EBpasuiickuii SKOHOMMYECKUiA Coto3

PI'Y «Komurer megunmucioro u $apmanesTuueckoro KOHTpOJIs
Munuctepcersa SApaBooxpaneuus PecnyGmmiu Kasaxcramy

CEPTHOUKAT

COOTBETCTBMS HPOI/BBO)ICTBQ‘J]EKAPC TBEHHbIX CPEJICTB TPEBOBAHMSIM [MPABIUJI
HAILHEH(AL.HEH [IPOM3BOJICTBEHHOMI [IPAKTHKH
EBPA3SHHUCKOIro IKOHOMHYECKOT'O COI03A

N GMP/EAEU/KZ/100-05-2024
Cpoxk neficreus ¢ 12 anpens 2024 r. no 11 anpens 2027 r.

Boiian mo wroram HUPOBENCHUA  dapMaueBTHYeCKOM MHCTIEKIIMH B COOTBETCTRHU C [Mparunamu

HOOBCACHHS  (DapMALEBTHYECKHX MHCIEKIMEA,  yTBepKACHHbIME Pemenwem Cosera Erpasuiickoii
FROHOMUYECKON KOMUCCHHM oT 3 HOA0ps 2016 r. No 83.

Komurer MEIHIIHHCKOIO 1 gL‘aQM&L{EBTH‘l@CKOFO’ KOHTPO5

MHHHCTGQCTB& 30paBooxpancHus Pecny6imku Kazaxcran

HOATBEPIKAACT Craemyroee:
{IpOBe/IeHa (hapMalleRTHYecKas HHCTICKLIHS

Junssen-Cilag Menufacturing LLC
State Road 933 km 0.1 - Mamey Werd, Gurabo, Puerto Rico, 00778, USA

Ha OCHOBaHIHI:

- 3adaBnenus or 21.09.2023 roga na HPOBCACHIC MHCNIEKUNMH HA COOTBETCTRIIE TpedOBaHUAM HaIexaiy el
IMOU3ROACTBEHHON NpakTHKH Espasuiickoro skonomuicekoro COr03a (MHOe OCHOBaHe).

Ha ocuosaunn csencuuii, MONYHCHHBIX 1IPH 1poBeacHi GapMaleRTHYeCKoi MHCNEKUHE, NOCIeq s 13
KOTOphIX Oblna mposesena ¢ § no 12 anpens 2024 rona, YCTAHOBJIEHO, 9TO HaHHOE (apMalleRTHYECKOE
fIDOM3BOACTBO COOTBETCTBYET TPEBGOBAHMSM Ilpasun nannexameit Npou3BOACTBeHNOM npakTukyu EBpasniickoro
'ROHUMHYECKOr0 COI03a, DKBUBATEHTHEIX [Mpunnimam u Pykosonctsy Eeponeiickoro corosa MO HaJneskaei
{1DOM3BOJICTBEHHON APaKTHKE NeKapCTREHHBIX CPEACTB And MEOMUMHCKOrO 1 BETEPUHAPHOTO NpHMeHeHus i
otALnam CHeTeMs! coTpyaHHYecTa (apmauesTiueekmy nHenekumii (PIC/S).

Hacroaumii cepTidukar  orpaxaer CTATYC NIPGH3BOACTBEHHON IUIOWAMKM Ha Aary rnposencHus
PRPHALEBTHYCCKON HHCIEKINY 1 [0 UcTeueHuy donee 3 et oT naThi NPOBENIeHUS TIOCEHEro AHS TIOCICIHEro
iik—!CﬂEKTHpOB&HHH HE MOXKET cuuTarncs HOKYMEHTOM, CBI‘L[[GTEHI:.CTBYIOH_[HM e} cTatyce COOTBETCTBUS. CpOK
ACHCTBHA ceprudukaTa MOKeT GbiTs COKpalleH NPY HCHOMbIOBAHHMI COOTBETCTBYIONX PUHIATIOR YNpABACHs
PUCKAMH TIPH HANMYUH COOTRETCTRYIOWEH sanicn B none «OrpaHuvenns umi noscHETENDibE 3aMETKH,
facarownecs obnacTu npuMeReHKs HacToswero ceprudkaray.

Cepridukar apnsercs geHcTBITA L L B Cliyyae NpeaAcTaBNeHHs BCEX ero THCTOR (Kax ocHOBHBIX NTHCTOB.
T&K 1 JIONONHUTENLHBIX THCTOR).

