EBpa3suMMCKUA IKOHOMUYECKUIN COIO3

PTY «KoMHTET MEJIMIMHCKOTO 1 (hapMalleBTHYECKOrO KOHTPOJIS
Munucrepersa 3ipasooxpateis Pecny6imkn Kasaxcran»

CEPTHOHKAT
COOTBETCTBHSA ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPELOBAHUSIM TTPABHII
HAJUIEARALLEN [IPOU3BO)IC TBEHHOMW ITPAKTHKH
EBPA3ZUMCKOI'O DKOHOMHUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/192-04-2025

Cpok aefictius ¢ 06 mapra 2023 rosa no 05 mapra 2028 rojia

Boyian 10 proraMm nposejienus  (papMaleBTHYCCKON MHCICKIMM B COOTBCTCTBHH € [Tpasuiamu
nposejicHus  (papMalCRTHYCCKHX  MHCICKLUMI,  YTBCPAJICHIILIMH Pemenvem  Copera  LEppazniickoi
HKOHOMHUHUECKOI Komuccuu o1 3 Hostops 2016 1. Ne 83.

KoMmureT MeHIHICKOTO U (hapMalieBTHYECKOI0 KOHTPOIIs
Muntucrepersa 31pasooxpatcHus Pecny®inkn Kazaxcran

HOJTBCPAJIACT CJIC/YIONICC!
1HpoBe/icHAa CbapMEiIICB'I‘HL[CCKaH HHCTICKLIMA

Kusum Healthcare Pvt. Lid. (Kyveym Xeamxep Hem. JImo.)
Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, District-Dhar,
Madhya Pradesh, Pin 434774, India

Ha OCHOBAHIN:

- sassenus ot 20.12.2024 roaa na nposejICHIE HHCICKIIN Ha COOTRETCTRHE TPEOOBAHMIM HaIUICKAILCH
NPOM3BOACTRENHOI HPakTHKH EBPasniickoro IKOHOMHHYCCKOI0 COK03a (HHOE OCHOBAHNE).

Ha ocnosanii cBeAeHHil, MOIyHeHHBIX 1PN [IPOBEJICHHN (apMalleBTHICCKOH MHCICKIMH, TTOCAC/HsS 13
KoTopbiX Obiia nposeena ¢ 03 mapra no 06 mapra 2025 rojia, yCTaHOBIEHO, HTO JIAHHOC thapmalleBTHIeCcKoe
HPOM3BOJICTBO COOTBETCTBYET TpeDoBatsiM [IpaBil HauiexKaliel IPOH3BOJICTBCHIION [IPAKTHKH [ispazuiickoro
HKOHOMIHECKOIO cOI03a. SKBHBAICHTHLIX |Ipinimmam n PykoposictBy EBporieiickoro colosa 1o Hauiexkaniei
[[POM3BOICTBEHHON 1PAKTHKE JICKAPCTBEHHBIX CPC/ICTE JUIs MEIUIIMHCKOIO U BETCPUIAPHOTO NPUMCHEHIT i
ripunimam CHCTEMBE COTPY/IHHYCCTRA (PAPMAICBTHYCCKIX nncreximit (PIC/S).

Hacrosiumii  ceprudukar oTpakacT craryc I[IPOM3BO/ICTBCHHON IVIOWA/KH  Ha jary  HPOBC/ICHIA
(papManeBTHIECKOH MHCICKIITH 1 1O HeTedennn Gosee 3 JIeT OT Jlathl NPOBE/ICHHS TI0CHIC/IHETO AN T10C/CAHETo
HHCTICKTHPOBAHMS HE MOKET CUMTATLCS JIOKYMEHTOM, CBUACTCILCTBYIOUAM O CTATYCC COOTBCTCTBIIA. Cpok
JeifcTBIs cepTHMHKATA MOJKET OBITL COKPAICH NIPH HCIIONB30BAHNH COOTBCTCTRYIONINX IIPHHUHIIOB yIPABICHHA
pHCKAMH 1IpH HAIWYUK COOTBETCTBYIONICH 3aiucn B rosie «Orpanuenns Wik NOACHUTCILIBIC 3aMETKIL,
KacaioLIecs 00J1ACTH NPUMCHEHITS HACTOSILEIO CepTHduKaTan.

Ceprudukar sBaseTcst JICHCTBUTC/ILILIM B CJIyHac HPEICTABICHN BCCX CTO JINCTOB (KaK OCHOBHBIX JIICTOR.
TAK 1 J10TIOJIHUTEJILHBIX JINCTOB).

