EBpasmitcKnin sKOHOMUYECKMIT col03

PI'Y «Komurer MequIMHCKOTO M (hapMaLeBTHYECKOTO KOHTPOIIsi
Munuctepera 3apaBooxpanenus PecnyGmuku Kazaxcramny

CEPTHO®UKAT
COOTBETCTBHMSA [POU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHHSIM ITPABUII
HAJUIEXKALLEW TTPOU3BOACTBEHHOM [IPAKTUKH
EBPA3UHCKOI'O SKOHOMUWYECKOI'O CON3A
Ne GMP/EAEU/KZ/97-05-2024

Cpok neiicteus ¢ 5 anpens 2024 r. o 4 anpens 2027 r.
Beiian mo wroram mnpoBefeHust (apMalleBTHYECKOH HHCIEKIMH B COOTBETCTBHH C [Ipasuiamu
NPOBENCHUS  (apMALEBTHYECKHX HHCTICKUMI, yTBEP/KICHHbIMM Pelnenuem Copera EBpazuiickoii

SKOHOMHYECKON KOMUCCHU 0T 3 Hostopsa 2016 r. Ne 83.

Komurer Meanumnckoro u hapMalesTuueckoro KOHTpOIIY
Munucrepersa 3aparooxpatenus Pecny6arku Kazaxceran

HO/ITBEPKAACT CIIEYIOIIEE:
NpoBeeHa (hapMaleBTHUECKAd HHCIICKIHS

Janssen Ortho LLC
State Road 933 km 0.1, Mamey Ward, Gurabo, Puerto Rico, 00778, US4

Ha OCHOBAHHMH:

- sasBiedus or 21.09.2023 roga na nposeactne HHCHEKUMH HA COOTBETCTRIE TpeboBaHUAM HaIIexKaLIeil
TPOU3BOACTBEHHON MpakTiKi EBpasuiickoro dKoHOMHIECKOro cor3a (MHOE OCHOBaHME).

Ha ocHoBauun CeejeHMH. MONYIEHHBIX NPH NPOBETCHIM (PAPMATIERTHUYECKOH HHCIEKUMH, MOCNeaHss U3
KOTOpeIX Oblna mposeneHa ¢ | mo 5 ampens 2024 rona, YCTaHOBJIEHO, UTO JaHHOE (apmaleRTHYeCKOe
TIPOM3BOACTBO COOTBETCTBYET TpedoBanuAM I1paBun Haanesxkanel npousBoACTEEHHOM npakTuku EBpasuiickoro
ROHOMUHECKOro Colo3a, SKBMBaNeHTHBIX [Ipinmumam u Pykosoxctey Eeponeiickoro cowsa mo Hamiexaieii
NPOM3BOACTBEHHOH MPAKTHKE JIEKAPCTBEHHBIX CPEICTE AN MEIMMUNHCKOrO U BETEPUHAPHOTO MPUMEHEHUS 1
npunumaM CHeTeMbl COTPYIHNYECTBA (hapMaleBTHYCCKHX HHCTEKIHIT (PIC/S).

Hacrosuii - ceprudukar oTpasaer craryc npOM3BONCTBEHHONW MIOWANKH Ha Jaty TpoBefeHHs
{apmauesTHIeCKOH HHCIEKUMU 1 TTO HCTEHEHHN BOJCe 3 NET OT AaThl NPOREIEHUs TLOCIENHErO IHS TIOCTCIHEr0
HHCTIEKTHPOBAHMSA HE MOWXKET CYMTATLCH JOKYMEHTOM, CBH,HETEHLCT’BY]O[L[HM 0 CTaTyce COOTEETCTBHUA. CpOK
ASHCTBHS CepTH(uKaTa MOXKET GbITh COKPALLEH TIPH HCMONb30BAHMN COOTBETCTBYIOIUX IPUHIUIIOB YIIPABIEHUs
PHCKaMI TIpH HATMMHHM  COOTBETCTBYIOLIEH 3amicu B none «OrpaHuYeHus WIH TOSCHHUTENLHBIE 3aMETKH,
KacaroLuecs 061acTi NPUMEHEHHA HACTOALIErO CePTUMUKATAY.

Cepruukar sensercs IeHCTRUTENLHBIM B CYYAE NIPE/ICTABIEHHS BCEX Er0 JIUCTOB (kaK OCHOBHBIX JIMCTOB,
TaK | JIONONHHTENbHBIX JTHCTOB).

