EBpazuiickuii IKOHOMUYECKMI COIo3
CEPTUOUKAT

COOTBETCTBUS TPEBOBAHUSIM TIPABUJI
HAJUIEXXANLIEHR [TIPOM3BOJICTBEHHOM ITPAKTUKH
EBPA3UIICKOrO SKOHOMMYECKOI'O COIO3A

No GMP/EAEU/KZ/22-0 1-2023
S=IVALIEARU/RZ/22-01-2023

(yueTHeli HOMeEp cepTudukara)
Cpok neiicteus ¢ 12 okTs0ps 2022 1. o 11 OKTOps 2025 r.

Beinan o uroram MPOBENCHNA apMaueBTHYCCKOi HuCTeKIMY B COOTBeTCTBHHM ¢ |IpaBmiamu
NPOBCIEHHS hapmatieBTHYecKiX HHCIICKIIHEA.

Komurer MEMMUHHCKOr0 M (apManeBTHYeCKOrO KOHTpons MunucTepeTpa 3/1PaBOOXPAHEH M
Pecniy6inukm Kazaxcran

(nonnoe uau coxpawennoc HAHMEHOBAHNE YIIONHOMOYEHHOrO opraua)
HO,E[TBE:p}K)laCT cne)ly}o[uee:
MpoBeacHa (bapMaHCBTH“IeCK&ﬂ HUHCIIeKI U

Macleods Pharmaceuticals Limited
=2deeods narmaceuticals Limited
Maxneooc DPapmaceiomuxic Tumumed

(nonHoe Haumencsanme NPOU3BOAHTEN)

Block N-2. Village T, heda, Post Office Lodhimajra, Tehsil Baddi, Dist. Solan, Himachal Pradesh —

(anpec npoussoncreenio nnoWanKm)

Ha OCHOBaHHu:
- 3agBku or 11.05.2022 roga wHa TIPOBE/ICHHE HMHCMIEKUMH HAa COOTBETCTBHE TpeOORaHUAM
HaJIexKallleH IPoM3BoACTBEeHHOI npaxkTukl Erpasmiickoro 9KOHOMHYECKOr0 cor03a (MHoe OCHOBaHHE).
Ha ocHoranuu CBEACHHH, MOMYYeHHBIX HpW NpoBe/icHnn hapmaleBTHUCCKON HHCIIEKLHH, [OCNEqHS s
M3 KOTOpbIX Obima mnposemena ¢ 10 no 12 oxrabps 2022 roja, CYHTAETCs, YTO JAHHBIH
bapmanenTrueckmii NPOU3BOHTEND COOTBETCTBYET  TpeGoBanuam lpaBun  mamiesxameis
TIPOM3BOACTBEHHOM MpakTHKK EBpasuiickoro skonomuyeckoro com3a.

Hacrosumwmii ceprudpurar OTPAKACT CTATYC NPOM3BOACTREHHOM TUIOMALKY HAa JlaTy MpoBemeHus

$apmauerTiueckoii MHCICKIIMK W MO MCTeYeHMH 3 et ¢ jaThi TpoBenctus a1o# hapmauesTuyeckoii
MHCTICKIMH  HE JIOIKEH NPHHMMATbLCS B KauCCTBE NOKYMEHTA, CBMAETENLCTBYIOMErO o craryce

JIMCTOB, TaK H JONONHUTENLHbIX JIUCTOR).
AyTenTranoCTS (mommnHoCTS) HacTosuero ceprudukaTa Moxkuo NPOBEPHUTE B Hase naHHBIX

Komurera MEMIIMHCKOrO W dapmaneptiueckoro KouTposs MuHHcTepcTRa 3PaBOOXpaHEHHS
Pecny6nuxu Kaszaxcran.

Ecnn  ceprudmrar we NpEiCTaBNieH B  ykasaHHOH 6ase AAHHBIX, clenyeT obpaTuTics B
YUOJHOMOYEHHBIH OpraH, ero BhbLIaBIIHI].
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EBpasuiickuii skoHomu

Yy
Ne GMP/EAEU/KZ/22-01

€CKMI4 cotos
-2023

(y4eTHaI HOMEp ceprH(uKara)

JlexapcTrennsie cpencraa AT MERITMHCKOTO TIPHMEHEN s

Berepunapunie JI@KAPCTBEHHBIC CpEACTRA

OkenepumenTantupe CpeacTea

HpOHSBO,[[CTBO 1% KOHTPOJIb KavyecTBa

L. [TPOM3BOJCTBEHHEIE OIIEPALIMH - JEKAPCTBEHHAS NPOOYVKIIMS

1. Crepunnaas TpOaYyKOHs

:] NpoYas NpoayKLHs

["Z.Hpo,uykum,

HKHUIKHE IeKapCTBEHHEIE (opmer 6onpirore o0bema
KHKHE JIEKAPCTREHIbIE HOPMEI MATTOrD o0bema
JAHCTIEpCHUH