AyTeHTHuHOCTH (NOMUTMHHOCTS) HacTosmero ceprudukara MoxkHo MPOBEPUTE B Oase manmbix KomuTera
MEAMUMHCKOro 1 (apMalleBTUIeCKOro KOHTposs Muniicrepersa 3ApaBooxpanenus PecrryGnuku Kasaxcran,

Ecnu ceprudurar we npencrarnen » YRa3anuoH Oase NawHbIX, ceyer OOPATHTLCS B YNOMHOMOUCHHDI
ODI'AK, €ro BelAABLIMKIL,

CIPAHATAaT 3 s




EBpasuiickuii 3KOHOMMYECKNA coto3

Noe GMP/EAEU/KZ/100-05-2024
X | Jlekaperrennpie CPEACTBA JUI MEIULIMHCKOTO NP 4MEHeHUs

I

S

Jlexkapcreenusre TTPEMAPATLI ANIS KNHHHYCCKUX HCCHCI0RAHMIT (McHbITaHHi) I
Koz Haunvenosanue -
N | |

1. IPOM3BOACTBEHHBIE ONEPALMM - IEKAPCTBEHHAS MPOAYKIIHS :

L.1 | Crepunpnas IPOAYKITHS
1.1.1 Opowssonumas ACENTUYECKUM nyTeM (oncpailiu cbpadorkn nns CHENYIOLIHX JICKAPCTREHH bIX popm):

L1.1.1. Xunxue JEKAPCTBEHHBIC (JOPMBI BONBILIOrO 00 bema

1.1.1.2, Kunkwe JICKAPCTBCHHBIE POPMEL MANOro 00beMa 4
F_—_HL___ Fll
1.1.1.3. ucnepeun

1.1.1.4. Jlnodunmnzatsr

L.1.1.5. Teepusie jiekapcTeennpic $OpMBI 11 myuInanTaTH | [ #7 ¢
1.1.1.6. Msrkue JCKAPCTREHHBIE (OpPMDbI ;
1.1.1.7. Tpouas NPOIYKIUHS, NPOM3BOLMMAN B ACENTHUCCKIX YCNOBHSAX ] &}
1.1.2. Monsepraemas rnHInO crepunusaly (onepaunu obpabotku na CNenyIoMHX NeKapCTBEHHbBIX (hopm): ]
1.1.2.1. uaxne JICKAPCTBEHHbBIE HOPMbI §0/IbIIONO 00beMa ]

| 1.1.2.2. Kunxue IEKAPCTBEHHEIE (OPMBI MANOro 6ObeMa g
1.1.2.3. Tepapie JICKAPCTREHHbIE POPMBI H UMIIIAHTATHI b
1.1.2.4. Msrkue nlekapeTeentsie popmel

1.1.2.5. Tlpoyas TIPOIYKLHA, MoaBepraeMan (huHHIIHOI CTEPUWIIH3ALHH

L.1.3. Bouryekarommir KOHTPOTE KauecTra (BBINYCK cepun) s
1.2 | Hecrepunbias nponyiums 1%

1.2.1. Hecrepunruas NPOAYKLUS (TeXHONOrHIeCK e OICPALHH U NONYYCHUS CAERYIOMMX NEKAPCTBEHHBIX (hopm):
1.2.1.1. Kancyas! B TREpIO# obonouke
1.2.1.2. Kancyne! B msarkoi 0bos0uKe

] 1.2.1.3. XKemaTenbusre JIEKAPCTBEHHbIE hOpMbI l fox
1.2.1.4. UImMnpernuposanusie JIEKAPCTBEHHBIC (POPMBI 2 &)
WMW%M’W\g 3, &
1.2.1.6. Kunxue JIEKAPCTBEHHEIC (hopMEL 115t BHYTPEHHETO MPHMEHEHHS >
1.2.1.7. memunmnckue raso [ 7 ¢
I 1.2.1.8. Ipoune TBEPABIE IEKAPCTBEHHbIE BOPMEI
1.2.1.9. [penaparer, waxonsumecs N0 AaBNCHHEM .
1.2.1.10. Pagronykmuaunie reHepaTophl
L.1.1.11. Markne JIEKapCTBeHHbIe (hOpMEI
1.2.1.12. Creun (cynmosuropin)
X 1.2.1.13. Tabnerkn o«
] 1.2.1.14. Tpaucaepmannuple NIaACTHIpH _1IwE]
N 1.2.1.15. Yetpoiictea ang MHITPAPYMUHATLHOTO ( BHYTPUPYOLOROTO) BEE A€ HMN o
1.2.1.16. Ilpoyas HECTEPUILHAS NpOIyKIMA o
X 1.2.2. Buinyexarommis KOHTpOJIL KavecTra (cepTuturanng CepHH) 1N
1.3 | Buonoruyeckas JIEKAPCTBEHHAS NPOY KIS | 1l
1.3.1. Buonorunyeckas JIEKAPCTBEHHAS ITPO Y KLIM:
1.3.1.1. ITpomykTsr kporm