AYTEHTHIHOCTD (IIO/THHHOCTb) HACTOALICTO CEPTH(MIKATA MOKHO IipoBepHTL B Daze nanHbix Komurera
MEIHUHMHCKOrO M (hapMALIeBTHHECKOT0 KOHTPOIA MEHHCTEPCTRA 3/1paBOOXpaHeH s Pecnydnuku Kazaxcran.

Ecmn ceprudmkar He mipescrapnen B ykazaHHoi Gaze naHHBIX, clie/lyeT OBPATHTECSA B YIOTHOMOUEGHHBII
Opra, ero BbLIaBIIHiA,
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EBpasumiickunii akoHoMuUuecKuii colos

Ne GMP/EAEU/KZ/97-05-2024

HCKapCTBCHHbEE CpEUCTBA I MEAHUIIHHCKOTI'O IpUMEHCHUA

JlekapcTBenHbIe penapaTsl 418 KNMHHUECKUX MCCIEN0BAHAN (ucnerTaHmin)

Kopg

Haumenoranue

1. NIPOU3BOJCTBEHHBIE Of1IEPALIUU - JEKAPCTBEHHAS NPOIYKI M

[.1

CTepuibHaA MPOAYKIHA

1.1.1 Tpou3sBoauman acenTHqeckum nyTem (ofepaLni 00paboTKy /1A CIEAYIONIMX NEKAPCTREHHBIX (JopM):

L.1.1.1. Kunkue nekapcrBenubie HopMbl GONBLIONO 00BeMa

1.1.1.2. Wunkae nekapcTBeHHEIE HOPMBI MATOTO 00beMa

1.1.1.3. Mucnepcun

1.1.1.4. Jlnodpunmzare

1.1.1.5. Teepapie ekapcTBeHHbIC (JOPMbI H HMIUTAHTATH]

1.1.1.6. Markue nckapcTBEHHLIE HOPMbI

1.1.1.7. Tpouas npoayKuus, NpoH3BOANMAs B ACENTHIECKUX YCIIOBHSX

1.1.2. Mosapepraemas GPHHALIHON CTepHIM3ALIN (onepauny o6paboTKH JUTS CieTyIONHK JEKApPCTBEHHBIX GopM):

1.1.2.1. uakue nexapcrsentsle GopMbl GONRLIONO 00bEMA

1.1.2.2. XKujkue ekapcTBeRHble (JODMbI MATOro o6bema

1.1.2.3. Teepiple JeKapCTBEHHBIE (POPMbI H UMILTAHTATHI

1.1.2.4. Msrkue nekapcrseHtbie Gopmbl

1.1.2.5. Tlpoyas mpoxykims, noasepraeMas (PHHAILIHOMN CTePUITU3ALHH

1.1.3. Brlmyckatoniuii KOHTpoTb KayecTsa (BeINYCK cepun)

HectepunsHas npomykiys

1.2.1. Hecrepuabtias mpoayKUms (TEXHOIONHUECKHE ONePAtum AT NOJIYHEHHA CACAYIOWIHX JIEKAPCTBEHHBIX (POpM):

1.2.1.1. Kancylisi B TBepaoii 06onoyke

1.2.1.2. Kancynsl B Markoii 06onouie

1.2.1.3. JearenbHble JieKapeTBeHHbIe (opMbI

1.2.1.4. IMNperHupoBaHHble TeKApCTREHHbIE (popMEI

1.2.1.5. Kunkue nekapcTeennsie Gopmel s HAPYXHOr0 NPUMEHEH NS

1.2.1.6. XKunkue nexapeTrensbie GopMEl /17151 BIYTPEHHEr0 NPHMEHCHHS

1.2.1.7. MeIHUMHCKWE TA3bI

1.2.1.8. TIpoune TRep/bIe JekapcTEeHHbIe (hopMbl

1.2.1.9, llpenaparhl, HAXOASIMECS NOJ1 ARNEHHEN

1.2.1.10. PanuoHyKIu/fbIe TeHepaTophbl

1.1.1.11. Msarkue nekapcrBerHbie Gopmb

1.2.1.12. Ceeuu (cynnozuropuu)

1.2.1.13. Tabnetku

1.2.1.14. TpancaepmanbHble MIacThpH

1.2.1.15. YcTpolicTra 118 HHTpapy MUHAILHOTO ( BHYTpUpYOLOBOTO) BBEICHHS

1.2.1.16. [Tpovas HecTepUIBLAs NPOIYKILIAS

1.2.2. BhinycKkalmuii KOHTPONb KauecTra (ceprudmrauus cepun)

Buonormueckasn JCKApPCTBEHHAA MPOAYKILMA

1.3.1. Buonornyeckas nexkapcTBeHHas NPOLYKLNS:

1.3.1.1. IIpoayKrsl KpoBH

1.3.1.2. MmmyHonorugeckas npoaykims

1.3.1.3. llpoayK1ms Ha OCHOBE COMATHYECKHX KIETOK (MPOMYKUMA JUIA TEPAHE COMATHIECKMMU KIIETKaMHu )

