EBpasuiickuii skoHOMMUuecKuii coto3
CEPTUDOUKAT

COOTBETCTBMSI TPEROBAHMSIM ITPABIAJI
HAJUTEXAIEN [TPOU3BOJICTBEHHOM MTPAKTUKH
EBPA3UICKOrO SKOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/21-01-2023

(yueTHp1it HoMep ceprudukara)

Cpok neficteus ¢ 08 okta6ps 2022 r. o 07 oxktabps 2025 r.

Brijan o uroraM npoeenenus (apmaLeBTHIECKOH HHCIIEKLIMH B COOTBETCTRHH ¢ [Ipasunamu
[POBEJCHHS (PAPMALIEBTHYECKHUX HHCICKIMIL.
Komurer meuuunckoro u dapmaiestirgeckoro KOHTpOJNE MUHHCTEPCTBA 3/[pABOOXPAHEHHS
Pecnybnuku Kazaxcran
(MonHOE HAK COKPALICHHOS HANMEHOBAHKE YMOHOMOYEHHOr0 Opraqa)
NOATBEPKAET CNEeIYIOIEE:
NpoBeAcHa (hapMaUeBTHYCCKAS HHCTIEKIUS
Macleods Pharmaceuticals Limited (Phase-II. Phase-1II, Phase-1V )
Maxneodc @apmacviomuric Tumumed (Uex-1I, Hex-IIT, Iex-1V)

(nonxoe HauMEHOBAHKE NPOU3ROANTENS)

Plot NO.: 25-27, Survey No. 366, Premier Industrial Estate. Kachigam, Daman — 39621 0, India

(anpec NpoH3BOACTBEHHOH MUIOMWANKH)

Ha OCHOBaHHU:
- 3a#Bku or 11.05.2022 roma wa TIPOBE/ICHHE  MHCNEKIMH HAa COOTBETCTBHE TPeDOBAHMAM
HaJVIeKAINeH IPOU3BOACTBEHHON MPAKTHKH EBpazuiickoro skowomuueckoro corosa (1HOE OCHOBaHuUeE).
Ha octosanuu ceenenuii, nonyuennsix TIPH IIPOBEJICHUM (PAPMALEBTHUCCKON HHCIICKLINH, OC/ICTHSIS
M3 KOTOpeIX Obula mposemena ¢ 04 no 08 okrabpst 2022 roma, cuMTACTCS, YTO JAHHBINA
(apmauesTHueckuii  npousBoMTEND COOTBETCTBYET  TpeGoBanmmsam  llpaBun  Hamiexamei
NPOM3BOACTBEHHOM NPakTHKM EBpasuiicKoro sSKOHOMHUYECKOrO COIO3A.

Hacrosmmii ceprudukar orpaskaer CTaTyC NpOM3BOJACTBEHHOM IUIOMIANKH HA [aTy MNpOBEIeHHH
(apmaleBTHYECKOH HHCTICKLMU M MO HeTeueHdn 3 JIET C JaThl NPOBEACHUA 3TOH (apMalleBTHYeCKOM
WHCIEKIMH He JIOTKeH NPMHAMATBCA B KAYECTBE JIOKYMCHTA, CBHETENLCTBYIOIET0 O CTaTyce
CoOTBETCTBHS. CpPOK AHCTBHS CepTHOUKATA MOKET ObITH COKpAILCH UIIH PACILMPEH MPU MCHIONE30BAHHU
COOTBETCTBYIOIUMX NPHHLMIIOB YIIPABJICHHS PUCKAMH HPH HATHYMU COOTBETCTBYIONIEH 3anucH 06 3TOM B
nmoie ((OTPE:I,HI/['—ICHHH HIIH TIOACHUTE/ILHEBIE 3aMETKH, Kacarolmecsd obnactu [IPHMEHEHHUA HacTOALIEero
ceprHdUKaTay.

