EBpa3uniAcKuiA 3KOHOMUUECKUIA CO03

PI'Y «KomuteT MEIHITMHCKOTO M (hapMaLleBTHHECKOrO KOHTPOJLA
Munucrepersa sapasooxpanenus Pecrryonnkn Kazaxeran»

CEPTHPHUKAT
COOTBETCTBUA ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEFOBAHWAM ITPABHII

HAUIEXXAIEN IIPOU3BOICTBEHHOM ITPAKTHKU
EBPA3MHACKOIO SKOHOMHWYECKOI'O COKO3A

Ne GMP/EAEU/KZ/191-04-2025
Cpok nedcrsus ¢ 28 despaist 2025 r. o 27 derpans 2028 r.
Boigan mo wWroram npoBeAcHMs (apMalleBTHYCCKOH HMHCICKUMH B cooTBeTcTBHM ¢ llpaBunamu
nposeacHus  (apManeBTAYECKUX  MHCHCKUMH, yrBepxacHubiMu  Pemenuem Cosera  Eppasuiickoi

IKOHOMHUYECKON KomMuccuu 0T 3 Hostops 2016 1. Ne83.

Komurer mejidimnckoro u d)aDMaHCBTH‘-[eCKOFO KOHTPOJIS
MuHHCTEPCTRA 3JIPAR0OXPAHEHUS PCCI’IVGHHKI’I Kazaxcran

NOATBEPXKAACT CIIEAYIOLIEE:
MpoBeacHa (i)ﬂpMaIleBTﬂquKaﬂ HHCTICKITIA

Caralent Indiana, LLC
1300 South Patterson Drive, Bloomington, Indiana (IN) 47403, USA

Ha OCHOBAHHM:

- zasBicHuA oT 29.01.2024 rojia na [poBeAene HHCICKIMN Ha COOTBETCTBHE TpeOoBaHHAM HalleKalleH
IPOM3BOICTBCHION npakTuky EBpasHiickoro 2KOHOMHUCCKOr0 ¢0103a (MIIOC OCHOBAIIHNE).

IHa ocHOBaHWW CBE/ICHMIA, MONYHEHHBIX [IPH IPOBCACHHH (apMalcBTHICCKONH HIICIICKLIMM, IOCICAHAL U3
KOTOpBIX Obula nposegena ¢ 24 mo 28 despana 2025 roxa, ycraHoBieHo, 4Te janHoe (apMaleBTHHEcKOe
NPOM3BOACTBO cooTrercTBYeT Tpebopanysy [Ipapun Hagzexamell Npon3BOACTREHHOMR NpakTHKH ERpasuiickoro
DKOHOMMUCCKOro co103a, sKkeuBaicHTHLIX [lpunmmam u PyxorosncTtry Erponeiickoro coroza mo najanexairiei
HpOHSBO}:{CTBCHHOﬁ NpaKTHKE JICKapCTBCHHLIX. CpC,U,CTB JUTA MCAHUIMHCKOIO H BGTCpHHapHOFO HpMMCHBHI/I}I H
npuummnaM CucteMsl coTpyaunyuecTsa hapmatesruieckux uictiekuuid (PIC/S).

Hacrosmuit cepruduxar oTpamacT craTyc [OPOM3BOJCTBCIHON MUIOINAAKM Ha [ary [IpOBeNeHus
dapmaieBTHHecKOH WHCTIEKIIMA 1 10 HCTeuenHu 60ce 3 JIET OT JAaThl IIPOBEACHMS MOCACAHErO JHS IOCIEIHEr0
WHCICKTHPOBAHHS HE MOMXET CYMTATLCH AOKYMEHTOM, CBHICTENBCTBYIOUMM O craryce coorserctBusa. Cpok
IeHCTBUA cepTHgUKATa MOKET ObITh COKPAILEH [IPH UCIIONB30BAHMH COOTBETCTBYIOUINX IIPHHIMIIOR YIIPABRJICHMS
pPUCKAMM [IPM HATMYUKM COOTBETCTBYIOWIEH 3anuch B nojie «OrpanuyCHus WM TOACHUTENLHBIC 3aMETKH,
Kacaronecs o0aacTH NPHMEHCHHUs! HACTOSAIIECTO CepTHOhUKATAY.

Cepruduxar aeiagercs NeHCTBUTENBHBIM B CIIyUae NPeJICTaBICHHs BCEX ero TMCTOB (Kak OCHOBHBIX JIUCTOB,
TaK ¥ JIONQJHATS/ILHBIX JIHCTOB).