AVTeHTHYHOCTb (MOUMHIOCTE) HACTOAILEIO ceprudiKkara MOKHO HPOBEPHTL B faze nanunix Kommurera
ME/IHITHHCKOTO W (hapMaleBTHIECKOro KoHTposis MuHucTepeTsa 3/ipaBooXpatetins PecnyOnukn Kasaxcraii.

Ecim cepTHMHKAT He MpejCTaRIcH B YKa3alHoi base JanibIx, caeLycr oOpaTuTLCsl B YIOJIHOMOYCHHBLI

oprad. ero BLLIABIITHIA.
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EBpa3smMiicCKMU 3KOHOMUYECKUIA COH03

Noe GMP/EAEU/KZ/192-04-2025

JlekapcTBEHHBIC CPEJICTBA JUIH MC/IHIIMHCKOLIO IPUMCHCHNs

JlekapeTBEHHbIC PEIAPATDL JUIA KIMIHICCKHNX HCC/IC/I0BAHNH (HCnbITanii)

HaumeHoBanue

C A

1. IPOU3BOJICTBEHHBIE ONEPALIMM - IEKAPCTBEHHAS IMPOJIYKUMS

CrepuinHas POy KILs

1.1.1 [pou3soanmas acClTHICCKHM [YTEM (o1epaltnit 0Gpado Tk /LI CIe/Lyl0UIX JICKapCTREHHBIX opm):

1. XKuakue jexapersenibie Gopmbl 00Jb110r0 00bema

. Kukme nekapeTienibie Gpopmbl Maoro obbema
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. Msirkue JicKapeTsennbie opmbl
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1.6. 11pouas npojLyKILisl, IPOH3BOINMAS B ACCHTHYCCKHX YCJIOBHS: PACTBOPLL, CYCHCHIHI H OMYILCHIT B

0J1H0I030BOM KOHTCHIHEPE € TEXHOJI0IHCH BLILYBAHIs/ 3110 HCHNA/YLUIOTHCHI BIS.
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1.1.2. [oasepraemas QuiniIHoil crepuiinsatiim (olepam 00pABOTKH JUIsl CIIC/IYIOLIHX JIEKAPCTBCHHBIX dopm):

1.2.1. JKuikue JiekapeTrenibic GopMbl 00J1b1IOI0 00beMa

2.2, Kwikue Jiexkapersenibie opMbl MaIoro 00bhema

Py

3. Teepitbic JiekapeTBEHHBIC GOPMBI H HMILTANTATh]

1
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1.1.2.4. Msirkue JekapcTieribic opMbl )

1.1.2.5. Ipoyast Ipo iy KiLys, LHo/iBepracyas GUHHINNON crepuinzainn .

1.1.3. BuinycKalonit KoHTpoJ/ib Kauectna (BLIIyCK cepin)

F=W AL V.. W

Hecrepu/ibHag NPo1y KIS

LA

1.2.1. Hecrepuibias MpoJlyKIHs (TEXHOJIOIHYECKNE ONECPALIMH JUIst TIOTY4CHIA CJIC/IYIOIHX ICKAPCTBEHHDIX dopm):

(S8

.1.1. Karicysel B8 1Bep10ii 000J104Ke

1.2, Kaneyiinl B MATKO#T 000.104KC

1.3. KepatennHbie jiekapeTseHnie Gopubl
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.1.4. UMuperuupoBasHbIe JICKApCTBEHHbIC (OpMBI

1.5 AKimikiie JiekapeTneninic GopMb! Ui HAPYKHOIO HPHMCHCII

1.6, Kukme lelf@PC‘_l'liﬂ?[!)I(L(EJPE}EI&_,"E_lf!ﬂl)’:['pCllliCl o HPHMCHECHHA

1.7, MeJIMIIHHCKHE Ta3kl

.1.8. Ipoune TBep/ibIC JICKapCTReHILIC (POPMBIL: TPaLlyJibl

(1.9, [penaparsl, HAXQIAMIHECH 1101 J1aBJICHNCM

110, PatnonykInuibIe reHepaTopsl

.11, Markue jiekapetBenbic Gopmbl

1,12, Ceun (CVIIO3NTOPHIL)
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J1.13. Tabnerkn B

114, TpanciecpmMalibbic 1UIACTRIPI
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.1.15. TIpoyas HecTepibHAA HPOLY KIS

1.2.2. BolirycKalomiuii KOHTpOJib KauecTsa (CepTuUKaIms cepini)

buojioryyeckas JieKapCTBCHHAA TTPO/IVKILHA

1.3.1. buosorudeckas JeKapcTBCIIias HPOTYKILMS:

