EBpa3uiickuii SKOHOMUUYECKUIA COI03

PI'Y «KomureT Metuiuiickoro # hapMareBTHIeCKoro KOHTpOIs
Munmucrepersa 3apaBooxpasenus Peciyonuky Kazaxcrany

CEPTUOUKAT
COOTBETCTBHMS ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEEOBAHUSIM IIPABWJI
HAJUIEXXAIIIEW ITPOM3BO/ICTB EHHOH IIPAKTUKH
EBPASMMCKOI'O D2KOHOMHWYECKOI'O COIO3A
Ne GMP/EAEU/KZ/42-06-2023
Cpox nieiictaus ¢ 31 mapra 2023 r. 1o 30 mapra 2026 r.
Boigan 1o wroram nposeienns hapManeBTHYCCKOR MHCHEKIMM B coorTBercTBMM ¢ IlpaBunamu

nposelcHuA  HapMAlCBTHYECKMX — MHCTIEKIMHA, yTBEpKIEHHBIM Pemenuem Cosera Espasuiickoi
IKOHOMMHYECKOM KoMUCeHH 0T 3 HosiOps 2016 1. No 83.

Komurer Memuimiickoro M dhapMaleBTHUCCKOIO KOHTPOIIS
Munucrepersa 3apasooxpanedus Pecnvbaukn Kasaxceran

MOATBEPIKACT CIICAYIOLIEE:
nposcieHa hapManesTuieckas MHCMEKIHA

Huccen @apmayesmuxa HB (Janssen Pharmaceutica NV)
Turnhoutseweg 30, Beerse, 2340, Belgium

HA OCHOBaHMH:

- saspienus ot 16.09.2022 roma Ha nposescHHe WMHCHEKLMHM HA COOTBETCTBME TPEGOBAHMSIM
HaJuICKAIeH IPOH3BOACTBEHHON NpakTHkK ERpazuiickoro skoHOMHYECKOro ¢olo3a (MHOE OCHOBAHHME).

Ha ocnopanum ceepenui, NOJIYMCHIILIX TIPH TPOBCACHHH (apMalCBTHUCCKON HHCIICKIIMH, [IOC/ICIHI
U3 KOTOPLIX OblIa npoeeaena ¢ 28 no 31 mapTa 2023 rona, ycTanonigHo, 9To JaHHOE apmalesTHYeCKOE
IPOM3BOJICTEO  COOTBETCTBYCT TpcOoBanuam llpasun  HauiekKalieil  NPOUSBOJCTBEHHON  NPaKTHKHU
EBpasHHCcKOro 3KOHOMHYECKOrO CO03a.

Hacrosmmit  ceprudmkar orpaxact CTaTyc NpPOM3BOJICTBCHUON IUIOWANKH Ha JIaTy 1pOBEHCHHS
(hapmaueBTMHECKOH MHCIICKIMH W 10 MCTedeHun Gojiee 3 JIeT OT JaThl NPOBEACHHS MOCIEIHEro Jid
TIOCTIC/IHCIO  MHCIICKTHPOBAHMA HC MOMET CHHTATHCS JIOKYMEHTOM, CBMIETCIBLCTBYIOLMM O CTATyCE
coorsercTeus. Cpok  JeHcTBUA — cepTMduKaTa  MOker ObITh  COKpalleH HpM  MCIIOJL30BAHHM
COOTBETCTBYIOIMX IIPHMHIHIOB YNPABICHUS PUCKAMM TIPW HAJIMYHM COOTBETCTBYIOMIEH 34IMCH B NOJIE
«OrpaiideHdst MM TIOSCHMTEIIBHBIC 3aMETKHM, Kacaloliuecs OGJIACTH  PUMEHEHHS  HACTOSIErO
cepTudHKaTa.

Ceprudukar spisercs JCHCTBUTCTBHBIM B Cllydae [PE/ICTABNCHHS BCEX ero JIHCTOB (KAK OCHOBHBIX
JIMCTOB, TAK U JIONIOJIHUTEINIbHBIX JIMCTOR).

Ayrentnanocts (MOJUIMHHOCTB) HACTOAUICrO CepTM(HKATA MOXKHO NPOBEPUTH B 0a3¢ JIAHHBIX
Komurera MeAMIMHCKOTO 1 hapMaleBTHYECKOro KOITPoiis MUHHCTEPCTRA 3paBooXpatenns Pecry6iinkn
Kazaxcran.