AYTEHTHYHOCTE (ITO/UIMHHOCTE) HACTOSIIIETO cepTH(HKATA MOXKHO NPOBEpHTL B Oase nanHbx Komwurera
MEJIMIMHCKOTO i (hapMaleBTHUECKOro KoHTpoJis MunmerepeTsa 3paBooxpanenus Pecnydrmkn Kasaxcran.

Eciu cepruduxaT He TpeAcTaBied B ykazauHoH 0aze NannblX, cieiyeT o0paTHTLCsS B YIOJIHOMOUEHHBIH
Oprai, ero BLIJEABIIHIA.
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EBpasuMncK1ii 9KOHOMMWYECKUIA COI03

Ne GMP/EAEU/KZ/191-04-2025

X .HCKapCTBCHHblG cpeacrea 1A MCJIMIHHCKOTO ITPUMCHCHM

JlekapCTBEHIBIC TPEIAPATHI ISl KIIMHUYECKUX MCCIICIOBAHMA (MCIIbITAHKIA)

Kon

Haumenonatue

1. IPOU3BBOJACTBEHHBLIE ONEPAILIUA - JEKAPCTBEHHAS ITPOIYKLIMS

1.1

Crepunbnas IporyKIEs

X

1.1.1 Ipouseoaumasn acenTuyeckum mmyteM (onepaiuy 0dpaboTky Us CleNYIOIIK JICKAPCTRECHHBIX QopM):

1.1.1.1. Xuaxue nekapersennsic GopMel boarmIoro odkema

1.1.1.2. JKugkne qexapcTreHHRIE (POpMBI Maloro 0bbemMa

1.1.1.3. JInodmmsate!

1.1.1.4. Teepuelic JiekapcTBEHHEIE (POPMBI M UMILIAHTATHI

1.1.1.5. Msarkue jiekapcTBeHHble QOpMBbI

1.1.1.6. IIpouas npoayKuus, IPOU3BROIMMAY B ACENTUYECKHX YCIIOBUSIX

1.1.2. llopsepraemast QUANIIHOM cTepuiM3aliu (oneparu 0bpaboTKK sl CIIeIVIOUIHX JIEKapCTREHHBIX (opm):

1.1.2.1. Xuakue nexapcreennbie GopMel D0JbWOro 00beMa

1.1.2.2. XXunkue nexapcTBeHHbIe HOpMBL MAJIOr0 00heMa

1.1.2.3. Trepnsle TexkapcTBeHHble (OPMEI U UMILIAHTATEL

1.1.2.4. Msirkue JiekapcTBEHHBIC (DOPMEI

= ]

1.1.2.5. 1lpouas npoaykiuis, noasepraemas QUHUIIHON cTepus3aluu

1.1.3. BrinycKaromuil KOHTPOJIb KAUCCTBA (BLIILYCK CCpHM):

HCCTCpHHLHaH LHPOAY KM

1.2.1. HCCTCpHJTBH(—lﬂ NMPOAYKIIMSA (TCXHOI[O[‘H‘-ICCKHC OINCpalMy I HOJIYHEHWA CICAYIOHIUX JICKAPCTBCHHEIX (i)DpM)Z

1.2.1.1. Kancynel B TBepao# 000J104Ke

1.2.1.2. Kancynsl B MITKo# obolouke

1.2.1.3. XerarensHble JIEKAPCTBEHHBIC (JOPMBI

1.2.1.4. MIMIIperuidpoBatible JCKAPCTBEHHEIE (DOPMbL

1.2.1.5. XKujikue JIieKapcTBCHHBIE (DOPMBIL JUIA HAPYKHOIOQ IPUMEHEHUS

1.2.1.6. XXunkue JiexapcTBeHHbIe (QOPMBI UL BHYTDPEHHCIO LIPUMEHEHHS

1.2.1.7. MeuimHacKHe ra3nl

1.2.1.8. [Ipousie TBepILIe JEKAPCTREHHEIE POPMBI

1.2.1.9. ITpecnaparel, HAXOMSIIHECS 101 AaBJICHMEM

1.2.1.10. PanuonyKIHAHbIE TeHEPaTOPhl

1.1.1.11. Markue JlekapCcTBCHHBIE (POPMBI

1.2.1.12. Cseyd (CyNIO3UTOPHH)

1.2.1.13. Tabnerku

1.2.1.14. TpaucjaepMallbHBIE IIACTLIPH

1.2.1.15. llpouas HecrepuilbHas UpOLY KLMs

1.2.2. BoInycKarowui KOUTPOIIb KadecTsa (CepTuUKalis cepuH)

1.3

buosiorugeckas JIEKapCTBEHHAA NPOLYKIIHA

1.3.1. Buonornucckas JickapcTBEHHAs LIPOLYKIMSL

1.3.1.1. [TponyKThl KpOBH

1.3.1.2. UMmynonornyeckas npoayKIs

1.3.1.3. [IpoxyKiyist Ha OCHOBE COMATHYECKHX KIeTOK (IPOJIYKIIMS JUIsl TCPAK COMATHYECKUMH KIETKAMM)

