCTE

[.4.1. TlpoussojicTro:

1.4.1.1. Pacturenniasn NPOJYKIMS

1.4.1.2. FomeonaTnycckoii NPOLYKIINH

1.4.1.3. [pouas upojrykims

1.4.2. Creprimsanus dapMalerriueckmux cyGeTanIil, BCHOMOTATCIBHBIX BCUICCTB, TOTOBOA NPOIYKLMH;

1.4.2.1. unsTpaimms

1.4.2.2. Cyxoskaposas CTCPUIIH3ATIHS

1.4.2.3. Crepumnsanus 11apom

1.4.2.4. Xumuueckas creprmsanms

1.4.2.5. Crepuimsarms raMma-u3lyueHuem

1.4.2.6. Crepummarps DJICKTPOITHBLIM H3JIYIC HUSM

1.4.3. Tpouee

Vnakoska

1.5.1. ITepBrutias ynakoska:

1.5.1.1. Kancyiul B TBep/i0it 06osouke

1.5.1.2. Kaucyist B Markoit oGolouke

1.5.1.3. XKerarcnbisie JIEKapCTBeIiHbIE Gopmbl

1.5.1.4. UmMupernmposantiibic JICKAPCTRCHHBIE hopmbI

1.5.1.5. Kuikne sickapersenmbie Qopmbl 115 HapyKIOro IIPUMCHCHHS

1.5.1.6. JKujkue Jiekapersensie hopme! Jus BHYTPEHHEIO IPUMEHCHHs

1.5.1.7. Memguuuiickue ra3n

1.5.1.8. Tpouwe Teepmie JIeKapeTBEHIbIC (hOPMEI

1.5.1.9. Mpemnaparsl, naxosimumecs 1O/ laBJICHHEM

1.5.1.10. Pajonyximisie reHepaTops

1.5.1.11. Msrkue nekapersenisic (hopmnI

1.5.1.12. Creun (cynmosuropuu)

[.5.1.13. Tabnerxu

1.5.1.14. Tpauciepmanbunie IIACTBIPH

1.5.1.15. Ipouas necrepuibnas JICKAPCTBCHHAS 1IPOLYKIHSA

1.5.2. Bropuunas (morpebuTesbekasn) yiakoska

1.6

Konrpons kauectsa

1.6.1. MUKpOBHONIOI HUCCKIC HCTBITaL 1S CTEPHIILHOCTL

1.6.2. Mukpofuonoruucckoe TECTHPOBAHNC! MUKPOBHOIOIMYCCKAS UUCTOTA

X
X

1.6.3. Xumuueckne (pu3mueckne) HelbiTaHus

1.6.4. Buonormieckue Helptanms

CIIYYaeB. KOIa moacuenue asiseTes obuum KOMMEHTapuem

B ornowenny o6k orpanvuckuii win TNOACHEH, OTHOCHILMNCS K JIAIHLIM NPOH3BOCTEEH LM ONCPalUAM (32 HCKIIOYEHHEN
K LIponeceam Ha npoussoACTBeHnoM 00heKTe), rIc Gbl Hit MPUMENSITHCE
ITH OTPAHHYCHHS UM NOACHEHUSA, HEOGXOMMMO BRIIOYATE OTCRUIKY K COOTBETCTBYIOUEMY HOMEPY [TYHKTA cepru(ukara GMP,
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[ 2. UMITOPT JEKAPCTBEHHOM HPOAYKLUMH
2.1 | Konrpons kauecrna MMIIOPTHPYCMOH JICKAPCTBEIHOI HPOIYKIUK
2.1.1. MUKPOGHONOTMYECKHC HCTILITAHNS: CTEPHIIBHOCTL
2.1.2. MuKpoBuoIoruyeckoe TECTHPOBANINC: MUKPOOHOIIOIHYCCKAS YHCTOTA
2.1.3. Xumuyeckue (pusmucckue) ueusrranms
2.1.4. Brosornueckue ucIbrans
2.2 | Ceprudumkais CCPHHI MMIOPTHPYEMOH IPOIYKILHE
2.2.1. Crepuitbhas upojyxius:
2.2.1.1. IlpousBoumas B aCCHTHICCKIX YCIIOBHAX
2.2.1.2. lMonsepracmas duimimiioi CTCPHIIU3ALHN
2.2.2. Hectepmibpas MPOIYKIMs
2.2.3 Buonornyeckas JICKAPCTBCHHAS 1IPOJYKIIMS:
2.2.3.1. MpojiyKTh kpoBn
2.2.3.2. UMMynonoruyeckas HIPOJIYKLIHST
2.2.3.3. llponyKius 1a OCHOBC COMATHY COKHX KJICTOK (HPOJLYKIMS JUIsi TCPATIHY COMATHUCCKIMU KIeTKaMu)
2.2.3 4. TeHOTepaleBTHY CCKHC HPOJYKTBI
2.2.3.5. BHOTEXHONOIHUCCKAs HPOJLYKITHSI
2.2.3.6. lpojykius. shigcicinas us HKHUBOTHBIX HCTOYHHKOB WA OpraHoB (TKaHCit) YesloBeka
2.2.3.7. TraneuisxeHepuas NPOIYKIHS (IIPOTYKIMS TKAHEROI HHZKCHCPHI)
2.2.3.8. Ilpoyas 6uonorudcckas JICKAPCTBCHIIAs IPOLYKIMA
