EBpasmiickuii 3KoHOMUYECKUii coto3
CEPTHOUKAT

COOTBETCTBUSI TPEBOBAHMSM [TPABIJ
HAJUTEXAIIEH IIPOM3BOCTBEHHOM ITPAKTUKU
EBPA3MICKOrO SKOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/23-01-2023

(yueTuetit Homep ceprudurara)

Cpoxk pedictBus ¢ 14 oxrsdps 2022 r. no 13 okrabps 2025 r.

Beian no uroram nposeaenus GpapMalueBTHYECKOH HHCIICKLIMKM B COOTRETCTBHM C Ilpasunamu
npoBefieHks papMaLeBTUUECKMX MHCIIEKIUH,

Komurer MEIHUIHHCKOr0 1 gigapmageBTH‘{ec:Koro KOHTPOJ1A MHHMCTE[!CTB& 3APaABOOXPAHEHUSL

Pecny6nuku Kazaxcran
(nonmoc K COKPAIICHHOE HANMCHOBAHME YIIONHOMOYCHHOTO opraua)
NOATBEPAKIACT CIEAYIONEE:
nposeneHa GpapMaleBTHIECKas HHCIIEKLIUS

Macleods Pharmaceuticals Limited
Marneooc @apmacsromurnc Jumumed

(nomHOE HAMMEHOBAHKE NPOU3BOJMTEIS)

Block N-1, Village Theda, Post Office Lodhimajra, Tehsil Baddi. Distt. Solan, Himachal Pradesh —

(anpec NpoM3BOACTBEHHOMN MTOMAKM)

Ha OCHOBAHMH;
- sassku oT 11.05.2022 roma ma npoBeneHHE WHCNEKLMM HA COOTBETCTBME TpeboBaHHAM
Hajulexalel Npon3BOACTBEHHOM NpakTHKH EBpasHiickoro 9KOHOMHYECKOro Col03a (MHOE OcHOBaHUE).
Ha ocHoBanuu cBeeHuMid, noryueHHbIX TP NIPOBEJSHHH (hapMaIeBTHYECKOM HHCTIEKIMHY, IOCHIEHSS
M3 KOTOpbIX Oblla mnpoeegeHa ¢ 13 mo 14 okTsibps 2022 ropa, cuMTaeTcA, UTO AAHHBINA
(hapmaleBTHUECKMH  NPOM3BOMMTEb cootBercTByeT  TpeboBaHusam  [lpaBun  Haanexamiei
TIPOM3BOACTBEHHOMN npakTHkd EBpazniickoro sKOHOMHMYECKOro coraa.

Hacrosmuii ceprudukar oTpaxkaer craryc NpOM3BOACTBEHHOM TMIOMAAKU Ha JaTry MpOBeIeHUs
(hpapmaLeBTHYECKOH HHCIEKIMHM M 10 MCTEYEHUM 3 JIET C [aThl MPOBEAEHHS 3TOH (hapmaneBTHIECKOH
MHCOEKIMH HE NO/DKEH TIPUHMMATBCS B KAYCCTBE JOKYMEHTa, CBHIETENLCTBYIOLIETO O CTATYCE
cooTeetcTBuA. Cpok AeHcTBus cepTHhHKaTa MOXKeT GbITh COKPAICH WIIH PACIIHPEH MPH UCTIONB30BAHUH
COOTBETCTBYIOLIMX NMPUHIKIIOB YIIPABICHNA PHCKAMHU NPH HAJIHYMH COOTBETCTBYIOIIEH 3alMCH 00 3TOM B

noste «OrpaHudeHns WM MOACHUTENbHbIE 3aMETKH, KAacalONIMECs 0OTACTH NPUMEHEHUS HACTOSIIEro
ceprudukaTay.