1.3.1.4. ['eHoTepaneBTHYCCKas IPOILYKIUASL

1.3.1.5. buorexnoyiornueckas NpoIyKLINL

1.3.1.6. [IpoxyKkiius, BELIENEHIAs W3 WKUBOTHEIX HCTOUHNKOR WM OPraHoB (TKaHCH) ucIoBeKa

)
1.3.1.7. Tkancumkenepuas NpoayKuus (IIpOLYKITHA TKAHEBON MIDKEHEPMH)
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EBpasuiiCKUiA 3KOHOMUYECKUIA Colo3

Ne GMP/EAFU/KZ/191-04-2025
1.3.1.8. Ilpouasi GHONOrMUECcKas leKkapeTBeinas HpoLyKIusl '
1.3.2. BolnyCKaioNHi KOHTPOIL KauecTsa (CepTHHKALMA cepyi) (IIepeyenh BHI0B HpOlIyKllbI}l)
1.3.2.1. TIpOXyKTEL KpOBU
1.3.2.2. UMMyHOJIOTHUECKAS IIPOLY KLIHsI
1.3.2.3. [IpojyKThl Ha OCHOBE COMATHHECKMX KIETOK (IPOIYKIMA JUIS TEPAIIMH COMaTHIECKHMX KIETOK)
1.3.2.4. I'enoTepaneBTHYECKas IIPOJLYKIMS
1.3.2.5. BUOTEXHOJIOIMYECKds IPOILY KLU
1.3.2.6. [IpoiyKIKsi, BbIJICICHHAS M3 JKUBOTHBIX MCTOUHUKOB WIJIM OPTAHOB (TKAHCH) 4C/I0BCK
1.3.2.7. TkanenipKencpHas NpoayKums (IIpOJLyKINs TKaHCBOM MHKCHCPHM)
1.3.2.8. [Ipoyas OuoJlorvyecKast JICKApCTBCHHAS 1IPOIYKIIUSA
1.4 | Ilpoyas JiekapcTBEHHAN IPOJIYKLIASA KIIH [IPOU3ROJICTBCHHAS ICHTCIbHOCTD
1.4.1. [1pon3BOACTBO:
1.4.1.1. PactuTcibHas NpOJLyKLms
1.4.1.2. ToMeonaTuuecKon npoayKIuu
1.4.1.3, lpouas npoayKuus ____
X | 1.4.2, Creprmmsarms (apMaleBTHICCKIX cyOcTaHImii, BCIIOMOTaTe/IbHBIX BCLU,CCTB, TOTOBOH NPOJYKLMHU:
X 1.4.2.1. Guinrpanus
1.4.2.2. Cyxoxaposas CTCPUIN3AIINA
1.4.2.3. Crepminzaliysa Dapom
1.4.2.4, Xumuueckas cTepuiu3alims
1.4.2.5. CTepunusaiysa raMMa-13ry4yeHHeM
1.4.2.6. CTepunu3aliug JICKTPOHHBIM H3Iy9YCHHEM
1.4.3. [Ipouce _
1.5 | ¥Ynakoska k
1.5.1. Iepeuubast ylakoska:
1.5.1.1. Kancysnsl B TBepuoii 0bosoyke
1.5.1.2. Kancynbl B MArkoii o0onouke K
1.5.1.3. XeBareabHblc JEKapCTBCHHBIC (OPMBI
1.5.1.4. Hvnpernuposadssie JICKapcTBeHEbIC POPMBI
1.5.1.5. Huukue nekapeTeeHHbie GOPMBI JUIS HAPYIKHOTO IPHMEHEHUs
1.5.1.6. Kuukne snexapersennsic GopMBl IS BIYTPEHIIErO IPHMEHCHHS
1.5.1.7. Meaunuuckue rassl
1.5.1.8, [Tpouue TRepjibIe JICKapCTBEHHbIC (OPMEI
1.5.1.9. [lpenaparsl, HaXOMALIMCCA N0 JABICHHEM
1.5.1.10. PapnonyKkinnaubie reHeparopsl
1.5.1.11. Markue JiekapcTBeHHEIE OpMBL
1.5.1.12. Cgevu (cylno3uTOpUH)
1.5.1.13. Tabnerku
1.5.1.14. TpancaepmansHeie IIACTRIPH
1.5.1.15. Ilpoyas ecrepulibHas JIEKapCTBEHHAS IPOJLY KIS
1.5.2. Bropuunas (norpedurennekas) ylakonka
1.6 | Konrposb kadecTsa
X 1.6.1. MHKpOOHOJIOrMMECKUE HCIIBITAHMS: CTCPMIILHOCTD
1.6.2. MukpoOuoIorHdeckoe TeCTHPOBAHNE: MEUKPOOHOIOIHYECKAs YHCTOTa
X 1.6.3. Xnmuucckue (pu3nuecKue) UCTIBITAHMS i
X | 1.6.4. BHOIOTHYCCKMCG MCITBITA IS