Ecmu  ceprudmkar ne mnpeicrasnen B ykasanHo# Gase HaHNBIX, CUEAYET OGPATHTbLCH B
VIOJIHOMOUEHHKIM OpraH, ers BLUIABIIM,
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EBpa3uniicKuit SKOHOMUUYECKUHA COLO3

Ne GMP/EAEU/KZ/42-06-2023
HeKapCTBeHHme CpeﬂCTBa A METUITHHCKOTO anMCHGHHH
JlexkapcTBenHble NpenapaThl Jils KIMHHYCCKUX UCCIEIOBaHMIH (MCITBITAHMIA)
Kon HaumMeHoBanue

1. TPOU3BOJCTBEHHBIE ONTEPALIMH - NEKAPCTBEHHAA NPOJYKIIHUSA
1.1 | CrepunbHas IPOLYKIUS
1.1.1 llpon3Boanmas acenTH4eckuM yTem (onepaius o6paboTKu Ui CIeAYIOLINX JIEKAPCTBEHHBIX GOpM):
1.1.1.1. uzakue nckapersentbie Gopmel 00ibinoro obhema
1.1.1.2. XKuakue nexapcersenisic GopMel MajIoro o0bema
1.1.1.3. ucriepcun
1.1.1.4. Avodunuzars
1.1.1.5. Teeparie iekapcTBeHHBIE POPMBI H MMIIIAHTATHI
1.1.1.6. Markue nexapcrseHHbie opMbl
1.1.1.7. Tlpouas npojyKius, IPOU3BOAUMAN B ACCTITHUCCKMX YCIOBUSX
1.1.2. Ioeepracmast GuiiLIHOi crepuausaiuy (onepanin o6paboTki Uis Cle/lyI0IIMX JeKAPCTBEHHBIX hopM):
1.1.2.1. Kunjkue nexapeTBeHHEIC GOPMEL GoNLINOro odbema
1.1.2.2. ’unkne nexapcrentbie GOpMBL MAIOT0 0fhema
1.1.2.3. Teepasle JiekapcTBeHHbIC GOPMBI H MMILIA{TATLI
1.1.2.4, MaArkue JjiekapcTBeHuble HopMbl
1.1.2.5. Tlpoyas npoaykiys, noasepraemas GUHHINHON CTepUIN3aluy
1.1.3. Belnyckalonumii KOHTpoIs KauecTna (BLITYCK cepuu)
HectepuibsHad OpoLyKims
1.2.1. HecrepribHas npojtyKius (TeXHOJIOTHUECKIE ONEPALMH /I TIOTYUEeHHS CIICHYIOUINX JIEKAPCTBCHHEIX dopu):
1.2.1.1. Kancysl B TBepio# oboouke
1.2.1.2. Kancynnl B Markoii odonouke
1.2.1.3. 3KeBarenpHplic JICKAPCTBEHHBIE (POPMBI
1.2.1.4. MIMIperHipoBatHbIc JeKapCTBEHHBIE (HOPMEI
1.2.1.5. X (uAKnC TCKapcTBEHHbIC (JOPMBL JUIS HAPYIKHOTO TIPUMEHEHUS
1.2.1.6. Xunxue nekapcrBernbie GOPMEL IUist BUYTPEHHENO NPUMEHEHHUS
1.2.1.7. MeguuuHcKue razsi
1.2.1.8. IIpoune TRepbIC JICKAPCTREHNbIE QOPMBI
1.2.1.9. Tlpenaparsl, HAXOALIMECS [TO] JABNEHHEM
1.2.1.10. Panuonyknujuipie reHepaTopsl
1.1.1.11. MArkue JiekapeTBerbie Gopmbl
1.2.1.12. Creyn (cynnozutopnn)
1.2.1.13. Tabaetku
1.2.1.14. TpancnepmanbibIe [WacTHIpH
1.2.1.15. Yerpolictsa UIst MHTPAPYMAHATBHOIO (BHYTPUPYOLOBOTO) BEEGISHUS
1.2.1.15. llpoyas HecTepyiibHas IPOLYKLHA
1.2.2. BrllycXalolii KOHTPOIlL KayecTra (CepTHdMKaLIs CEpPHH)
buonoruyeckas JIckapcTBCHHAS [POJIYKIINA
1.3.1. buonorudeckas JeKapcTBCHHAS NPOIYKIINA:
1.3.1.1. TIponyxrsl KpoBu
1.3.1.2. MMMyHONOr14ecKas MpOayKIMs
1.3.2.3. [IpojyKIHs Ha OCHOBC COMATHYECKHX KIOTOK (IIPOLYKINA VLA TCPAIIMH COMATHYCCKMMHU KITSTKaM )
1.3.1.4. l'enorepanesruyeckas 1poyKIMA
1.3.1.5. buorexnonornyeckas npopyKIuus
1.3.1.6. llpoxykuus, sbliaenennas u3 >KMBOTHBIX HCTOYHUKOB MM OPTaHOB (TKaHeil) delloBeka
1.3.1.7. Tka:{emrmenepuan TIPOJIYKLIMsT (npo,qyxu,aa TKAlCBOoH HH?KGHGPHH)
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EBpa3suiickuii SKOHOMUYECKUIA CO103
Ne GMP/EAEU/KZ/42-06-2023