1.3.1.2. Mmmynonorneckas nposyus 1re |

1.3.1.3. Tpomykimsa na ocnose COMATUHCCKUX KNCTOK (POAYKUHS [T TEpanuy COMaTHYECKHUMHU KaeTkamu) | ||#
1.3.1.4. T'enoTepanesTuyeckas NpoAyKIUS W
1.3.1.5. Buotexnonoruyeckas NpOAYKLHS 1re
i 1.3.1.6. MTpoaykuus, Beiaenennan 13 AHBOTHAIX MCTOYHHKOR HIH OPraHos (TkaHei) yenoneka
1.3.1.7. Tranentxenepuas NPOLYKLHA (TPOAVKIMA TKAHEBO WHKEHEPHH) JJ
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EBpasuiickuii SKOHOMMYEecKUii colos
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1.3.2. Brimyckaromuii KOHTpOnL (ceprudmkanms ceprin) (epevers suxos NPOIYKIHH);

1.3.2.1. MponykTe! KpoBH
1.3:2.2. Hmmynonoruueckas TPOAYKLINA

1.3.2.3. Tpoaykrer Ha OCHOBE COMATHHYECKHX KIeTOK (nponyxums mms e
13341 CHOTEPAIeRBTHYECKAA 1IPOLYKIINE
1.3.2.5. Buotexsonoruyeckas OPOSY KIS

1.3.2.6. Ipoaykuns, BBINCNCHHAS H3 KHBOTHLIX HCTOYHAKOR MM OpraHo. (Tkaneit) yeiopeka &
k327 Txanenmxenepnas NPOIYKLULS (IPONYKUMS TKAHEROI HHXCHEDHH) €
1.3.2.8. Tlpouas Guonornueckas JICKAPCTECHHASA MPOAYKLHS 1 O
1.4 | Ipovas JCKAPCTBEHHAS NPOAYKIMS HAH TPOM3BONCTBEHHASN NeATENbHOCTS e
| 1.4.1. ITponssonctro:
1.4.1.1. Pactirensuas A IPOSYKLMA
fﬁ 1.4.1.2. 'omeonatmueckoi HPOAYKIIMH
C 1 1413, [Tpoyas npomyxuus
‘f 1.4.2. Crepumasanms dapmanesTHueckyy cylcranupmii, BCMOMOraTeNbHLIX BELECTB, FOTOBOM TPONYKIHA:

) 1.4.2.1. Ounstpanus ;
] 1.4.2.2. Cyxowaposas crepummsamiz !
F 1423, Crepumusanus napom G
—— 2. L TCPUITM3ALUA TIapon 1R

1.4.2 4. Xumuueckas CTepHnH3aums

% 1.4.2.5. Crepunmsanus raMMa-H3llyYcHHEM <!
T e e = CTHEMDNE e e {6 C
1.4.2.6. Crepunmzanus SACKTPOHHBIM H3TYYeHHEM -

1.4.3. TIpoyee

PAIHH COMaTHYECKHX KIETOK)

—i

] Kancynsi B TBEpn0ii 060m01Ke

[.5.1.2. Kancynst B Markoit obonouxe T
i S iy
. 1.5.1.3. ¥eratennnnie JICKapCTBeHIibie GopMbLI | ¢

|

’ -

[ o 1.5.1.4. Mmniperuuposannsie NICKAPCTBEHHbBIR (hopMBI
|

1.5.1.5. Wunxne nexapcreennnie Gopmb 1t HapysxHOrQ NPHMeHeH s
1.5.L.6. Wumkue JCKAPCTBCHHbIC (POPMBI LISl BHYTPEHHErO MPUMEHEeHns

1.5.1.7. Memumrcicne razes

[.5.1.8. Mpoune TBEPILIC NEKAPCTBEHHBIE (HOPMBI : g .
1.5.1.9. penapatsr, HAXOMAWMECS 1101 JARNEHIHEM ‘

1.5.1.10. Papmonyxamanmie TEHCPATOPEI

0 11_5_,1_11. Misirkue TE€KAPCTECHHBIC (JOpPMBI KX
| 1_5,IWWE-
| % (5.1.13. Tabnewmon
|