Ceprudmkar ssnsercs eficTBUTEIBHEIM B CJIyHac IpEJCTaBICHUA BCEX €ro CTPAHHL (Kak OCHOBHBIX
JTACTOR, TaK H JONONHUTEILHBIX JIMCTOB).
AYTEHTHHYHOCTS (IOTMHHOCTE) HACTOSINEro cepruduKaTa MOKHO NPOBEPHTE B Gase AaHHBIX

Komurera mempummackoro u  dapmauesTHYECKOrO  KOHTPOMS MuHHcTEepeTRA 3/1PABOOXpaHEeHUS
Pecnybnuku Kazaxcran,

Ecnmn  cepruduxar ne npencrasnen s yKasaHHoHM Gase JNaHHBIX, CiefyeT obpaTWThC B
YIOJTHOMOYEHHBIH OPTaH, ero BbiAaBIIHI.
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EBpasuiickmnii skoHoMUUECKUii coto3
Ne GMP/EAEU/KZ/21-01-2023

(Y4eTHBI HOMep cepTudukara)

.Hel{apCTBEHHBIC Cpeacrsea ajia MEAUILHHCKOTO NMPHMEHEHHA
Berepunapheic ekapcTBeHHBIE cpeicTRa
ODKCIEPUMEHTATBHEIE CPENCTBA

ITponsroncTBO M KOHTPONL KavecTsa
L. [IPOM3BOJICTBEHHLIE OIEPALIMH - JIEKAPCTBEHHAS IMMPOOYKLIMA
1. CrepunbHas npomykuus
[_— L. TIpoayKuus, NPHIOTORNCHHEAS ACENTHYCCKIM nyTem (onepaunn o6paboTK AT CICAYIOIIMX JICKAPCTREHHBIX (hopM):
KUAKKE JIEKAaPCTBEHHBIE (PopMbl BoNBIIOTO 06beMa

UAKHE JIEKAPCTEEHHBIE (OPMBI MATOro 00BeMa
JHUCTIEPCHE
NHOUIHM3ATEI

TBEPABIE JIEKAPCTEEHHEIE (JOPMBI H HMILTAHTATL]
MATKHE JIEKAPCTBEHHLIC (hOPMBI
NpoYas npoLyKIHs

(YKa3aTh BUA TPOAYKIIWA MM AEATENEHOCTH)

| 2 Tlpomykuus, moarepraomancs QUHAILIHON cTepunm3aLny (onepauuy 06padoTku ANg clenyIOUHX JIeKapcTBEHHbIX (hopMm):

HKUKHC JICKAPCTBEHHBIE (JOPMEI GONBLIOre 06beMa
KHIOKKUE TIEKapCTBEHHbIE HOPMEI MATIOTO 0GEEMa
TBEPJLIC ICKAPCTBEHHEIE (DOPMBI M MMITIAHTATLI
MSATKHE JICKAPCTREHHEIE (JOPMBI

Npo4as NpoLyKUHs, TeKAPCTECHHBIE (OPMBI

(YKa3aTh BUA NPOAYKIHH HIK anTeHLHOC‘I‘Hj
D3. Buuyckarontit KoHTpons KauecTsa
2. HecrepunsHas npoayKums

| L. Hecrepunsnan nponykius (oneparmu 06paoTku mus CNENYIOIUX TeKapCTBEHHLBIX (hopM):

| X |kancynsl B TBepo# 06onovke

Karncynsl B MATKOH oBono4ke

AEBATE/ILHEIE JIEKADCTREHHLIE (JOPMBI

MMIIPErHUPOBAHHEIE JICKAPCTBEHHEIC (OpMEI

KHIKHE JIGKAPCTBEHHbIE (JOPMBI LIS HAPYKHOTO MPUMEHEHHS
KUNKUE NCKAPCTBEHHBIE (JOPMBI A7TS BHYTPEHHCTO IPHMEHCHMUS
MEAMLUMHCKHE Ta3bl
NPOYHE TBEPABIC ICKAPCTBEHHBIE (DOPMEI
Npenapatel, HAXOAALINECS 10 AABICHUEM
FeHepaToph] PATHOHYKIHIOB