1.3.1.8. Ilpouas GHoJIOrHYECKast ICKAPCTRCHHAS TPOJLYKIUA
1.3.2. Beimyckatomuit koutpolib (cepTudHKaLms cepun) (l1epeueHs BUIOB NIPOTYKIMK):
1.3.2.1. [lpoayxTe! KpoBU
1.3.2.2, MMmyHonorugeckas npoLyKius
1.3.2.3. TIpoiyKThi Ha OCHOBE COMATHYECKHX KICTOK (IIPOAYKIMS JUlsl TCPAIMM COMATHYECKHX KIETOK)
1.3.2.4. ['exoTepanesriycckas NpoTyKIus
1.3.2.5. buoTexnonoruteckas npogyKius
1.3.2.6. lposykius, BbIICIICHHA U3 FKHBOTHBIX MCTOYHMKOB MIIM OPranoB (Tkaneil) uejioseka
1.3.2.7. Traneumxenepnas NpoayKius (POAYKIKMA TKRHEBOH HHKEHEPHH)
1.3.2.8. TIpoyas Guonoruyeckas JCKapCTEEHHAT MPOLYKIA
Ipouas nexapcTBeHHas NPOLYKLMS MM IPOU3BOLCTBEHHAR ACSTEFHOCTh
1.4.1. TlponzsoacTro:
1.4.1.1. Pacturesibhas npogyKiust
1.4.1.2. I'oMcomaTrucckoil NpoyKLHH
1.4.1.3. Ilpouas npomyxnus
1.4.2. Crepunuzauus Gapvanesriuecknx cyGCTaHIIAA, BCIOMOIATENILHBIX BEIIECTB, TOTOBOM IPOLYKIIMH:
1.4.2.1. Gunsrpaums
1.4.2.1. CyxoapoBas crepuiIM3aiis
1.4.2.3. Crepunusaius napom
1.4.2.4. Xumudeckas cTepriM3amns
1.4.2.5. Crepunusauusi raMMa-U3IydeHneM
1.4.2.6. Crepunn3alps dJICKTPOHHEIM H3IYYeHHeM
1.4.3. [Tpouee
VYrakoBka
1.5.1. [TepBuyHas ymakosxka;
1.5.1.1. Kancynsi B TBepnoit obonouxe
1.5.1.2. Kancyne! B MArkoit obonouxe
1.5.1.3. XepaTe/pHbIe TCKAPCTBEHHBIC OPMBI
1.5.1.4. MIMOperuupoBanisie JIeKapeTECHIBIE OPMDI
1.5.1.5. Kupkue nexapcTBerHble OPMBL /Ul HAPYIKIIOTO NPHUMEHEITHs
1.5.1.6. XKnnkue nexapeTseniible GOPMBL JUIA BHYTPCHHETO IIPUMCHEHHA
1.5.1.7. MenHuMHcKue rass
1.5.1.8. Ilpouue TRepBIC JIeKAPCTBEHHBIE HOPMBL
1.5.1.9. Ilpenapatsl, HAXOSUIMECS 10/] JABIEHHEM
1.5.1.10. Pa/iMOHYKIIHAHBIE IEHEPATOPEL
1.5.1.11. MsArkue fickapcTBeHHBIE HOPMbI
1.5.1.12. Ceeun (cynmno3uTopum)
1.5.1.13. Tabucrku
1.5.1.14. Tpancaepmaiblible IACTHIPY
1.5.1.15. I1pouas necrepuiibHas JIEKAPCTBEHHAS IPO LY KIS
1.5.2. Bropuunas (notpeburennsekasn) ynakopKa
Kountponp kauecTra
1.6.1. MukpoGHOIOruICCKUE NCIIBITAHMS: CTCPHILHOCT
1.6.2. MUKpOGHOIOrHYeckoe TeCTHPOBAHNE; MUKPODHOJIOrHICCKas YHCTOTA
1.6.3. Xumuacckue (Gpusuicckue) nermuITanus
1.6.4. BUOJIOrHYECKHE HCTILITATINS

