EBpa3miicKunii 3KOHOMUUECKUIA COI03

PI'V «KomuteT MeIHIHICKOTO 1 (PapMAIICBTHYECKOTO KOHTPOJIs
Munucrepersa 3upasooxpanenus Pecnybimkn Kazaxcrany

CEPTHOUKAT
COOTBETCTBHUI HIPOU3BOUCTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHUAM ITPABUIIL
HAJUIEXAIIEX TTPOU3BOJICTBEHHOW ITPAKTHKH
EBPABUHCKOI'O DKOHOMMWYECKOI'O COIO3A .
Ne GMP/EAEU/KZ/157-12-2024

Cpox jeitersus ¢ 30 asrycra 2024 r. o 29 asrycra 2027 r.
Bbll’lal{ IO WToramM IHpoBCICHUS d)apMﬁElCli'l'H'-EGCKOPI HHCIICKIIMKM B COOTBCTCTBHH C HPHBHHEMH
npoBe/IcHus  (PAPMAaLICBTHUCCKUX  MHCHCKUME,  yrsepxgicnisiMu - Pemicnmem  Cosera  Eppasuiickoit

IKOHOMHWYECKOH KoMuccHn oT 3 nosOps 2016 . Ne 83.

Komurer Me/IMIIMICKOro W GapMallCBTHUCCKOIQ KOHTPOIIs
Munucrepersa 3jipapooxpaticiing Pecrivoimku Kazaxcran

HOATBEPIKAACT CIICAYIOIICC!
LpoBpe)icia d)apMﬁllCB'l'lflthCK&Ul HIICHICKI M

DAICHI SANKYO CHEMICAL PHHARMA CO., LTD., Onahama Plant
389-4, Izumimachi Shimokawa Aza Otsurugi, Iwaki, Fukushima, Japan

Ha OCHOBAHUN:

= zasienus o1 30.11.2023 roja Ha UpOBEICHHUC HICHICKIIMKU A COOTBETCTBUE TpeDOBaHMsSM HaJJIeKal(eH
NPOU3BOACTBENHO NpakTiKy LBpasniickoro 2KOHOMHYCCKOIO ¢o103a (MITOC OCHOBALKCE).

Ha ocnoBauum cejenmii, 1HoyydeHubx UpH HpoBejcini GpapMalesTHyecKol HHCHCKIUK, NOCHEIHsIS 13
KOTOpbIX Obuta mpopenchna ¢ 26 o 30 asrycra 2024 ropma, yeranoslieHo, 9To janioe (GapMaleBTHIecKoe
HPOU3BOCTBO COOTBETCTBYET TpedoBaimsam | [pasm nauiemaiieit npou3BoICTBCHHON TpakTuky EBpasuiickoro
IKOHOMMUECKOrO COro3a, skBuBaeHTHbIX [Ipnuumuam 1 Pykosonersy Epponefickoro coioza mo Hazjieskarei
NPOU3BOACTBEHIION [PAKTUKE JICKAPCTREINILIN CPeiCTs JUIsL MEJUUMIICKOrO ¥ BETCpUHAPHOTO IPHUMEHCHHsS W
npuspiaM CHereMsl coTpynyecTsa gapmatientinieckux unciexiuit (PIC/S).

Hacroamuit  ceprudukar orpaxact craryc 1IPOW3BOJICTBEHHON [UIONAJIKK  HA  JaTy  [IPOBCICHUS
(hapmaleBTHIeCKOH MHCIICKIMK 1 110 ueTeHeting Dojiee 3 J1eT O JIaTh]l TPOBSACINS [TOCICIIICI0 JIsl MOCIEANIEro
HHCIICKTHPOBAHKWA HC MOXKCT CHHTATLCA JICKYMCHTOM, CBHICTCHLCTBYIOIIHM O CTATYCC COOTBCTCTBMA. CpOK
AeicTrHs cepTU(UKATA MOKET OLITL COKpPALICH 1PN HCIIONL30BAHIN COOTRETCTRYIOLINX IIPHUHIINIIOB YIIPABICHM
pUCKaMM IIPH HAJIWYMM COOTBCTCTBYIOUICH 3ammcu B rojte «OrpanudcHusi WK TOICHUTCIbLHLIC 3aMETKH,
Kacarorimecs o01acTy IIPUMEHEH NS HACTOMIIEro cepriduraran.

Ceprudurar sipisercs AefcTBUTEIbHBIM B CIIyHae 1PeJICTaBICHHs BCEX €0 JUCTOB (KaK OCHOBHBIX JIMCTOB,
TaK W JOTIOJIHTEC/ILHBLIX J'IHCTOB).