1.3.1.4. I'eHoTepaneBTMIECKas MPOIYKLHSA

1.3.1.5. bHOTeXHONOTHYECKAA NPOAYKIMS

1.3.1.6. [1poayKIMs, BhLAETEHHAS W3 KUROTHLIX HCTOUHMKOR HITH oprano (Tkadeii) yenosexa

1.3.1.7. TkanenHKeHEPHas TPOAYKLIS (MPOLYKLMS TKAHEBOMN WHIKEHEPHH )
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EBpa3suiickuii SKOHOMUYECKMIA coto3

Ne GMP/EAEU/KZ/97-05-2024

1.3.1.8. [Ipoyast Guonoruyeckas rekapeTeeHHas (POAYKIIHS

1.3.2. BoimycKatomuii KOHTPOIIL (cepTh(mkaris cepunt) (epeyeHb BHAOB MPOTYKIIMH):

1.3.2.1. TIpoyKThl KPOBM

1.3.2.2. UIMMYHOIOrHYECKas NPOIYKLUS

1.3.2.3. TIponyKTb! HA OCHOBE COMATHUECKUX KIETOK (TPOYKIMS /TS TEPaHi COMATHIECKHK KJIETOK)

1.3.2.4, 'eHoTepaneBTHY eChast IPOTYKILIA

1.3.2.5. buotexHomoruueckas npoaykums

1.3.2.6. TIpomykusi, BoLIENEHHAS W3 HKUBOTHBIX HCTOYHAKOE WK Oprados (TkaHeil) yenosexa

1.3.2.7. TkaHeHHKeHepHas NpoLyKLs (NPOSYKUNS TKAHEBOH HHKeHepHH )

1.3.2.8. Ilpouas Ouosioruyeckas nexkapereenHas HPOAYKLs

14

HquaH JIEKapCTBEHHASA MPOAYKIHA WIIH NIPOHU3BOACTBCHHAN NEATEIbLHOCTD

1.4.1. Ipou3soncTrO:
1.4.1.1. PacTuTensHas npoayKimsa

1.4.1.2. l'omeonatiyeckoii npoaykumnu

1.4.1.3. [poyas uponykuus

1.4.2. Crepunuzauus GpapmaueBTHIECKHX CyOCTaHLKH, BCMOMOIATE/IbHBIX BEIIECTB, TOTOBOK OPOAYKLIHHA:

1.4.2.1. Dunntpauus

1.4.2.2. CyxoxkapoBas cTepuiizanig

1.4.2.3. Crepunuszanus napom

1.4.2. 4. XuMM49ecKas CTepHmusanis

1.4.2.5. CTepunM3aLus raMMa-Hany ueHueM

1.4.2.6. CTepunuzaums eKTPOHHBIM H3NYUEHUEM

1.4.3. Ilpouee

YIakoBka

1.5.1. Tepsuunas ynakoska:

1.5.1.1. Kancynet B TBEPAOH obonouKe

1.5.1.2. Kancymsi B MArkoii o6omouke

1.5.1.3. XKeparennHele mexapersentbie Ghopmb

1.5.1.4. mripernupoannsie nekapeTeennbie (hopmb

1.5.1.5. JKunkue JieKapcTBeHHbIe (OopMBI 1711 HAPYKHOTO NpUMEHEHHA

1.5.1.6. JKnnxue nexapcTeenHbie GOpMbI s BHYTPEHHEr0 OPUMEHEHUs

1.5.1.7. MenuuuHCcKHe ra3el

1.5.1.8. llpoune TBepIble NEKAPCTBEHHBIE (hopmbi

1.5.1.9. [penaparel, vaxoasiuuecs non NaBeHHEM

1.5.1.10. Papuonykiunsbie reHepatophi

1.5.1.11. Msrkue JlekapcTBeHHEIE (JOPMBbI

1.5.1.12. Ceeun (cynnosuropun)

1.5.1.13. TabneTku