I.1. I1po/yKThl KpoBH

1.2. MMMyHOROrHUECKaAs TIPOJIYKILIA

L3 l‘lp(),‘ly[\'lli[ﬂ Ha O_CIIOBC CQ&-lEE'_I'_]ﬂCCKHX KICTOK (llpOﬂ}‘KlIHﬂ JUls Teparin COMATHYCCKHMH KJ[C'I'K&MH)

L4, Tenotepancsriticckas HPOIYKIIS

1.5, BHOTEX00 HYCCKas PO RIS

165 Ilpo.‘l}‘k’lll[ﬂ, Bbl]lCJlCIHIﬂzl_!l.’%_}iillil()'l‘llhlg\'__IIC‘l'O‘-lI[HE\'Ul} HJIK OpranonB ('I‘K&Ht’,ﬁ) YCJIOBCKA
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1.7. TkaneuKeepHas HpoLyKIms (11po/1yKIIS TKAHCBOT MIDKCHEPIH)

Crpanuia 2 M3 5




EBpasuMinCKMii SIKOHOMUYECKUN COLO3

Ne GMP/EAEU/KZ/192-04-2025

1.3.1.8. Ilpouas Guosornyeckas JICKapCTBeHIAs HPO/LYKILHIA

2. Buinyckatonmii KOHTpoih KauecTsa (cepruduKaims cepu) (1iepeucih BI/IOR IIpOJIYKLlHH)

ot

. [IpO/LYyKTBI KpOBH
. Ummynosnorudeckas 1mpo/iyKIns

v ”pOTIY}\lbl Ha OCHOBE COMATHYCCKHX KIICTOK (IipO (VKIS JUEs Tepartii COMATHUYCCKUX KIICTOK)

. enorepariesrHieckas 1npo/1yKIms

UJ bJ (JJ l.hJ L))

. Buorextosoriyeckas HpoJLyKILA
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. 1IpotyKIs, BbUICICHHAs U3 KUBOTHBIX HCTOUHHKOB Ml OPIatoB (TKaueil) yenoBeKa

_ TrancuipKeHepHas POLYKILHs (PO/LYKIHA TRAHCROI HIZKCHEPHH)
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2 8 [lpouas GHONOIHYCCKAs JICKAPCTBCHHASA TPOJLY KIS

1.4 | Ilpouas JickapcTBeHHas IPOIVKIIS WM IPOH3BOICTBCHHAN JACHTCILHOCTD

1.4.1. [lpou3BoicTBO:

1.4.1.1. PacTirciibias HpoyKILA

1
1.4.1.2. I'omeonaTu4ccKOd HPOJIVKITHH
1.4.1.3. llpouas HpoyKILIs B R e

2 C’I‘CPHJIIBH][HH (]Jap,uaucu'lntn,u\u\ cV OCldHllIiH BCIIOMOI dlC ILHBIX BCHICCTB, 10TOBOH IlpO'l)rKIIHH

1.4.2.1. QunpTpanus =

1.4.2.2. Cyxoskaposas CTepIIIH3aLLIs

1.4.2.3. Crepunzanus mapom

1.4.2.4, XumudecKas cTepiin3anis

1.4.2.5. Crepuinzauus raMmma-i3iydcHiem

1.4.2.6. Crepuimzanis YJICKTPOHHBIM H3JIYUCHHCM
- <

1.4.3. llpouee . ] ) - _

1.5 | Yuakoska
X 1.5.1. [lepBuunad yriakoBKa:
X 1.5.1.1. Kancynnl B TBepI10ii 000J10UKE

1.5.1.2. Kancyiel B MTkoil o0os10Uke

1.5.1.3. XepartenbHbic JICKapCeTBEHHBIC GOPMBbI

.5.1.4. IMupernipoBaHHbIC JICKAPCTBEHHbIC (opMbI

.5.1.5. Kuikie JiekapeTBetible (POPMBL UL HAPYKHOIO HPHMCHECHHA

5.1.6. uikue Jekapersennnie GopMbl UL BHYTPCHHCIO HIPUMCHCTIHA

5. 1.7 MeJimigiHeKHE Tashl

.1.8. llpoune TBep/ibIe JICKapeTREHILIC (QOPMBLI TPAILY 1L

.5.1.10. Pajmony KJIIHBIC T¢HCPATOPb

5.1.11. Msrkue jiekapcTseHHbIe (hopMbl

.5.1.12. Ceeyn (Cynuo3uTopnu)
.5.1.13. Tabnerkn

1
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i_ 1.5.1.9. llpenaparnl, HaXOJIAILHECS 10)1 IABJICHHCM
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114, TpaucjicpMaibibIe 1LIACTBIPH
.15, [poyas necrepuiibHas JICKAPCTBEHTAd 1IPOJLY KIS