B otuoenun OOBIX Ol"pﬂ.HIfl'-{CHHﬁ WY TOSCIHEH, OTHOCAUIMXCA K JaHHBIM l'lpOH.':lBOBTCBCHH'bIM onepanmam (3a HCKIIOYCHHEM
CIIy4acB, KOrja nNoACHEHHE SABIACTCSH O6LL[I/IM KOMMCHTAPHEM K [Ipo1eccaM Ha IIPOHU3BOJACTBEHHOM 061>(:1cre), rjie Obl HU NPpUMEHSUIMCE
ITH OTPANKISINA HAH TOACUCIHA, O0ONOANMO BRIOMATE OTCHLIKY K COOTBCTCTBYIOUIEMY HOMEDY IIYIKTA CepTH(UraTa GMP.
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EBpasuiicknii 3KoHOMUYECKWi4 CO03
Ne GMP/EAEU/KZ/42-06-2023

2. UMITOPT JEKAPCTBEHHOM NMPOAYKIIMHA

KoHTpoIIb KaCCTBA MMIOPTUPYEMOH JIEKApCTBCHHOM PO AYKIIMH

2.1.1. MUKkpoBHOIOTHYECKNE UCTIBITAHKUA: CTEPUILHOCTE

2.1.2. MuKpoOHOIOrHYeCcKOT TECTUPOBAHME: MUKPOOHOIIOIMYECKas YUCTOTA

2.1.3. Xumndeckue (PHU3NICCKIE) UCTILITAHKS

2.1.4. buonoruyeckue UCILITANMA

Cepruykais cepuH UMIIOPTUPYEMOiT TPOILYKLMH

2.2.1. Crepuibnast NpoayKIus:

2.2.1.1. llpousBo/Mas B aCelTHYCCKHX YCIOBMAX

2.2.1.2. lloasepracMas (PMHUIIHON CTEPHITHIALME

2.2.2. Hecrepunbias npoayKius

2.2.3 Buonoruaeckas JICKapeTREHIAA NPOLYKIHA:

2.2.3.1. IlpoaykTsl kpoBH

2.2.3.2. MmMyHOIOTHYCCKas TIPOAYKLMA

2.2.3.3. lponyxuus Ha OCHOBC COMATUYCCKHUX KICTOK (IIPOJIYKIMS /ISl TEPIIAWM COMATHYCCKMMMU KIIETKAMM)

2.2.3.4, ['eHOTEPAIICBTHICCKHC LIPOILYKTHI

2.2.3.5. buoTexnonornycckas UpoAYKINs

2.2.3.6. lpomykuus, BbjieIeHHAs H3 JKHBOTHBIX HCTOUHKMKOB Wl OPTaHoB (TKaHeil) YclioBeka

2.2.3.7. TkaneumKencpHas NpoAyKIHs (IPOAyKIMA TKAHCBOH HIDKEHEPHH)

2.2.3.8. Tpouas duolioruyceKasn JIeKapCTREHHAN [IPOLYKIIMA

[pouas ACATENLHOCTE 10 UMIIOPTY (BBO3Y)