MATKHE JICKAPCTBEHHLIE (OpMBI

CBEYH (Cynnosuropun)

TabJIeTKH
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EePas A RESROMMS i colos

(yuernsiit Homep ceprudukata)

TPaHCEPMaNbHbIC TLIACTBIPH
YCTPOHCTBA 1% HHTPADYMUHAILHOTO (sHyTpHpYGLIOBOTO) BBEICHHS

Npoyas NpoayKLus;, JICKapCTBCHHBIC (l)OpMLi

(YKa3aTb BHA IIPOAYKUMH MIH NEATENBHOCTH)

2. Brunyckaromuii KOHTpoks kKauecTra

-

3. Bronoruyeckas JekapcTBeHHas TIPOYKIIUS
L. Bronormyeckas nexapersesnas MpoAyKUUA:

NPOJYKTE! KPOBU
HUMMYHONOTHYECKAS TTPO LY KIS

NIPOAYKTEI Ha OCHOBE COMATHYECKUX KICTOK

TEHOTEPANEBTHYECKHE TIPOYKTBI

TIPOAYKTHI TKAHCBOH WHKCHEPUH

OHOTEXHOTOTHYECKAS PO YKL

TPOAYKTBI, SKCTPArHPOBAHHLIC U3 KMBOTHEIX HCTOYHHKOB MM OPraloB (TKaHei) yenosexa

TpoYas OPOAYKIHS

\YKa3aTh BAXTIDOAYKLIAN AIA NCATENGEAGCT H]

2. Bemyckaloumii KoHTpoIs kauecTsa (mepeyens THOOB NPOIYKILHK):

o

TIPOJLYKTE] KPOBH
MMMYHONOTHYECKA TPOIYKIHS
NPOJIYKTBI HA O0CHOBE COMATHUYECKHX KIETOK
FEHOTEPANCETHYECKUE TIPOJYKThI
TIPOJIYKTEI TKAHEBOH HHKEHEPHH

BuoTexHoNOrHUeCKas NpoLyKIHs
TMPOLYKTEI, SKCTPATMPOBAHHEIC W3 KUBOTHBIX UCTOUHUKOB HIlM OPTaHOB (TkaHeii) yenonexa

npoyas Npo/IyKLHs

\YEA3aTh BHA TIPOAYKIHAN HITH ACATCILHOCTH]
4. TIpoyas npoayKuus WK IPON3BOCTBEHHAS JIEATEMBHOCTE
1. TIpoussoncTeo:

o

PACTHTENILHOH IIPOYKIUH
TOMEONaTHYCCKOH TPOAYKIIUK

[poYas NPOAYKINA

(YRa3aTE BAT TIPONYKIAN WITH ]ICH’IBJIBHOCTH)

2. Crepunusauns akTHBHBIX BELECTB, BCTOMOTATENBHBIX BELLECTE, TOTOBOM MPOJYKUHH:

bunsTpanms

CYX0KAPOBAs CTEPUIM3ALMS
CTEPHN3ALMA TApOM
XUMHYECKAS CTEPUITH3AIHA

CTEPHITH3ALHA raMMa-H3JIy4YeHHEeM
CTEPHIIM3ALHA DIEKTPOHHBIM H3ITYYEHHEM

3. pouee

(YKasars BUJ NPOLYKUHA MITH NESTENLHOCTH)

4. Ileprunas (BHYTpeHHAS) yiakoBka:

X |kamcynsl B TBepAOH 060m0uKe
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[ Kalcynb! B MArkoi oboJiouxe

ACBATCNLHEIS IEKAPCTBCHHBIE (JOPMBI

HMIPETHHPOBAHHLIE JIEKAPCTBEHHBIE (hOPMbI

HHUIKHE NCKAPCTBEHHBIE (JOPMEI AJist HAPYKHOTO TPHMEHEHHS
KHIKHC ICKAPCTBEHHAIC OPMBI JULS BHYTPEHIETO NPUMEHCIHA
MEHMIBHCKHE a3kt
[pOHE TBEPILIC NEKAPCTREHHBIE (OpMbI
[penaparsl, HAXOSIHECs 101 AaBICHHEM
TCHEPATOPbI PAAHOHYKIIUIOB