2.3 | Ilpoyas JesTelsHocTs o HUMITOPTY (BBO3Y)
2.3.1. Inomaaka $pusmycckoro uMIopTa (BRo3a)
2.3.2. UIMnopr npomMexyrounoi NPOJLYKIM, TIOABCpTaroleiics nanbiieiiweii oGpaborke
233. ITpowee I -
3. [TPOMU3BOJICTBEHHBIE OIEPAIIMU — ®APMALUEBTUYECKUE CYBCTAHUUU
DapmauepTHICCKAs CYOCTAH S (cybcrarim):
3.1 | Ipoussosctso papmanchTHIccKix CYOCTAHIMI METOIOM XHMHYECKOTO CHHTE3A
3.1.1. INpoussoscTeo MPOMENKYTOUHBIX IPOAYKTOB QapMaleBTHICCKOMH cybcrannum
3.1.2. TIpOM3BOJICTBO HEOUHINCHHOL hapmauesriycckolt cyberanimu
3.1.3 ConcoBpazopanmue (O4HCTKA): KpHCTALTH3AILHST
3.14. Mpouece s - B
3.2 | IpousBoacTso hapMaicsTHuccKix CyOCTaHIMI MCTOIAMH BRICIIEHNS 113 UPHUPOIHBIX MCTOYHNHKOR
3.2.1. Boienetive hapMarcesTHUCCKIY cybeTainmit u3 MeToYnNKOR PACTUTCILHOIO NPOUCXOMACHUS
3.2.2, Belienciue (JapMaiesTHIcekiy cyOcTalimit H3 HCTOUHNKOB JKUBOTHOTO [POUCXOKCHUS
3.2.3. Bolllenienve apmanestiuueckmx cybcraniwii us opranos (Tkanci) 4enoBeka
L 3.2.4. BeyiencHne (hapMalicBTHICCKIX CydCcTanUNi U3 HCTOMHNKOR MUHCPAIILHOI'0 HIPOHCXONISHHS
3.2.5 Monudukanus Bhlgenenioi (hapmanerTiucckoii cydceranmum (yxasbisaercs w3 nynkros 3.2.1-3 2.4)
3.2.6. Ouncrxa BoLtencHnol (papmauerTuucckoil cyGeranimy (YKa3BIBACTCA HCTOUNHK M3 IYHKTOR 32.1-3.2.4)
3.2.7. Ilpouce ) —— o .
3.3 | IlpoussoncTso thapmaueBTHICCKUX cyDeTanimii ¢ HCHOJIL30BANHCM OHOJIOIHYECKUX TPOLICCCOR
3.3.1. Mepmenrangs ~
3.3.2. 1Ipom3BOJICTEO ¢ MCIIOJB30BATIHCM KIerounbix kynbryp CHO (Chinese hamster ovary)
3.3.3. Boienenue (ouncrka)
3.3.4. Mojtngmkanys
3.3.5. Tpouce punainioe (hopMHpOBaHKE cOCTaBa BHONOIHIECKON AKTHBHOMN (apmanesTiucckoii cyberanmu
3.4 | Ilpoussoscreo CTEPUILHBIX PAPMALCBTHIECKUX CyOCTalmii (pasienst 3.1, 3.2, 3.3 nosukun: Goirs 3aTIOJIHEHBI, TIHe
HIPUMEHAMO)

Crpannia 4 us 5




e 1

EBpasuiickmii akoHoMUueckuit coros
Ne GMP/EAEU/KZ/163-12-2024

3.4.1. dapmanertnicckue CYOCTAHIMM, HPOU3BOJUMBIC B ACCITHICCKIX YCILOBMSIX

3.4.2. ®apmanesTHicckue cyderanuun, moasepracMpie buHUIHOI crepumnsaimy

3.5 | 3aBepiuaromme craumn pOU3BOJICTBA DAPMALEBTHYCCKUX CYOCTAIIMI

3.5.1. Crajmu puzpucckoii 0bpaborku: pocenpatne

3.5.2. Tlepsrunas ynaxoska

3.5.3. Bropuyiias ynaxkoska

3.54 llpovee - ___(yxasarh Juist Ollepalluii, He OIMCANNBIX Bhille

3.6 | Kourpoln xauecrsa

3.6.1. Ouznyeckue (XHMUUCCKIC) HCITBITANYSA

3.6.2. MHKpOBHOIOrHYCCKIE MCIIbITAl 1S (BKIFOUAN MCIILITALIMA THa CTCPHILHOCTS)
3.6.3. Mukpobuonormueckue ucnsiranus (MCKIFOYAs HCTIBITAHNS Ha CTEPIILHOCTS)

3.6.4. Brionoruueckue Henntanms

4. HPOYUE ONEPALIMM - DPAPMAUEBTUYECKHE CYBCTAHLIUN

OJ!]I)HHH‘JBHHH I NOACHUTCIIBHBIC 3aMETKH, Kacaromnmecs OGJIHCTPE HPUMEHEHHA CC]I)TM([.)H[{&TEIZ

Kemxexanosa A. K.

H.o. lpencenarens Komurera
MCIHOMHCKOro 1 bapmalicBTHUCcCKOro
KOHTpoJia Munucreperea

31pasooxpanenns PeciiyGnuku Kaszaxcran
(P.ILO., avmknocTs)

PRy

(mara nomueansis, jy1. Mecrr) M] ]
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