AYTeHTHIHOCTL (ITOJUIMHITOCTE) TACTOsIIECro ceprudukara MOKIIO 11poBepuTh B Basze nanubix Komurera
MCJIMLIMHCKOrO ¥ (hapMaleBTHUCCKOTO KolTpoist Munnereperra 3)ipasooxpancius Peciydimkn Kazaxcraii.

Ecnm ceprndukar ne npejicrasien B ykasannoil fase Jannbix, ciciyer odparnThes B YHOIHOMOYCHHBIN
Oprat, ero BbLIABIIMIA.
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EBpa3smMincKMii IKOHOMUYECKUIA COO3

Ne GMP/EAEU/KZ/157-12-2024

X H(‘!KapCTBCIIH])IC CpcjicTBa JUisl MCJIHITMHCKOI'O HIPUMCIHICIIHA

Jlekapersennbie nipenaparThl JUis KIMHAYCCKUX MCCIIC/OBANMHA (MCIbITAlWA)

Ko Haumenoranme
1. MIPOU3BOACTBEHHBIE OITEPALMHA - JEKAPCTBEHHAS ITPOJAYKIIAS
1.1 | Crepuibiast npoJyKIms
1.1.1 TIpousBoaumas acenTHICCKHM IyTem (oriepaliut 00paboTKH JUIs CHEIYIOLIMX JICKAPCTRENILIX opM):
1.1.1.1. Auaxue nexapersetbie gopmpl 6011010 ofbema
1.1.1.2. XKuikue siexapersenibie (popmMbl MAIOTO 00bEMa
1.1.1.3. JInominzars
1.1.1.4. Teepibic JCKapeIBCHHBLIC POPMBI U UMIUIAHTATD]
1.1.1.5. Markue JickapeTBeHnnie GopMbl
1.1.1.6. Ilpouas npojtyKiins, IPOUSBOJIMMAN B ACCIITHUCCKUX YCIIOBUS
1.1.2. Hoxpepraemas puuMIIHOi cTeprin3aliy (onepalinu o0paboTKH JUL CIEAYIONMX JIEKAPCTBEHHLIX hopM)
1.1.2.1. XKnakue siekapetsenibsie Gopmel 00i1B1II0r0 00HeMa
1.1.2.2. Kujikue sickaperseniibie popmsl Masioro obnema
1.1.2.3. Teepusblie JiekapcTBEHHBIE (JOPMBI 1 IMILIAHTATHI
1.1.2.4. Markue JiekapcTBeiibie QopMbl
1.1.2.5. llpouas npoaykiis, 1ojsepracmas GHIMINON Crepuin3ainm
[.1.3. BbIIyCKaIOMMi KOHTPOJIL KAUCCTBA (BbIIYCK cepuu)
1.2 | Hecrepuibiasn HpojLyKius
1.2.1. Hecrepuiniias NpoayKIHs (TEXHOIONMMCCKMC GIICPALIMI JUIH TIOJYIEHMS CIIE/LYIOIIMX JICKAPCTBEHHBIX hopM):
1.2.1.1. Kancyiisl B TBepoit obonouke
1.2.1.2. Kaueyiist B Msrkoit 00oJiouke
1.2.1.3. Jenareiblible JeKapeTBEHIBIC POopMbI
1.2.1.4. UMuperuupoBatnbIc JICKapCTBCHHLIC (POPMBI
1.2.1.5. JKuaxuc NeKapeTBCHHBIC QOPMBLI JU HAPY/KIOr0 IPHMEHCITNS
1.2.1.6. JKnjikue nekaperseiinic GopMBL Uit BIYTPCIICIO LHPHMEHICITHS
1.2.1.7. Mejumuiickue rassl
1.2.1.8. Ilpouuc TBCpALIC JICKapCTBEINILIC (JOPMBI
1.2.1.9. Ilpenapatsl, HaXOAAUMECs 110 JIABJICHHEM
1.2.1.10. PajimOHyKIIMAHBIC FCHCPATOPSI
1.1.1.11. Msirkue Jiekapcrieiiibie Gopmol
1.2.1.12. Cseun (cyosznropun)
1.2.1.13. Tabiierkn
1.2.1.14. TpauciepmMaiblbic 1U1ACThIPH
1.2.1.15. llpouas necrepuiblas poJLyKIHs
1.2.2. Brinyckaloluii KOHTPOIIL KauecTsa (cepruuikanus ceprn)
1.3 | buosiornyeckas JickapeTBeHas HpoJLyKIus

1.3.1. bronornaeckas JICKapCTBCHHAN IIPOIIYKIMSL:

1.3.1.1. [lpoaykrsl kposK

1.3.1.2. UMMyHOJIIOrHYeCKas HPeLYKIMs

1.3.1.3. lHpojrykiust Ha OCHOBC COMATHUCCKMX KICTOK (1IPOJIYKIHS jUIs TCPAllK COMAaTHUECKMMH KIIeTKaMH

1.3.1.4. 'enorepatienruieckas NpoJLyKims

1.3.1.5. BHOTEXOJIOTHYECKAs! IPOIYKIIM

1.3.1.6. TTpojtyKius, BhLICICHIAS W3 HKHBOTHBIX MCTOUHUKOB WM OPraHor (TKaleit) yenoseka

1.3.1.7. Trancuizkenepnas poJIyKIns (1o KIMsS TKAHEROH HHIKEHepUu)
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EBpasuiicKuii IKOHOMUYECKUIA CO103

Ne GMP/EAEU/KZ/157-12-2024

1.3.1.8. llpoyas Ouonornyeckas JCKapeTBCHilas HPoLyKIms

1.3.2. BeilycKaloLMil KONTPOIIL KauecTBa (CepTUdhUKaims cepun) (IIepereiin BILIOR HPOJLYKIMK):

1.3.2.1. IlpoJyKTBl KpOBH

1.3.2.2. UMMyHOJIOrHYECKas! LPOILYKIHS

1.3.2.3. IlpoayKThi 11a OCHOBE COMATHIECKHX KICTOK (NPOYKLMS JUIsl TEPATH COMATHYIECKHX KIIETOK)

1.3.2.4. I'enoreparneBrndeckas MpoLyKIys

1.3.2.5. buorexHosioruueckas HpoiLyKiu

1.3.2.6. “pOIIyKIl[/IH, BhIJICJICHHAS M3 )KMBOTHLIX HCTOYHHUKOB WM OpraHOB ('1'1(2111{:171) HCIIOBCKA

1.3.2.7. Tkaneuipkeepas npo iy (Ipo Ly K TKaCEol WIDKCHepHu)

1.3.2.8. llpoyas Ouonoruueckas Jickapersenias npoiaykins

1.4

flpoqaﬂ JICKAPCTBCHHASA TPOJIYKIIHA WK I[p’()}‘lfﬁBUJICTBCIHIﬂH HECATCHBHOCTL

1.4.1. IlpousBoiacrso:

1.4.1.1. PactuTenbHas IpoayKIInsa

1.4.1.2. l'omeonarnueckoi HpoLyKInm

1.4.1.3. lIpouas npojiyKimst -

1.4.2. Creprmzalius (papMalleBTHICCKUX cyOcTallii, BCIOMOIATC/IbHBIX BCUICCTB, I'OTOBON HPOJLYKIMH;

LA2 1. Pubrpanis -

1.4.2.2. CyxoapoBasi Crepuimsaiius

1.4.2.3. Crepunnszaius Lapom

1.4.2.4. XuMuueckas crepuimzaiys

1.4.2.5. Crepuiinzaiysl raMMa-u3iyueiucMm

1.4.2.6. Crepuiiuzaliyst 2ICKIPOHHBIM H3JIYUCHUCM

1.4.3. ITpouec

1.9

Viakoska

1.5.1. IlepBuanas yrakonka:

1.5.1.1. Katreyitsl B reepjioii obonouke

1.5.1.2. Kaueyin! B Msirkoii o6oovike

1.5.1.3. JKeBarelbuble JCKapeTreubc Gopmbl

1.5.1.4. Umnperumposansic JiekapeTreninsie Qopmbl

1.5.1.5. JKujikne JiekapetBCHiLIC (JOPMBIL JUIE 1HAPYIHOTO 1IPUMCHCH U

1.5.1.6. Xuyixue sickapeTsenslc GOpMBL JUTs BIYTPCHHCIO IPUMCHCIIMS

1.5.1.7. Me)uuuickue 1asnl

1.5.1.8. lpoune 1eepiusic nekaperseninie Gopmis

1.5.1.9. llpenaparsl, Haxo/simecs 1o/ JIaBIeuuem

1.5.1.10. Papnonykimiisie reneparopsl

1.5.1.11. Msirkue Jiekapereenibie popmbl

1.5.1.12. Cneun (CyUIO3HTOPHH)

1.5.1.13. Tabuerkn

1.5.1.14. TpauciepManblbIe IIACTHIPH

1.5.1.15. lIpouast HecTepuiibHas JICKAPCTBCHHAS 1POLY KM

1.5.2. Bropuunas (1orpeOureiinekas) ylakosga

1.6

KOH'I‘pOJIh Kauccrsa

1.6.1. MuKpoOHOJIOrHICCKHE HCHBITAHUA: CTCPIILHOCTD

1.6.2. MukpoOHoJI0THIeCcKOE TECTHPORANTNC: MUKPOOHOJIOIHUCCKAS YHCTOTA

1.6.3. Xumudcexkue (pusnycekue) ueiblranims

1.6.4. BHOJIOrHYCCKHUC UCIILITATIHS

B ornouwenun modLIx OI’pﬂlIH‘IC[]Hﬁ MM TTOSICHCHE, OTHOCAIINXCST K JIAHLIM HPOU3BOJCTBEINLIM OTICPALMAM (3El HCKITIOYCIIHC
CIYUACE, KOTAA HHOACHCHHC SBIACTCH 001IHM KOMMCHTApPHCM K MPOHCCCaM a Mpou3BoACTBCHIIOM OG'bCI('l‘C), rjae Obl 1u1 HPHUMCHAING

OTH OTPAITMMCHIA HITH MOACICITHAL, HeoGXOJIIMO BIIOUATE OTCLUIKY K COOTBCTCTBYIOMIEMY HOMCDY TIYHKTA CCp'I‘I’I(l)PEKEl’l'EL GMP.