Cep’I‘Hd]HKaT SIBJIAETCH OEHCTBUTEILHBIM B Cllydae npeacraBlicHUA BCeX ero CTPaHHLY (KaK OCHOBHBIX
JIMCTOB, TaK U JONOIHHTENBHLIX J'l]f[CTOB).
AYTEHTHYHOCTE (TOJUTMHHOCTB) HACTOAIIETO CePTHHUKATA MOXKHO NIPOBEPHTH B Haze JAHHBIX

Komurera Menmuiuckoro M (GapMaleBTHYECKOro KOHTPOJIS MHUHHCTEPCTBA  3APABOOXPAHCHUS
Pecnyonuxu Kazaxcran.

Ecim  ceprudukar He mpencraBineH B yKasaHHOW 0ase JAHHEIX, CIGLAYET obpaTuThcs B
YIOJIHOMOYEHHBIH OPraH, ero BblJaBIIHH.
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Espa3suiickuii 3KOHOMMUUYECKMIA COK03
Ne GMP/EAEU/KZ/23-01-2023

(yueTHsilit HOMep cepTH(uKATA)

Jlexapcrrennbie cpecTBa N MEAHUMHCKOTO TTPHMEHEHMS
BeTepuHapHbIe IGKaPCTRCHHBIE CPEICTRA

OKCIEPUMEHTANLHBIE CPeACTBA

ITpou3BOACTBO M KOHTPOIL KAYecTBa
L. IPOU3BOICTBEHHBIE OIIEPALIMU - TEKAPCTBEHHAS ITPOYKLIMSI
1. CTeprIbHAsL HPOLYKIHS

| 1. TIpoyKiis, IPHrOTOB/IEHHA ACEMTHHECKUM MyTeM (oneparin 06paGoTKH A CICAYIOUIH NeKapcTBEHHEBIX GopMm):

HMHAKHE CKapCTBeHHBIC (PopMBbI Gonbuioro oObema
JKUJKHE NIEKAPCTBEHHEBIE (JOPMBI MAJIOr0 0OheMa
NHCNepcuu

JIMOQHIN3ATEI

TBEP/IBIE JIEKAPCTBEHHEIE (JOPMEI M MMITTAHTATH
MATKHE JIEKAPCTBEHHETE (hOpMBI
IpoYas NpoLyKLIHs

(yxasaTe B IPOJYKUMH HITH ACATENLHOCTH)

2.Ilponyxuns, noasepraomascs GUHHIIHON cTepumsanuy (onepalnu 06paboTk 1s CICAYIOIMHUX JIEKAPCTBEHHBIX (opm):

JKMAKHE MekapeTeennsle hopmbl Gonbinoro obbema
JKUAKHE TEKAPCTBEHHBIE (POPMBI Manoro o6bema
TBEPALIE NekapCTREHHEIE OPMBI U HMITAHTATE
MSATKHE JIEKAPCTBEHHBIC opMbl

npoYas NpOAYKLHS, JICKAPCTBEHHbIE POPMBI

(yxasaTe BHI NPOAYKLMH HIH ISATCABHOCTH)
|:|3. Briycxatouinit KOHTpoIL KauecTra

2. HecTepunkHas npoaykius
| 1. Hecrepunenas npoayxims (onepaunn oGpaBoTKn A ey X JIeKapcTBEHHBIX opm):

X |Kancynsl B TBEpo# 0Gonotke
KaflCyibl B MATKOH 0G0n04Ke

JKEBATENBLHBIE NEKAPCTBEHHBIE (OPMBI

HMIOPErHHpPOBaHHBIC JICKAPCTRCHHLIE q)OprI

HKHIKKME NeKapCTBCHHBIE (POPMBI I HAPYIKHOTO TPHMEHEHHS
HKUIKAE NeKAPCTBEHHBIE POPMBI /TS BHYTPEHHETO IPUMEHEHMUS
MCIHUHHCKHAE a3kl

NPOYHE TBEPJIBIE JIEKapCTBEHHEIE (JOPMEI

IIpe€naparsl, HaAX0AAUIHeCH MO JaB/IeHHEM

TCHEPATOPBI PANHOHYKIMAOB

MSATKHE NeKapPCTBEHHEIE (POPMBI

CBCUH (CYNMO3UTOPUH)