2.3.1. Ilnomanxa dusuueckoro umnopra (sBo3a)

2.3.2. IMIiopt mpoMeskyTouHON NpoAyKLUMH, OJBEPralonleiics faibHeHmeil o0padoTke

2.3.3. lpoyee

3. NPOU3BOJACTBEHHBIE ONIEPALIUH — ®PAPMALEBTHYECKHWE CYBCTAHLIUU
alesTHyeckas cyberanys (cyOcTanimm):;

HpousBoAcTBO hapMaleBTUICCKUX CYOCTAHIME MET010M XUMHHECKOTO CHHTESA

3.1.1. IIpou3BOACTBO NPOMEKYTOHHEIX TPOYKTOR hapMalleRTHIECKOi CyBCTAHLHM

3.1.2. IIpOM3BONICTRBO HEOUMLICHHOMN (apManerTHUecKoll cyBeTanmm

3.1.3 Coneobpazosatiie (O4MCTKA): KPUCTAIIH3AIINS

3.1.4. T1lpouee

11pousBoACTBO (apMalCBTHYECKUX CyOCTAHIMIT METOIAMH BLUICJICIIHS M3 IPUPOIHBIX HCTOUHUKOB

3.2.1. Beyienenye hapmaieBTHIeckux cyOCTamii 3 HCTOYHUKOB PACTHTEIILHOTO NPOUCXOMICHUS

3.2.2. Beijenenue papmanesTuueckux cyOeTaH il 13 MCTOUIMKOB KUBOTHOIO MPOMCXOIKJICHH

3.2.3. Beytenenue dapmanentuucckux cyGeTaumii us opranos (Tkaueii) yenoseka

3.2.4. Beuesienue (apMaleBTHYCCKUX cyOCTaHIMHA H3 UCTOUNMKOR MUHEPATLHOI'O IIPOUCXOMKICHNA

3.2.5 Mojmpukatus BLUIe/ICHHOM papMalieBTHIeCKol cyOeTalImy (YKa3hiBaeTes 13 nynkros 3.2.1-3.2.4)

3.2.6. OumCTKA BbIIEIEHHOM (QapMalleBTHIeCKOlH CyBCcTanIMM (YKA3BIBAGTCS MCTOUHUK U3 nyuxror 3.2.1-3.2.4)

3.2.7. [Tpouee

TTpou3BOACTED (hapMALEBTHHECKUK CYOCTANIME C UCITONB30BAHMCM BUOTOTHIECKIX [IPOLIECCOB

3.3.1. ©epmenraims

3.3.2. IlpoM3BOACTBO ¢ MCHONB3OBAHHEM KICTOYHBIX KYIBTYD (ykazate TN

HCIIONL3YEMBIX KTETOK) (110/1 yKa3aHMEM THIIa KICTOK NOHUMACTCH MX THIOBAS CHICHMDHIHOCTS, TMHUA, ITAMM
U npouee)

3.3.3. Brigenenue (ouncTka)

3.3.4. Momudukanus

3.3.5. [Ipouee

IlponsBoacTBO CTEpUIBHBIX (apManCRTHUECKUX CYGCTaHIMi (paspenst 3.1, 3.2, 3.3 N0MKHEL OBLITH 3AMOJHEHbI,
[JIC IIPHMCHHUMO)
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Eypasuanbik 3KOHOMUKaNbIK 0faK,

Ne GMP/EAEU/KZ/42-06-2023
3.4.2. Cournl 3apapeei3ianbIpyra yiplpaiitsis Sencenii sarrap
Bencenni sarrapbl ©HIipiciHii COHFbI Ke3CHIEPI
3.5.1. du3uKaTBIK OHICY CaTbUIAPBL: EJIEKTEH OTKI3Y
3.5.2. BipiHii kanrama
3.5.3. Exinmi kantama
3.5.4. Backa
Camnannl daksLiay
3.6.1. PusMKANLIK (XMMHSAIBIK) ChIHAKTAD
3.6.2. MUKPOOMONOTHAUILIK CHIHAKTAP (CTEPHIIBALTIK CLIHAKTAPBIH KOCA)
3.6.3. MUKPOOHOTOTHAUIBIK ChiHAKTAp (CTEPHIIbALTIK CLIHAKTAPLI KOCTIAFAH/1A)
3.6.4. BUONOruansIx ChIHAKTap

4. BACKA OIIEPALLUAJIAP - BEJICEH]II 3ATTAP

(Cxorapblia cunaTTaliMaran onepalusiap yiia KopeeTy)

CeprumkaTTsl KoJJaHy CajlacklHa KaThICThI IEKTEYIIEp HeMece Tycinlipme sxazbanap: -

¥ V.o
& Fav040n, &, T 9§
Axmernnnz JLLM., P oS L

«"‘.D(
Kazakcran PeciyGnukacs SN\ / //
Hencaypik cakray MEHHCTPIIriHiI SRR e
MeiMuMHanBIK xkoHe GapMaleBTHKAIIBIK N M A (feoiteg)

Bakbl1ay KOMUTET TOparachiHbI M.4.
(AJK.9., nayasnimbr)

24, &8 A G,

(KON KofibLIFan KYHi, KYH,ai,Keli)