-
U"-
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EBpa3suiicKuii SKOHOMUYECKKIA COI03

Ne GMP/EAEU/KZ/157-12-2024

2. UMIIOPT JIEKAPCTBEHHOM 11POJIY KLIIUU

2.1 | Kourpoais kauecTsa UMIIOPTUPYCEMOil JICKApCTBCITHOM POy KN
2.1.1. MHKpOOHOJIOI HYCCKNE UCIBITAHMA: CTCPHILHOCTD
2.1.2. MukpoOHOJIOTHIeCcKOE TECTHPOBAIINE: MUKPOOHOJIOrIYecKast YHCTOTa
2.1.3. Xumuueckue ((pU3HUCCKHC) HCUBITAINS
2.1.4. BHOJOIrHUECKHE UCHIbITatMs B
2.2 | Ceprudukaiis Cepuu UMIIOPTHPYEMOM JICKAPCTBCHHOM 11POJLYKIIHH
2.2.1. Crepunsuas NpoLyKIWs: &
2.2.1.1. TlpoussojmMas B aCCHTHUCCKUX YCIOBUIX
2.2.1.2, Tlonsepracmas (puuMIIHOM CTEpHIH3AIMK
2.2.2. HecrepriibHas MpoayKIs f
2.2.3 Buonoruueckas JiekapcTRCHHAsL TIPOJIYKLMS:
2.2.3.1. IIpojLyKTsl KPOBU
2.2.3.2. UMMyHOJIOTHYECKas NPOJLYKIIHs
2.2.3.3. TlpoJyKiis 1a OCHOBC COMATHYCCKUX KICTOK (1IPOJLYKILMSL JUISE TCPAIIMI COMATHICCKUMHU KIICTKAMU
2.2.3.4. I'coTepallcBTHHCCKHE LPOIYKThI
2.2.3.5. bHOTeXHOIOIMYCCKas! 1POJLYKII %
2.2.3.6. pojryKiinst, BRLUCHCHHAS U3 JKUBOTHLIX HCTOUYHNKOB MIIKM OPranon (rratcii) ucjoncka
2.2.3.7. TKancuHKCHCpHaaA HPOLY KM (LIPOJLYKIHS TKANCBON! HIBKeHCpHn)
2.2.3.8. Ilpouas Guosloruueckas JCKapeTBeInas 1poiLyKIH
2.3 | llpouas aesTeiLuocTh 110 MMIIOPTY (BBO3Y)
2.3.1. ITnowajika Ppusmucckoro uMiiopTa (Bao3a) -
2.3.2. UmnopT 1poMeiky Touioil npojy ki, nojeepraioneiics paipieitiicii odpaborke ;
2.3.3. llpouce e o -
3. MPOU3BOJCTBEHHBLIE OHHEPAIIMHA — ®APMAIEBTUYECKHUE CYBCTAHIIMA
Ddapmanerrideckas cyberaunus (cyberanipmn); R,
3.1 | [lpou3eojcTiO (hapMareBTHUCCKMX cyOCTanIiil MCTO/IOM XMMHUCCKOTO CHIITE3a
3.1.1. T1pou3B0/ICTBO IPOMEIKYTOULIBIX HIPOJIYKTOB apManesTHuecKoi cyferanum
3.1.2. T1powu3BroJICTRC HCOYHIIGHHOM (apManesTHICCKoi cydcTanim
X | 3.1.3 Cousteobpazonanue (ouncTka): Jmaduinrpalis 4
3.1.4. Ilpouce )
3.2 | IlponsroscTo hapMaleBTHICCKIX cyOeTarmii Mero @M BBIICJICHNIS 13 TIPUPOJIHBIX HCTOUHHKOR
3.2.1. Beyienenue papMalcBTHUCCKUX CYyOCTANIN U3 UCTOUIIKOB PACTHTCIBLHOTO IPOHCXOMKIICHH :
3.2.2. Beigenenue (GapMaleBTHUCCKUX CyOCTaHIMi W3 HCTOUHUKOR JKUBOTHOTO IIPOHCKOMKIGHHA
3.2.3. Buyrenenue GapManesTiicckiy cyOcTanimii 13 opranos (rkamneit) yeionexa
3.2.4. Buyienenue papMalicRTHUCCKX cyOCTANIN U3 UCTOUINKOB MHIIEPAIIBHOTO TPOHCXOMKICHHS i
3.2.5 Moauduxais BeljicJicHHON dapmaliesriicckoii cydcrannmu (yrasnigacres u3 nynkros 3.2.1-3.2.4)
3.2.6. Ouucrka peuiciiciinioif apmaicrruieckoi cyOcranimm (YKa3biBaecs MeTouinK n3 nynxkros 3.2.1-3.2.4)
3.2.7. llpouce e -
3.3 | Tlpoussojicreo papMatesruicckx cydberanmuii ¢ neloin3osanuem GHONOINYCCKHX HPOLCCCOR &
3.3.1. depmenralius >
3.3.2. IlpomsBoAcTBO €  MCHOIL3OBAHUCM  KICTOUILIX  KYJULTYDP (ykazats Trfi}jp
HCIOJL3YCMBIX KICTOK) (1101 YKAZAIHEM THIIA KICTOK HOHNMACTCS NX THITOBAS CHCUUGIHITOCTD, JIATUS, IITaMM |
pouee) =
X | 3.3.3. Bpijiencnuce (04McTKa) -
3.3.4. Moandukatmsi &
33.5.1lpowee e
3.4 | IlpoussoycTro crepuiibibix Qapmatenruiccknx cyberanimii (pasjenst 3.1, 3.2, 3.3 jomxusl OLITL 3a110J111E1L