I i 1.5.1.14. Tpaucnepmansunie TUIACTLIPH :
i_ N 1.5.1.15. ITpouas HECTCpUNBHAS NICKAPCTBEHHAS NpoayKuus &
. 1.5.2. Bropuunas (motpedurennckas) YNaKOBKa | | P
| 1.6 KouTposns xauecrra iI€<:
r _ 1 L.6.1. MukpoBuonoruueckne MCTIBITAHMS; CTEPHIILHOCTE
X 1162 Mukpobuonoruueckoe TCCTHPOBaHHE: MHKPOOMONOTHYCCKas THCTOTA >
A 1.6.3. Xumyueckue (pusmaeckite) nerprramig i<,
[.6.4. Brosiornueckue wennrranms IS\

B ernomennn 0Bmx OTPAUANEHUH WM HOsCHeH, OTHOCHIIURCH K JIAHHBIM  TIDOH3BO/ICTREH HBINM OIEPalUAM (38 WCKINIOUEHUeM
< IMIACR, KOTNA NOACHCHHG SBIACTCH 00mMM KOMMCHTAPHCM K 1Iponcccam lia ponsBoicTBenOM 06beKre), 1Me 65 1K HPHMCIHSLIHCE

MTH OTDUIINCIING W TOSICHEH S, COGXOIHMO BKIIOYATS, OTCLLIKY K COOTRCTCTRYIONICMY HOMEPY OYIKTa cepTH(pukaTa GMP, '
4] ,,._._Lhi_ﬁ_g_ﬁ__w .
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EBpasuiicKkmii aKoHOMUYECKUiA coto3

Ne GMP/EAEU/KZ/100-05-2024

2. UMIOPT JJEKAPCTBEHHOMW NPOAYKLIUH

KOHTpo/IL KadecTra HMIOPTHPYEMOH NeKapCTBeHHO NPOAYKLHH

2.1.1. MHKpOOHOIOrHeCKHE HCIILITAHNS! CTEPHIILHOCTD

2.1.2. Mukpofuosnorudeckoe TeCTUpOBaHite: MHKPOOHONOTHIECKas YHCTOTA

2.1.3. Xumpueckue (huznueckue) HensITanms

2.1.4. Buonoruyeckue HCTLITAHHS

2.2

Ceprudukauus cepuy HMIIOPTHPYEMOIT POy KIMH

2.2.1. CTepunsHas npoayKIus:

2.2.1.1. llpouseoaumas B aCeNTHUECKHX YCITOBHAX

2.2.1.2. Tlopeepraemas Guuumnoi crepummsanim

2.2.2. HecTepunpHas NpoayKiys

2.2.3 Buosioruyeckas 1eKapcTREHHAS NPOyKIHA:

2.2.3.1. [IpomykTsl KpoRH

2.2.3.2. IMMyHOIOTHYECKAS PO KLHA

2.2.3.3. TlpoayKuus Ha OCHOBE COMATHUECKHX KICTOK ( OPOAYKUNA IJIA TEPAlHH COMATHYECKUMH KIIETKAMU)

2.2.3.4. I'enoTepaneBTHECKHE NPOIYKThI

2.2.3.5. bHOTeXHONOrHYECKas NPoAy KLU

2.2.3.6. [IponyKIus, BBLIC/ACHHAS 3 KIBOTHBIX HCTOUHMKOR MK OpragoB (TkaHel) yenopeka

2.2.3.7. TraHeUHKeHEPHAA IPOAYKUMS (NPOIYKLMI TKAHEBOH MHKEHEPHH)

2.2.3.8. [Ipoyas GuoIOrHYCUKan IeKapCTECHHA NPOAYKIMs

lpoyas zesrenbHOCTB O HMIIOPTY (BBO3Y)

2.3.1. Tlnowanka ¢pusHueckoro umMnopra (Bo3a)

2.3.2. IMOOPT NpOMEsky TOMHOMN MPOAYKUHMH. NOABEPralLICHCa JaTbHeleH oOpadoTke

2.3.3. llpouee

3. NIPOU3BOACTBEHHBIE ONEPALHY - DPAPMALEBTUUECKUE CYBCTAHIIUHA

PapmauesTuaeckas cybeTanuus (cybeTanmum):

3.1

TTpou3BoACTBO BhapMaleBTHYSCKUX CyBCTANIIHI METOIOM XMMUECKOI0 CHHTE3a

2

1. 1. JTponseoncTBO MPOMEKYTOUHBIX NPOAYKTOR (apmvanesTudeckol cySeTaHIAN

1.2, TIpon3BoACTBO HEOUMIEHHOH (apMalleRTHIeCKON CyBCTaHWIM

-1.3 ConreoGpazoanie (04HCTKA): KpMCTANNHIALNA

AFE VY RUS]