MAIKHE JIEK2PCTBEHHBIE GopMbI

CBCUM (CYNMOIMTOPHH)

TabIeTKH
TpaHCaePMabHLIE NIACTLIPH
| __|yeTpoiicTea Ans HHTpapyMHHAIEHOTO (BHyTpUpY6LOBOre) BREICHUS
1poYas NpoyKIMs

5. Bropuunas (moTpebuTensekan) ynakoska

6. Beimycxaromuii kouTpos katecrna

7. MHKpOOHOIOrHICCKOE TECTHPOBAHMUE: CTEPUILHOCTE
8. MuKpoGHOTOrHYCCKOE TeCTHPOBaHKE: HECTEPUIILHOCTE
9. Xumudeckoe (usmuccioe) TECTHPOBAHME

10. Buonoruueckoe ecTiposanue

1. KoHTposn kavuecrsa HMITOPTHPYEMO JIeKapCTBEHHOI PO AyKIHHM:
MHKPOOHOJIOTHYECKOE TECTHPOBAKE: CTEPUNBHOCTE
MHKPOOHOIOTHIECKOE TECTHPOBAHKE: HECTEPHABHOCT
XMMUYCCKOE {(Pusnueckoe) TecTHpoBatue
GuoIorHuecKoe TeCTHpPOBaHKE
2. Bemyckaomuii KoRTpons (cepTudurauns cepuit) UMITOPTHPYEMO TTPOJlyKLKH
Crepunsnas npomyiims:
NPOLYKUKA, NPUTOTOBNCHHAS ACENTHYCCKUM IyTeM
TPOAYKUHEA, NOABCPratoIaics GHHUIIHON CTepUIH3AIKU
Hectepunpnas npogyxums
Buonoruueckas nexapersennas TIPOAYKLIHS:

NPOAYKTBI KPOBH

HMMYHOJIOTHYECKAA MPOJLYKLIHS

NPOLYKTEl HA OCHOBE COMATHYECKUX KIIETOK

TEHOTEPANEBTHYCCKHE [IPOAYKThI
HPOAYKTB] TKAHCBOH HHIKEHEPUN

EBpasuiickunii skoHoMUYeCcKMii cor3
Ne GMP/EAEU/K7/21-01-2023

(yuerssIii BOMep cepruukara)

(YKa3aTb BUI MPONYKLMH UK ACATENEHOCTH)

IL. KOHTPOJIb KAYECTBA I1PH UMIIQOPTE JIEKAPCTBEHHOM IMTPOIYKILIUH
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EBpasuniickunii skoHommuyeckuii cotos
P Ne GMP/EAEU/KZ/21-01-2023
(yueTHBI# HOMED cepTH(uKaTa)

BHOTEXHONOrHYECKAs PO AYKIHS
UPOAYKTBL, SKCTPATMPOBAHHBIC U3 XKMBOTHAIX HCTOUHHKOB Ml OPTaHOR (Traneit)

IpoYas MPOLYKIAA

(yxasars BUA MPONYKUMH I ZIEATENBHOCTH)
| 3. [pouas sesTentHOCTs No uMnopty (rRO3Y):

MI0mMAnKa (pU3UUCCKOro UMIOpPTa (BBO34)

HMIIOPT LIPOMEXYTOUHOTO IPOAYKTA, NOABEPIAKILErocs JanbHeineil 0bpaboTie

npouee

(YKasaTh BUI NPOLYKUHH MM ACATENRHOCTH)

Orpanndenns win nosicHUTENbHbIE 3aMeTKH, Kacarounecs obnacTu npuMeneHms ceprudukara: -

Axmernunas JI.M,

H.o. lpeacenarens Komurera Mmequmunckor
apmanesTHICCKOTO KORTPOIS
Munucreperea sapasooxpanenus
Pecny6inku Kaszaxcran

(®.1.0., poaskHoCTH) (noanuce)
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