TabneTku
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EBpasuniickuii SKOHOMMYECKUIA COMO
P Ne §MP/EAEU/KZ/23-0|-2023 g

(yuerHbIH HOMep cepTudukara)

TPaHCASPMATEHEIE MIACTHIPH
YCTPOJHCTBA TSl HHTPAPYMHHANEHOTO (BHYTPUPYGOLOBOro) BECACHMS

Npou4as NPOAYKIMS, JEeKapCTBEHHBIE POPMBI

(yKkasaTh B MPOAYKLMK MIH JEATENbHOCTH)
2. Belnyckaiomui KOHTpOIb KauecTsa
3. Buonoruyeckas nexapcTBeHHas TPOAYKIHA
1. Buojoruyeckas NekapcTBeHHas POy KIH:

HOPOIYKTEL KPOBH

HUMMYHOTIOTHYECKAs IPOLAYKIUS

MPOJIYKTHI HA OCHOBE COMATHYECKUX KIIETOK

[EHOTEPANEBTHYECKHE IIPOAYKTLI

OPOLYKThI TKAHEROH MHKEHEPUN

OHOTEXHONOTHYCCKAs POy KM

[PORYKTEL, SKCTPArHPOBAHHEIE M3 KHBOTHBIX UCTOYHNKOB HIIK OPTaHOB (TKaHEH) yenopexa

npoyas NpoayKLKs npobHOTHKE
(YRa3aTh BUA IPOAYKOAA AITA IEATCIIEROCTH)

2. Boinyckaioummii KoHTpoIh Ka4yecTBa (epeueHE THIOR TIPOAYKIMH):

MPOLYKTEI KPOBH

HMMYHOJIOTHYECKas: TPOAYKIHUS

MPOIYKThL HA OCHOBE COMATHYECKUX KIIETOK
TEHOTEPANCBTHYECKHE NPOLYKTHI
TPOAYKTEI TKAHEBO MHMKEHEPUH

OHOTEXHOIOTHYECKAs MPOaYKLIHA
NPOAYKTBI, 9KCTPardipoOBaHHBIC U3 JXHBOTHBIX HCTOUHUKOB MU OpraHoB (TK&H{:ﬁ) HENOBCKA

npovad NpoayKiuns

(YKa3aTb BAA NPOJYKIAH ATH JICATCIIGHOCTH]

4. lpoyas NpOOYyKLMs WK NPOU3BOACTBEHHAH JEATENBHOCTh

I 1. llpousronerso:
PACTHTENLHOM MPONYKLMKH

rOMEOoNaTHYECKO’ NMpOAYKIHK

TpoYas NPOLYKLKL
T (YKaTE BAN NpONYRIAA A IEATENEROST)

| 2. CTCpHHHZaHHH AKTUBHBIX BCILICCTB, BCIIOMOTaTENBHLIX BEILECTB, TOTOBOMH TIPOOYKIIHH:

(unrTpanms

CYXO0KApOBas CTEPHIN3ALMS
CTCPHIIM3ALMA NAPOM
XHMHUYECKas CTEPUIM3aLlus

CTEPUIU3AUMSA TAMMA-U3IYYCHUEM
CTEPHUIU3ALMSA JJICKTPOHHBIM H3IyUCHHEM

3. Ilpouce

(yKasarh B MPONYKLMH HIlM AEATENLHOCTH)

4. Ilepeuunas (BHYTPEHHSS) YIIAKOBKA:

X |kancynsl B TBepAoi oGonouke
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EBPa3sMiiCKMi1 SKOHOMMUECKUIA coto3
No GMP/EAEU/KZ7/23-01-2023

(yseTHbH HOMED ceprudukara)