rjae [IpHMeHI/IMO)

3
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EBpasniiCKMUIA IKOHOMUYECKUIA COIO3

Ne GMP/EAEU/KZ/157-12-2024

3.4.1. MapManesTHHCCKUC CYOCTAIIUH, IPOM3BO/IMMBIC B ACCIITHUCCKUX YCIOBUAX

3.4.2. @apmauesTHUCCKHE CYOCTANIMN, HOABREPIacMbIC (PUUMIIION CTCPHIM3AIIN

3.5 | 3aBepmialolipe cTajMK NPOH3BOACTRE (papMaleBTHYCCKNX cybCIaHImi

3.5.1. Crajun pusndeckoit 0bpaboTku: yibrpadmibrpanms

3.5.2. lleppuunast yakoska

b ES P

3.5.3. Bropuuias yllakoska

3.5.4. llpoucc
BBILIE)

(yxaszary, st olepaluii,

HE  OIIMCAITLIX

(9%}
N

Konrpoinb kavecrsa

X ] 3.6.1. Duzndccrue (XUMHUYCCKHC) HCIIBITAHNS

3.6.2. MuKpOOHOIOIHICCKIC MCTILITANNSA (BRITOYAS HCHIBITANMS 1A CTCPHILHOCTE)

X | 3.6.3. MUkpoOHONOIHHMCCKUE HCIBITAINS (MCKINOUAS MCIBITAIMS 1A CTCPHILHOCTE)

X 3.6.4. BHOJIOIHUCCKHE HCIILITAIIUS

4. ITPOYUE OHEPALIUU - DAPMATEBTUUECKUE CYBCTAHIIUU

Orpanw:eum HIH HOACHUTCILHDLIC 3aMCTKH, KdCd]{JI[UdLL}I ofuacTu IIpHMCEELIIH}I CCpIH(])HKEle

Kemxexanosa A. 7K.

H.o. Hpenceiarens Komurera
MC/IMITHICKOIO U (DAPMALCBTHUCCKOIO
rourrposist Munucrepersa

3jipagooxpancius Pecriydimkn Kazaxcrai
{(D.ILO., gosrsnocTn)

I LR L5

(l.ll'l TROJINITNCATIRSE, JEL. MEC, r'f'l M.l’l.
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