B orHowenud modsIX OrpaHMueHuii MM NOSCHEH, OTHOCAIIMXCS K JaHHbLIM I[IPOM3BOACTBEHUBIM onepauuaM (3a HCKITIOueHHeM o
CHyuACR. KOTJIA NOACHEHHE ARIICTES OBIIMM KOMMEHTAPHEM K [POTECCAM 1A TIPOU3BOJICTREHNIOM ofhexre). riue Onl Hi IPUMEHSIUCH

OTH Or'paHnyeniyg UIH NogacHenus. Heo0XOIMMO BRIIIOUATE OTCLIIKY K COOTRBETCTRYIONIEMY HOMEDY NYHKTA cepTudukara GMP.

=]

I 6

Crpanuna 3 u3 5
e e e e e ———— e




EBpasuiiCKKil 3KOHOMUYECKUIA COl03

Ne GMP/EAEU/KZ/191-04-2025

2. UMITOPT JIEKAPCTBEHHOWM ITPOJYKLIUU

24

KoHTpolih KauecTsa HMIIOPTUPYeMOi JICKapCTBCHHOH IPOTYKIMK

2.1.1. MukpoGHonoruueckue HCILITANNs: CTCPUILIOCTL

2.1.2. MukpobHOoIoruiecKoe TCCTUPORANIE: MUKPOOHOJIOTHIECKASL UUCTOTA

2.1.3. Xumuueckuc ((PU3MUCCKUE) HCHBITAIIUS

2.1.4. buonornueckue MCrbIranus

22

Cepruduranus cepuy MMIIOPTHPYEeMOil IIPOIYKIIIH

2.2.1. CrepuibHas NPOJYKIML:

2.2.1.1. llpousBoauMas B aCCITHYCCKUX YCAOBMAX

2.2.1.2. lNoasepraeMas (PUHUILIHON CTEPHIIMSAIIUM

2.2.2. HectepunbHas IpOAYKLHA

2.2.3 bronoryyeckast JEKapCTBEHHAs HPOLYKIMS:

2.2.3.1. llponykTel KpOBH

2.2.3.2. UmmMynoJiornyeckas 1poayKIus

2.2.3.3. [Ipoaykiys Ha OCHOBE COMATHUGCKMX KIETOK (ITPOJLYKIMS JUIS TEPAIIHA COMATHIECKMMU KIETKAMM)

2.2.3.4. I'eqoTepaneBTHUECKHE IPOJLYKTHI

2.2.3.5. BHOTeXHONOIHYCCKas UPOILY KIS

2.2.3.6. I poiyKIius, BRLICIEHHAS M3 XUBOTHBIX HCTOYHUKOB WJIM OPraHoB (TKaHei) YyeloBeka

2.2.3.7. TkaHeuHKeHEpHAas NPOAYKIUS (IPOJAYKIMS TKAHEBOH WHIKEHEPHHU)

2.2.3.8. llpoyas OuonoruyccKas JICKapCTBEHIAs IPOLYKITHs

2.3

[Tpouas JIesTebHOCTh 110 MMIIOPTY (BBO3Y)

2.3.1. Ilromaixa Gusuyeckoro uMIopTa (BRBO3a)

2.3.2. UMIopT IpOMEKYTOUHON 1IpOAYKLIIHK, NoJBEpraoteiics Jaisneimed odpadoTke

2.3.3. llpoyee

3. IPOW3BOJACTBEHHDBIE ONEPALIMM — ®APMALEBTUYECKUE CYBCTAHLIMN

DapMaleBTHUcCKas cybeTanuma (cy0cTaHmm):