1.5.1.14. TpaHcnepmarbHble TUIACTHLIPH

L.5.1.15. Tpoyas HecTepuiIbHas JiekapCTBEHHAS NpOAYKIMS

1.5.2. BropuyHas (moTpeduTeNsekas) yiakorka

KonTtpons kauecrtsa

1.6.1. MUKPOOHOTOTHUECKHE HCILITAHIA: CTEPHUNBHOCTD

1.6.2. MiKpOOHONOriIeckoe TeCTHPOBAIHE: MUKPOBHOJIOrMIECKaT THCTOTa

1.6.3. Xumpueckue ((U3HUECKUE) HCTILITAH U

1.6.4. BHOTOTHYECKHE MCTIBITAHUS

B orhormennn moBhiX orpaHmvcHMiI WM LOSCHEN. OTHOCANINNCH K J@HRAM TPOKIBO/ICTBCHHBIM ONEPANMAM (3d MCKIIOUYEHHEM
CliyHacs, KOTIA NOACICUHE ABJIACTCA OOIAM KOMMCUTAPHCM K HPOLCCEAM A IPOM3BOJICTRCHHOM OOBEKTE), IIe BB HH NPHMEHSIMCL
OTH OTPANHYCIIAS MW TOSCHEIHA. HCOOXOMMO BEMOUATE OTCHLIKY

K COOTBETCTBYIONIEMY OMEPY MYHKTA ceprudukara GMP.
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EBpasmnitickmnii skoHOMMYeCcKuii coos

Ne GMP/EAEU/KZ/97-05-2024

2. UMIIOPT JJEKAPCTBEHHOM NPONYKUHUKA

2.1 | KoHTpo/k KauecTBa MMIOPTHPYEMOIT JCKAPCTBEHHOH NPOIYKIMHK
2.1.1. MUKpOGHOIOTrHYECKHE HCNBITANIA: CTEPIHITLHOCTD
2.1.2. Mukpobuonoruueckoe TeCTHpOBaHNE; MHKPOGHOA0rHYECKaA THCTOTA
2.1.3. Xumugeckue (pusHueckue) Uenbitanms
B 2.1.4. BHOOrHYECKHE UCHBITAHHA
2.2 | Ceprudwmkanus cepun uMNOpTHPYEMOii npoayKuMH ~
2.2.1. CrepunbHas npoxyKius:
2.2.1.1. [lpousroumas B aCeNTHUCCKHX YCIOBHAX
2.2.1.2. Tloasepraemas (UHUIIHON CTEPHIH3ALMHI
2.2.2. HectepusHas nponykius
2.2.3 brounoruyeckas NekapCTBEHHAA IPOIYKIIHA:
2.23.1. ITpoayKTst KpoBH
2.2.3.2. UmmyHonoriueckas npoayKums
2.2.3.3. TlpoxyKuus Ha OCHOBE COMATHUECKHX KIETOK (MPOTYKLWMS /11 TEPAIIHY COMATHYECKUMH KIIETKAMH)
2.2.3.4. TeHOTEpaneRTHIECKHE NPOAYKThI
2.2.3.5. BHOTEXHONOTHYECKAA NPOAYKLHA
2.2.3.6. llpoyKums, BbIACACHHAA H3 KUBOTHLIX HCTOUHIKOB I OprafoR (TKaxeil) uenopeka
2.2.3.7. TranennkeHepHas NPOAYKLNS (NPOLYKLMS TKAHEBOI WHKCHEPUH)
2.2.3.8. lpouas Guonorkueckas nekapcTBenHas NpOAY KUK
2.3 | Ilpouas NesTeNLHOCTL 1O UMIopTY (BBO3Y)

2.3.1. Inowanka Gu3ngeckoro uMNopTa (BB03a)

2.3.2. UMOopT npoMesKyTOYHOH NPOAYKILiN. leasepravigiics fansueiiueil obpadoTke

2.3.3. ITpouee

3. NIPOU3BOACTBEHHBIE OIEPALIM — PAPMALEBTUYECKUE CYBCTAHLIUU

DapmauesTHueckas cyberannus (cyberanuuu);