[ % | 152 B'ropuquax(ue'rpcon'rem,u\dx)yuai\mn\a
1.6 | Konrpoiih KayecTsa

1.6.1. MukpoOHOJIOIHUCCKIC HCTILITAHS: CTEPHILHOCTL

1.6.2. MEKpoGUOJIONHYECKOE TECTHPOBAINE: MUKPOOHOIOIHYCCKad YNCTOTA

Pl e

1.6.3. Xumiucckne (PHU3HUCCKHE) HCHBITAHSA

| 1.6.4. BHojornyecKue HClblTamns

[B ornowenun w006y OFPAHMUCHUI WIH NOACHEH. OTHOCALIINCH K JQHIBIM IPOU3BOACTBCIHEIM OlepalHAM (3d HCKJIOUCHHE
CAVUACH. KOTIA NOSCHCHIE SBJISIETCS 0OILIM KOMMCHTAPHEM K NPOIECCAM Ha NPOHIBOACTREHHOM 00beKTE). T/A¢ Obl HIt IPHMCHILING
MO BEAIOHATH OTCBLIKY K COOTBLTCTBYKOIEMY HOMEpY [IYHKTA ceprukara GMP.

[~al

} ITH OrpaHHYCHAA WJIH 1OACHCHUA. IILUU\U ,,,,,,
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EBpa3sniicKM 3KOHOMUYECKWIA COI03

sMP/EAEU/KZ/192-04-2025

2. UMIIOPT JIEKAPCTBEHHOI MTPOJIY KIIUKN
2.1 | Konrpoib KayecTsa HMIOPTHPYEMOIL JICKApCTBCHIOH 1IPO/Ly KL
2.1.1. MukpoOHoIorHuecKIe HCIBITAHI: CTCPIILHOCT
2.1.2. MEKpOGHOJIOIMUECKOE TECTHPOBAIIE: MHKPOOHOJIOTHUCCKAA THCTOTA
2.1.3, Xumuueckne ((pru3nycCKie) HCIbIrds
2.1.4. bHOJIOTHYECKUE HCIIBITAHMS
2.2 | Ceprugpukalyis CCpun HMIIOPTHPYEMOI JICKAPCTBCHIOIN HPOJLYKIHH
2.2.1. CrepuibHas 1IPOY KA
2.2.1.1. llpoi3go/inmast B aCCITHYCCKUN YC/IOBHAN
2.2.1.2. llonsepraemas (QpUIMIIHOIN CTCPIUIN3AILIY
2.2.2. Hecrepiuibiias IPOJLYKILH
2.2.3 buonorndeckas JCKapCTBCHIAA TPO/1Y KL i
2.2.3.1. lponyKThl KpoBH
2.2.3.2, UmMyHOJIOTHUCCKAS 1IPOJLYKILHA
2.2.3.3. llpo/yK1s 1a OCHOBE COMATHYCCKUX KICTOR (upow\ KIS JUIS TCPallii COMATHYCCKMMU KIICTKAMI)
2.2.3.4. I'eHoTepalleBTH4YCCKHE TIPOJYKTEI
2.2.3.5. buorextosiorudeckas npojyKIms
2.2.3.6. T1poJLyKILst, Bbl/IC/ICHIAs U3 KUBOTHLIX HCTOUHIKOB [IIH Opraton (Txamcil) yenoseka
2.2.3.7. TkaneniskenepHas IPOIyKins (IPOLVKIHS TKAHCBOI HHKeHepii)
2.2.3.8. lpouas Gro.tornyeckas JCKapeTBCHIAN 1POJLY KL "
2.3 | llpouas AesTCibHOCTh MO UMIIOPTY. (BBO3Y) i . LN
2.3.1. [liomaika PH3HYCCKOIo HMITOPTA (BBO3A)
2.3.2. UMIopT 1IpOMEIKY TOMHOI HPOJIYKILIH, 110/IBCPIAIOHICTHCH | Lanieiinieli odpadoTke
2.3.3. Ilpoyee _
3. HPO]/ISBOJICTBFHHI)IF OMEPALIMM — d)APMAllFBTMqLCKVlh CYBCTAHUHUH
dapmanesTHdeckas cydcTanui (cyderani):
3.1 | Ipoussoactso hapMaleBTHICCKHX CyOcTaniuii MCT0JI0M XHMHUCCKOTO CHHTE3L
3.1.1. [1po3BOJICTBO HIPOMEKY TOUIBIX PO/IYKTOR PapMalCBTHYCCKOIT cyOeTanimy
! | 3.1.2. TIponsBo/ICTBO HEOUHIICHHOT (apMaleBTHUCCKOIT cyOCTanimy
; | 3.1.3 Coseobpasosanue (ouncrka), ) ,
| 3.1.4. Ipouee - =
3.2 | [TpousBoacTso (papmaucmuqcu\l:\ CYBCTANILIT MCTOAAMH BhLICICHIS 113 HPHPOHBIX ¢ HCTOUHHKOR
3.2.1. Bougenenue apMaleBTHISCKUX CYOCTAHIIIT U3 HCTOUIHIKOB PACTHTCIILHOTO LPOHCXOAUICHHA
3.2.2. Beiteienue GapMaleBTHICCKIX cyOCTAIIT H3 HCTOUHIKOB KUBOTHOTO NPOUCXOAK/ICHI
3.2.3. Bueaenue (papmMaleBTH4ecKix cyocTainuii u3 opratoB (TKancii) uc/ioseka
3.2.4. Bouieienye apMaleBTHUecKuxX cyOCTaiiii U3 HCTOUHNKOB MUHCPAIBIIOTO upouc:\o,mcmm
3.2.5 Moandukaiusst Bbl) tesienof q]dp’\ldllL‘BII{‘lLLl\OH cvOcranimn (ykaspBacres u3 nynkros 3.2.1-3. 2 4)
3.2.6. Ouncrka shiteicHnoil papmarenTiueckoii cyOcTanmum (YKa3hIBacTCA NCTOMHHK U3 LYHKTOR 3, 24)
3.2.7. Ilpouee i = B
3.3 | [lpoussoiciso (bdpMdUCBHILiLC}\H\ cyOcrammii ¢ HCIHOJIL30BAHICM BHOJIOT JICCKIIX upoueccos
3.3.1. depmenranms
3.3.2. llpou3BOACTBO € HCHOJIB30BAHMEM  KJICTOUHBIX  KYILTYD (ykazarb TH
‘} MCII0JIL3YEMBIX KJICTOK) (1101 YKA3AHHEM THI@ KICTOK HOHUMACTCA UX THIORAs CrCIHIYHOCTL, JIMIHA, HITAMM
npouce) WP . Bl
il_ | 3.3.3. Beuielcine (04HCTKA) LN =
| | 3.3.4. Moamduranus el aelow | A e
i | 335. Ipowee —m S
| 3.4 | Ilpon3BoicTBO CleHthth\ (I]dpMdIlLl}IHLiLLhH\ C\ Geranuii (pas*{cmﬂ 3.1, 3.2, 3.3 jO/KHLI OBITh 3AIT0JHCHBI, 1]
| IPHMEHIMO)
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EBpasuMMCKMA IKOHOMUYECKUINA COLO3