3.1

HDOHBBO,HCTBO cbapmauemwiecmx CYGCTaHLIHﬁ MCTOJIOM XMMMYCCKOI'O CHHTC3a

@ G

3.1.1. [lpon3BoaCTBO MPOMEIKYTOUHBIX IIPOAYKTOB (hapmanesTHicckoi cybcTaHIun

.1.2. Tlpou3BoacTBO HEOUMIICHHOH (hapMaleBTHICCKoi cydcTaHImn

.1.3 Coneobpazosanue (0UMCTKA): KPUCTAILIH3ALHA

¢15

(VSR RO L OS]

.1.4. Ilpouee

[poussoacTBo dapMaueBTHYECKUX cyOcTani MeTO/[aMH BLIICICHHUS W3 IPUPOIHBIX HCTOYHHKOB

3.2.1. Beigenenue dapmanesTHacckux cydcTanyif 03 HCTOUHHKOB PACTHTEILHOTO NPOHCXOMKICHHSA

[5

3.2.2. Beyienenue (papmalesTHaccKkux cyOcTanimii u3 HCTOYHHKOB KHBOTHOIO TIPOUCXOAACHMA

3.2.3. Brigenenue dapmancesTHUCCKuX cyderanignit u3 opranor (Tkanei) uenopeka

3.2.4. Brigenenne $papMaleRTHYECKHX CyOcTaHlMi U3 HCTOUHMKOR MHHCPAILHOIO NPOHUCXOMKICHIS

3.2.5 Moaudmxkarys seigenenion papmanesTHucckoi cydcranmu (ykaspisaeres u3 mynkros 3.2.1-3.2.4)

3.2.6. QuucTka BhlIcIcHHOM (apManesrideckoil cybcrauiuy (YkasslBacres HCTOUHUMK M3 nynkTor 3.2.1-3.2.4)

3.2.7. llpouce

%)
L)

[poussoucTeo QapMaleBTHICCKIX CyOCTaRIIMI ¢ HCIONB30BAHMEM OHONOrMYECKHMX IIPOLIECCOR

~

3.3.1. ®epmenranus

3.2. llpomssoncTeo ¢ icnonb3osanueM xierounsix kKynsTyp CHO (Chinese hamster ovary)

A

.3.3. Brugenenie {(ouncTka)

LI

3.3.4. Mopudmrauus

3.3.5. INpouce thutanLHoc HOpMAPOBAHNIE COCTARA DUOIOIMYCCKOM aKTHRHOH QapMAlcBTHYECKON CyOCTaHIHK

95
y.

1Ipon3BOICTBO CTEPHILHBIX HapMaLCBTHHCCKUX cybcTantmii (pazest 3.1, 3.2, 3.3 N0IGKHE! OBITh 3aI0NTHEHEL, T
[PHMCHUMO)
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EBpa3sniicKnii 3KOHOMMUYECKUIA COLO3

Ne GMP/EAEU/KZ/191-04-2025

3.4.1. bapmanesTHucekue cybeTanImy, IPON3BOAMMEIC B ACCTITUUECKUX YCIOBHAX

3.4.2. dapMaueBTHYCCKie CyOCTAHIMY, 110/1BEPracMbie PUHMILHOMN CTePUIH3AIIN

3.5 | 3apepiuarorue cTaAMn IPOU3BOACTEA HapMAIEBTHYECKUX CyOCTaHIMH

3.5.1. Crapun dpusuucckoii 06paboTKH: TpoceHBANIE

3.5.2. llepenvnas ynakoBka

3.5.3. BropuyHasn ynaxkoska

3.5.4. Tlpouee (ykazaTh [U18 ONepalHid, He ONMCAHHBIX BHIIL

3.6 | Konrpous kagecTsa

3.6.1. ®uspueckHe (XUMHYECKHE) HCIIBITATHA

3.6.2. MuKpoGHOIOTHYECKHE HCTBITAIHA (BKIIOUas HCIILITAHMA 1a CTCPUIILHOCTE)

3.6.3. MEKpOGHOIOTHYECKHE HCHBLITAINS {(MCKII0UAs HCIBITANMS Ha CTCPHIILHOCTE)

3.6.4. Buonoruueckye MCTLITAHUS

4, ITPOYUUE ONEPAIIUU - ®DAPMALEBTHYECKHE CYBCTAHIIUH

IO,

Orpaumue;mg WA NOSICHUTENBHEIC 3AMETKH, Kacatoluecs ofbacTu PUMCHCHUA Cep’I‘H(bHKaTH.I

Kemxexanora A K.

3amecturens [pencenarens Komurera

MEJIMITMIICKOrO W (papMalleBTHYCCKOTO

KoHTposs MuHHCTEpCTRA

sapasooxpaiienns Pecrrybiiku Kaszaxcran ML
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