JHohHnu3aTs

TBEPARIE NekapeTBeHmbIE OPMBT I HUMITIaHTATEL
MATKHE JICKAPCTBEHHBIE (JOPMEI

Tpotas NPOAYKIKSA, TeKapCTBeH Hble hopmb

EIl._HCCTCpHHbHaH MpoRyKuHs (onepatuy o6p
X

KHIKHE NEKAPCTBEHHEIE (JOPMEIL BOTLLIOrD 06nema
AKUJIKUE JIEKAPCTBEHHRIE POPMBI MATOrO 05LeMa
TBCPABIC ICKAPCTBEHNbIE (JOPMBI M UMNIANTATL]
MATKHE JIEKAPCTBEHHbIE HOPMLI

(YKa3aTs BUZ POy KIHH 1T JIEATEILHOCTH)

DB. Brmyckaronyumit KOHTPONL KayecTra

(yxasare BuA npogyxumn wam JNEATENBHOCTH)

2. Hectepumbuas OPOAYKIMA

Kancyns! B TBepA0i 06010uKe

KalICYNbI B MArKo# 06onoyke

HCBATCIBHBIE JICKAPCTRBEHHLIE dopmel

MMIIPErHUPOBAHMBIE TEKAPCTBEHHRIE (hopmmr

HUIKHE IEKAPCTBEHHbIE (hopmer ang Hapy;KHOIO pUMEeHeHuUs

KULKHE IEKAPCTBEHHEIE (hOPMBI st BHYTPEHHErO NpUMEHCITHS

MEIHUHHCKUE ra3nt
X

TIPOMKE TBEPALIC ICKAPCTBEHHBIE hopmnr
TIPENAPATEL, HAXOANIHECH MO AABICHUEM
TeHEPATOPEI PANHOHYKIIHIOR

MATKHE NEKAPCTBECHHBIE (OpMBI

CBeuH (CymnosuTopun)

TadneTKH

Crpaunna 2 uz §

aboTkY 118 cnenyommx JICKAPCTBEHHBIX (hopM):




Espasuiickuii JKOHOMMYecKuii colos
P No GMP/EAEU/KZ/22-01-2023
(yueruerii HOMEp cepTuduKara)
Tpa"caepMaibHele IJIACTBIpH

YCTpoiicTea ans HHTPAPYMHUHAIBHOTO (BHyTpprﬁuonoro) BBCICHUSA
TpOHas NPONYKUKS, TEKADCTBEHHbIC dopme

(yKasate up DPOAYKUNH HaH AEATENBHOCTH)
2. Beinycxkatomumii KOHTPOIIb KayecTra
3. buonoruueckas JIEKAPCTBEHHAS PO Ty KIHs
E 1. Bronoruyecias MIeKAPCTBEHHAS TIPOAYKLIHA®
OPOAYKTEI KPOBH
HMMYHOIOIrHIECKAs POy KLU
TPOYKTEL HA OCHOBE COMATHYECKHX KiTeToK

[CHOTEpaNeBTHICCKIE (PO AYKTEI

NMPONYKTEI TKAHEBOH HHKEHEPHU

GroTexnonornyeckas TIPO Iy KL{ksI

TPOIYKTEL, IKCTPATHPOBANHLIE U3 HUBOTHLIX HCTOHHKOB MM OPratoB (Tkaueif) YenoBexa

] npoYas nponykuus NpOGHOTHKH

(YRAZATE BAT IPOAYRIAH M e TeEHOCTH T

2. Brimyckaroumit KOHTPOJIb Ka4eCTRa (MePEUeHD THIIOR TPOAYKIHH):

HPOIYKTLI KPOBH

|

MMMYHOTNOIHYECKas IpoyKims
TNPOLYKTEI 1A OCHOBE COMATHYECKHX KNETOK
TCHOTEPANCBTHYECKIE NPOYKTEL

IPOLYKThI TKAHEBOH HIDKEHEpHH

fuoTexHONOTHYeCKas NPOAYKIMS
HPOAYKTBL, SKCTPArUPOBAHHBIC H3 KHBOTHLLX HCTOUHWKOB i Opranos (TkaHeif) yenopeka

poYad npoaykums
[YRaIATE BHI TP Oy RN AT ICATE TG HOCTH ]

4. lpouas npoxykums mwiu IIPOHM3BOJICTBEHHAS JICATEILHOCTD

| 1. TIponseoncrro:
PACTUTENLHON POy KK

TOMEonaTH4YecKot NpoaAYKUUH

| |npouas nponywms
T YOS BT POy KM R e TE TR

l 2. CTCpKJIHSBl(HH AKTHBHBIX BEILECTR, BCIIOMOTaTENBHLIX BEUIECTB, TOTOBOM TIPOOYKLHY;

(punsTparms

CYX0XKAPOBAS CTEPUAM3AINS
CTEPUIMBALMS TTApOM
XUMHYECKas CTEPHIH3AINS

CICPRIM3ANHS TAMMAa-H3NYYCHIEM
CTEPHIM3ALNS SNEKTPOHHBIM W3y YeHnCM

3. Ipouce

(ykasaTs ML Nponykumm i NEATENBHOCTH)