Ne GMP/EAEU/KZ/192-04-2025

3.4.1. dapmatesTHICCKHE CyOCTAHILITH, TPOM3BOINMBIE B ACCITHHCCKIX yCIIOBHAX
3.4.2. dapMaueBTIHECKHE CyOCTaHIM, 110/IBCPraeMbic (uHHLIBON cTCpIIN3aAIIY
3apepuialoie CTani IPONIBOICTEA GapMAICBTHICCKUX cyOcTanlmii
3.5.1. Cramun pusnucckoii 00padoTKi:
3.5.2. llepBuyHas yIIaKOBKa
3.5.3. Bropnunas yIakoBKd
3.5.4. Ilpoyee
3.6 | Konrpoib Kauectsa
3.6.1. duznyeckne (XUMHYECKHE) HCHbITaHHA _
3.6.2. MUKpOOHOJIONHYCCKHE HCIILITAHMA (BIJIOUAS HCIILITANNA 1A CTCPIIIBHOCTD)
3.6.3. MUKpOGHOIOrHYCCKHE HCIBITANMS (HCKJIOUAs HCIIBITAIIS HA CTCPHIILHOCT)
3.6.4. brnosornyccKue HClbITalmHs

4. MPOYUE ONEPAIIUU - DAPMAIIEBTUYECKHE CYECTAHUHUH

L
N

(yKkasarh JUis oniepauuii, He OMHUCANHbIX BbILIC

Orpaschnnﬂ HJIH [TOSACHUTCIIBHBIC 3aMCTKH, KacatolnecH obiacTu HPHUMCHCHHA ccp'ru(bm\'a'ra:

Kemrexanosa AJK.
Samecrurens pesceareis Komurera
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