Sl

TTponseoncTeo papmanesTuyeckux cyGcTaLii METOAOM XMMHIECKOTO CHATE3a

3.1.1. TIpoH3BoACTEO MPOMEsKYTOTHLIX NPOAYKTOB (apMaLeBTHHECKOH CYBCTAHIIN

3.1.2. llpou3BONCTRO HEOUHMILIEHHOMH hapmaleBTHISCKON cyGcranuu

3.1.3 ConeoGpazoBaine (0UHCTKY): KPHUCTANIH3ALIA

3.1.4. Tlpouee

Tpou3BOACTRBO (hapMareRTHUECKHX cYBCTaHLNil METOIAMH BbIAGTERNS H3 NPUPOAHLIX HCTOUHHKOR

3.2.1. Beinenenne dapManeBTHUeCcKix cyOcTanumii M3 MCTOUHHKOB PACTUTENLHOTO [POMCXOKICHUS

3.2.2. BuijlenieHue hapMaleBTHYeCKHX cyBCTaHIMA U3 HCTOYHHKOB IKHBOTHOLO TP OHCKOMKIEHH

3.2.3. Buijenenue GapMauerTHICCKHX cyOcranunii u3 opranos (TKaHel) yenoseka

3.2.4. Boijtenienue hapManeBTHYECKX cYGCTHWII H3 HCTOUHIKOB MHHEPAILHOIO NPOUCXOKICHNS

3.2.5 Monudukaims BeLICTEHHOM hapMalleBTHIecKol cyOcTaHIyy (YKa3bIBaeTCs M3 MYyHKTOR 3.2.1-3.2.4)

3.2.6. Ouncrka BeIGENeHHON dapMalesTiueckoit cyGeranumm (YKashIBaeTCA HCTOUHMK H3 [YHKTOR 3.2. ] -3.2.4)

3.2.7. Ilpouee

3
o

[1poH3BOICTBO papMaNeBTHUCCKHX CYOCTAHIMI C HCIIONIB30BAHMEM GHOIOTHUCCRIX NpoIeccoB

3.3.1. depmenrtanus

3.3.2. TIpoHM3BONCTBO € HCMONB3OBAHHEM  KACTOUHbIX KYIbTYp (yxazare 1uil
HCTIONBL3YEMBIX KICTOK) (MO yKA3aHHEM THIA KIETOK [IOHMMAETCA MX TUTIOBAS CleUnpUIHOCTb, JTHHUA, LITAMM §
npouee)

3.3.3. Brigenenne (o4HcTKa)

3.3.4. Momndukanms

3.3.5. Mpouee

lpoussoacTeo cTepHiTbHBIX dbapmauestiueckux cyberanumii (pasaenst 3.1, 3.2, 3.3 nomxHbI OLITH 3a00MHEHI
TJIE NPUMEHHMO)
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EBpa3suniickuii SKOoHOMUYECKuii coto3

Ne GMP/EAEU/KZ/97-05-2024

3.4.1. ®apmauesTuIeckie cyOCTAHLMH, POM3BOANMBIE B ACENTUYECKHX YCIOBHAX
3.4.2. ®apmanesTHyeckue CyOCTAHLMH, TIO/BEPragMble (DUHHUIHON CTEpUNH3ANK
3apepinaronie crajH NPOH3BOJCTEA hapMaLICETHUCCKIN cyOcrannuit
3.5.1. Cramuu dusndeckoit 06pabOTKH: NpoceHBaHme
3.5.2. Tlepenunas ynakoska
3.5.3. Bropuunas ynakoska
3.5.4. Mpouee (ykasaTh 17Isi ONePALMI, He ONUCAKHBIX BbILIE) 1
3.6 | Kourposs xavectea
3.6.1. dusuveckue (XUMUYCCKHE) HCHbITAHNA
3.6.2. MukpoGHOI0rH9ecKHe HCTILITAHNS (BKITHOYAS HCIIBITAHUS HaA CTEPUALHOCTS)
3.6.3. MukpoBuOIOTHYECK e HCTILITAHNA (MCKIIIOUAN HCTILITAHUS Ha CTEPHUILHOCTS)
3.6.4. Buonoruyeckue HCbITaHAA

4. MPOYME ONNEPAUMU - DPAPMALEBTUUYECKHE CYBCTAHUUM

(V5]
wh

OrpansucHus 1M TOACHUTETBHBIC 3aMETKH, KACAIOILNECA 00/1aCTH MPUMEHEHUS CEPTHHKATA:

Kenxexanosa A. JK.
3amectutens [pencenarens
KomureTa MEAMUMHCKOTO 1
(bapMaLeBTHYCCKOrO KOHTPONS
MwuHucrepcTea 3npaBoOXpaHeHus

Pecnybnuku Kazaxcran
(9. 1.0, 00/3KHOCTR)

P4 L5 2oy

{12712 NOAHCANUS, JUL MEC.I 1T

[3 ’H',r’
c‘“’"u, "

{ (noanuce)

Fad ¥
L P i o

ENTATATATATACACATANE AT AT AT AT TS