.1.4. lpouee

[IpousBoacTBO hapmMauerTHICCKUX CyBCTaHLHIT METOAMH BLUIENEHUA U3 NPUPOAHBIX HCTOYHUKOB

3.2.1. Brireneriue dpapmauepTHacckix cySeTanUmil U3 HCTOYHUKOB PACTHTENBHOIO pOHCXOMKICHHUS

3.2.2. Bruaenenue GpapMaleBTHUECKUX cyBCTAHIMI 13 HCTOMHMKOB IKHBOTHOTO TIPOHCXOKIEHUS

3.2.3. Burenienne GapmauesTiicckux cyOcranimii u3 opranos (Tkakei) Yenopeka

3.2.4. Beijtenenue dhapmaneBTHUECKHX cyBCTAHUMIT U3 HCTOUHHKOB MHWHEPATLHOI0 NPOHCXOXICHUS

3.2.5 MonmuuKalys BelieneRHOM GapMaueBTHIECKOH CyOCTaHIMN (yKa3bIBASTCA 13 IYHKTOB 3.2.1-3.2.4)

3.2.6. OvncTKa BBIACTEHHOM (hapMaLIeBTHICCKOH cyOCTaHUUH (YKa3bIBAETCH MCTOTHUK M3 IYHKTOE 3.2. 1 -3.2.4)

3.2.7. Ilpouee

I1pon3BocTBO hapMaueBTHUECKHX CyOCTaHUil ¢ HCMOIb30BAHHEM GHONTOIHYECKIX IpPOLECCOB

3.3.1. QepmenTauns

3.3.2. TIpOM3BOACTBO C HCIOJLIOBAHICM  KICTOUHBIX KYIbTYp (ykasate THI
HCNIOL3YEMBIX KHETOK) (MO YKA3aHHEM THNA KICTOK MOHUMALTCH UX THIIOBAS CeUMGUIHOCTD, TUHUSA, WTAMM 1
npouee)

3.3.3. Beiaenenwue (ouncrka)

3.3.4. Momndukanus

3.3.5. Mpouee
=

[IpomsBoactso crepumbhbix hapmauesrtuycckux cybeTarimii (pasaenst 3.1, 3.2, 3.3 MOMKHBI GbITh 3aMONHEHb!
rJe IPUMEHUMO)

(“frrmumrm 4135




EBpasuiickuii skoHOMMuecKuii colo3

Ne GMP/EAEU/KZ/100-05-2024

3.4.1. dapmauenTHyeckue CyBeTanmii, IPOU3BOIHMBIC B ACENTHYECKIX YCIIOBHAX

1]

3.4.2. apmauesTuyeckue cyOcranimy, oABepraevple PUHULIHON CTepHIU3aIT

3aBepuIAoLIIe CTaNiy NPOH3BOaCTEA tapmaueBTHYecKUX cyGCTanII

=
w
| tn

3.5.1. Cragnu usuueckoii 06paGoTen: MpoceuBanme

3.5.2. TTepBuunas ynakoska

| 3.5.3. Bropuunas ynaxoeka

3.6 | KoHtposne xauecrpa

S

3.6.1. Pusnueckue (XUMHYECKHE) HCMpITaH A

3.5.4. Tlpoyee (ykazats s oneparii, He onmeanmbix BBILLE)

3.6.2. MMKpPOGHONOTHYeCKHe HeMbITaH s (BKIIOMASA HCTIBITAHMA Ha CTEPHILHOCTE)

3.6.3. Mukpofuosoruueckue ucnpltanns (MCKMOYas MCnbITaHns Ha CTEPHIILHOCTE )

3.6.4. BuoToTHYecKite HCbITaums

4. NIPOYME OMNEPALIMH - DPAPMAUEBTUYECKHUE CYBCTAHUHM

!
i

K

Urpannyenns uim nescHuTe TbHbe 3AMETKH, KACAoWKMeca 00nacTH NPUMEHEe s ceprudukara:

Kemmexanosa AK.
3amecturens [pencenarens
KoMHTeTa MeqULHHCKOrO |
{APMALIEBTHYECKOTO KOHTPOIIS
Munucrepersa 3/1paBooOXpaHeHus

Pecnybanku Kasaxcran
(®.ILO., nomxnocTs)

75 05 202Y

(aava nopnmeanms, 1. Mee.rt)

i / (noanues)

Crpaniia. S uz s
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