E 4. Mepsuunas (BHYTpeHHsS) yiakoska:

X _|Kancynis! B TBEP/I0# 06onouKe
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EBpasuiickuii IKOHOMMYECKUIT cotoz
No GMP/EAEU/KZ/22-01-2023
No GMP/EAEU/KZ/22-01-2023

(Y4eTHBIT HOMep ceprudukara)

Kancynel B MArKo# 06010uke

EBATCALHPIC NEKAPCTBCHHBIE (opMbI

MMIPErHUPOBAHHDIE ICKAPCTREHHblE (hopmer

HKUIKUE NEKAPCTBEHHBIE hOpMBI ATa HAPYAKHOTO MPHMEHEHHS

X [KHUIKHE NeKapCTReHmbIe (opmut s BHyTpenIEro NPUMEHEHHs

MEAHIMHCKHE ra3pl

X |NpoYMe TRepILIe NeKapeTReHHbIE thopmebr

Ipenaparsi, HaXoasuuecs NOJ naBnenuem

FEHEpaTopeI PalHOHYKNIHAOB

MACKHE NEKapCTREHHBIE (OopMEI

CBEYH (CYNMO3UTOPUH)

Tabnerkn

'N

TPAHCAEPMATIEHEIE IACTHIPH

YCTPOHCTBA /1151 HHTPAPYMUHANLIOTO (BHyTpUpY610BOT0) BRCICHHS
| |mpouas nposykuus

{Yka3aTe BMA NponykLy Ang JeATeNBHOCTH)

3. Bropuunas (HoTpeﬁmenLcrcas) YIaKkoBKa

6. Beimyckatommuii KOHTPOJIL kKauecTra

7. Mukpo6uonornueckoe TECTHUPOBAHHUE: CTECPHIBHOCTE

8. Mukpo6uonoruueckoe TECTHPOBAHKE: HECTEPHIBHOCTE

9. Xumuueckoe (pusmuccroe) TECTHPORAHNE

[ [*[¥] [ET]

10. Buonoruueckoe TECTHPOBaHUE
II. KOHTPOJIb KAYECTBA IPU UMITOPTE JIEKAPCTBEHHOM NMPOOYKLIMH

1. Kontpons kauecrsa HMIOPTHPYeMOH NekapeTrennoit NPOJIYKIIHH:

[]

MHKPOOHONOIHYECKOE TECTUPOBARHE: CTEPUNBHOCTS

MHKPOBHOIOT HUCEKOE TCCTHPOBARTC: HeCTEPHIILHOCTS

Xumudeckoe (Gpusnaeckoe) TCCTHPOBAHUE

BHonornyeckoe TECTHUPOBAHKE

2. Buinyckatouii KOHTPOIE (k:epm:bm—:aum Cepui) HMIOpPTHPYeMOii POJIYKIIHH

Crepunbias nposykims:

NpoOayKLHKs, TIIPHTOTOBJICHHAN ACENTHYECCKUM nyTeM

TMPORYKUMA, TOABEPraomancs PHHUILHOH CTEPHIIM3ALHH

Hecrepunbhas IPOAYKUMS

Bronornucckas nexapersennas NPOOYKUHS;

NPOAYKTBI KDOBH

UMMYHOJIOTHYeCKas POy KiHs

NPOAYKTEI HA OCHORE COMATUYECKUX KIIETOK

TEHOTEpaneRTHYECKIE MPOIYKTEI
IPOAYKTLI TKAHEBOH HH*eHEPUN

Crpanunua 4 uz 5




Ne GMP/EAEU/KZ/22-01-2023
(yueTHsiii Homep cepruduxara)

OHoTexHomorHYecKas HOPOAYKIMS
TIPOAYKTEL, SKCTPArMpOBaHHLIE M3 KHBOTHBIX HCTOYHHKOB UIIH OPraHos (TKaneif)

LIT ]

TIpoYast IpoAYKIHs

EBpasuiickuii IKOHOMMYECKMIA colo3

(yrazats Bup TIPONYKLIAM MITH

]

- Hpouas nesrensnocts o MMIIOPTY (BBO3Y):

nromaaka Gpuznveckoro HMIIOpTA (BBO3A)

I

HMMIOPT NPOMERKYTOYHOrD HpoAyKTa, moABEpraroLerocs lanpHeiinei o6padoTke

npouee

L

JEATENLHOCTH)

(yxasats By npogykumy mim

OFpaHquHI/Iﬂ HITH NOSCHUTENLHBIC 3aMETKH, Kacarouecs obnacTu npu

[2.1 npoune TBEP/bIE JIeKAPCTBEHHbIE (GopmeI: rpanyb

Axmernunz JI.M.
H.o. Ilpencenarens Komnrera mexunnnckoro H
bapmanerTHueckoro KOHTPONs
Munncreperea 3ApaBoOOXpaHeHun

Pecny6imxu Kazaxcran

(®.1.0., HOJKHOCTE)

Crpaunna 5 uz §
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