KancyJisl B MATKO# ofonouke

JKEBATENBHLIE NEKAPCTBEHHEIC (JOPMBEI

MMIPETHHPOBAHHLIC ICKAPCTBEHHLIE (POPMEI

KUJKAC NICKAPCTBCHHBIS l‘bOpMBl ans Hapyﬂcﬂom IIPHMCHCHHAA

HKUIKHUC NIEKAPCTBCHHBIE (GOPMBI I8 BHYTPCHHETO IPUMEHEHHS
MCIALIHHECKHE ra3bl

NPOYHE TBEP/IbIE JEKAPCTBEHHbIE (JOPMBI

NpENapaTel, HAXOAAIHUECS MO/ JABICHHEM

TEHEPATOPLI PAAHOHYKITHIOB

MATKKE JIEKaPCTBEHHEIE (JOPMBI

| |eBeun (cynnosutopuu)

Tabnerku

TpanCcaACpMalbHBIC NnacTeipu

YCTPOHCTRA /I MHTPAPYMUHATBHOTO (BHYTPUPYBLOBOTO) BREACHHS

npoyas NpoIyKIHs

(YKa3aTh BH/L IPOAYKIMI HIH ACATEN5HOCTH)
5. Bropuunas (notpebutensckas) yrnakoska

6. Beinyckarouuii KOHTPO/b Ka4ecTBa

7. MUKpOOGHONOrHIECKOE TECTHPOBALHE: CTEPHIILHOCTE
8. MuKpOBHONOrHECKOE TECTHPOBAHKE: HECTEPHIBHOCTS
9. Xumuveckoe (uanueckoe) TecTuposanne

10. Buonoruteckoe TeCTHPORAHHE
II. KOHTPOJIb KAYECTBA [1PU MIMITOPTE JIEKAPCTBEHHOM ITPOAYKLIAA

1. Koutpons kadecTsa uMIopTHpYeMOil TEKapCTBEHHOH NIPOAYKIIMK:

MHKPOOHOIOrHHECKOE TECTHPOBAHME: CTEPHILHOCTE
MHUKPOGHOIOTHYSCKOE TECTHPOBAHME: HECTEPHIBHOCT

xuMudeckoe (PU3HIECKOR) TECTHPOBAHHE

GHONOTHYECKOE TECTUPOBANME

2. Brimyckarontuii koHTpons (cepTr(uKkaims cepnii) HMIOPTHPYEMOH NPOAYKLHK
CrepunbHas mpoayKius:

NPOaYKIUS, IPHUTIOTOBICHHAA ACESNTHUCCKHUM myTeM

NPOAYKLHA, N0ABEPraiomancs (GUHUILHOMA CTepHIH3AINH

Hectepunsnas npoaykuus

Buonoruueckas JICKapCTBCHHAA NPOAYKIHSA

NPOAYKTH KPOBH
MMMYHONOTHYECKAs IIPOLYKIHS
NPOAYKTEl HA OCHOBE COMATHYECKUX KIIETOK

FCHOTePANECBTHYECKHE TPOAYKTEI
MPOAYKTEI TKAHEBOH HHXEHEPHU
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EoPa3 S ORI ISy coros
(y4eTHblH HOMED ceprudrkara)

GHOTEXHOMOTHYECKAS IPOAYKIHA
TPOAYKTEL JKCTPArHPOBAHHBIC U3 KMBOTHEIX MCTOMHHKOB WM OPTaHOB (TKaHeH)

npovad mpoayKiKs

(vkazaTh B NPOAYKIMM UIK ACATEBHOCTH)
3. IIpouas nesTenbHOCTS NO MMIOPTY (BBO3Y):

owanka GusH4eckoro uMmnopra (Beo3a)

MMIOPT OPOMEAYTOUHOTO MPOYKTA, NOABCPrAOLIEIOCs JabHekiueli 06paboTke

npotce

(yKA3aTh Bujl NPOAYKUMM UITH DEATENBLHOCTH)

Orpanduenns WM TOACHHTENBHBIE 3aMETKH, KACAIOLHecs 06IacTH NpUMEHEeHUA cepTHduKara: -

Axmernuss JI.M.

H.o. peacenareas Komurera MeIMIMHCKOro 1
(bapManeBTHYECKOr0 KONTPOIS
Munucrepersa 31paBooxpanenus

Pecny6anxn Kazaxcran

(P.11.0., gomxnocTs) - (moanmesn)
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