EBpasuiickuii skoHomuueckuii cotos

PTV «Komurer mepuimeckoro u (papMaleBTHYCCKOr0 KOHTPOIIS
Munucreperea sapasooxpanerms PecnyGiukn Kasaxcrany»

CEPTH®HUKAT
COOTBETCTBHUSA HPOI/BBOI(CTB/% JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHUSIM ITPABUJ]
HAJUIEXCATIEM TTPOU3BOJICTBEHHOM LIPAKTHKH
EBPA3UHCKOIO 3KOHOMUYECKOI'O COIO3A
Ne GMP/EAEU/KZ./265-12-2025
Cpoxk aebictrus ¢ 05 cenrradpsa 2025 roma 1o 04 ceHTs0Ops 2028 roja

Beiian no wuroram nposeacnus (hapMalleBTHYECKOM MHCIEKIIMM B COOTBCTCTBUH ¢ [pasunamu
IPOBE/ICHHA  (HAPMALEBTHICCKUX — MIICTIEKIIMA, yreepacaenneive - Pemiennem  Cosera  Erpasmiickoit

SKOHOMHMYCCKON KOMHUCCHH 0T 3 Hos6psa 2016 . No 83,

KoMureT MeHIMHCKOTO M hapMALCETHIECKOTo KOHTpPOJIS
MuHKUCTEPCTBA 3/IPAROOXDAHCHUS Pecnybimku Kazaxcran

HO/ITREPIKAAET Cle/ytolee:
npoBejieHa (hapMarieBTHYeCKas UIICIIEKI[Hs

«Macleods Pharmaceuticals Limitedy (Phase-I Phase-1I, Phase-11I, Phase-IV)
Plot NO.:25-27, Survey No. 366, Premier Indusirial Estate, Kachigam, Daman — 396210, India

Ha OCHOBAHWU:
- saancuA ot 23.07.2025 rojia Ha MPOBENEHHE HHCIICKIINU 1A COOTBETCTRIE TpeboBanMAM Ha uieKalleit
[IPOM3BO/ACTBEHHON NPAaKTHKK EBpazuiickoro ak0HOMIUCCKOTO col03a (Hiioe OCHOBaHNC).

Ha ocHOBaHMM CBeJleHUIl, TTONYYEHHLIX IIpH NPOBEJICHUH (papMAalCBTHUECKONH MHCICKI[HH, OCISANss 13
KoTopbix Obuia mposeneHa ¢ 01 no 05 centabps 2025 rona, ycranosicuo, uTto jpanmoe thapMalesTnIeckos
[IPOM3BOACTBO COOTBETCTBYCT TpeboBanusaM [pasui naexane MPON3BO/ICTBEHIION TpakTHkK Espasuiickoro
JKOHOMUUCCKOro cOr03a, JKBUBANCHTHEIX [lpunnunam u PykosojcTny Eponeiickoro cowsa no Hagnexaiieit
TPOM3BOACTBCHIION NMPAKTHKE JICKAPCTBEHHBIX CPESUCTB I MEIUIHHCKOTO 1 BCTCPUIAPHOIO NMPUMCHEHUS
lprtiunam CHCTEMBI COTPYAIHYECTBA (hapMAlEBTHYCCKHX HHCTICKIIMH (P1C/S).

Hacrosumit  cepruduxar orpaxaer CTaTyC¢ IPOW3BOACTBEHHON IUIOMIAAKM HA JATy UpOBCIEHMS
(hapmaucBTHUCCKO HIICHEKIMY | TT0 HeTeyeHun Gojiee 3 J1eT oT JAThl MPOBEJIEHH OCTIEIHErO AHS TOCICAHETO
MHCICKTHPOBANNA HC MOXNKET CHMTATLCH JIOKYMEITOM, CBMJICTELCTBYIOUIIM O CTATYCE COOTBETCTBHS, Cpok
ActicTeus cepriduKraTa MOIKCT ObITh COKPALIEH TIPH UCIIONb30BAHNK COOTBCTCTRYIOLHX TIPUIIMIIOB YITPABICHUS
PHUCKAMH TIDH HAIN9HH COOTBETCTBYIOUICH 3amucu B mone «OrpaHuvueins WiH MoACHUTCIbHbIe 3aMETKH,
kacarouuecs 001acTi IPUMEHeNNs HACTOAIIErO CepTH(HKATAY,

Ceprudukar ABIseTcs ACHCTBUTEIBIEIM B Clytac [IPEACTABICHHMS BCEX €O JIMCTOB (KaK OCHOBILIX JIMCTOR,
TaK ¥ JIONOJIUTEIBHBIX JIHCTOR).

AyTenTnyanocTs (MOUIMHHOCTE) HACTOAIIEro cepTuukaTa MOXKHO TIposepuTh B 0ase panubix Komurera
MC/IMUMHCKOTO it (hapMAaLieBTHUECKOro Kottpons Munmcrepersa sapasooxparienna PecnyGnuku Kasaxcran,

Ecan ceprudurar 1ie npejicrablien B ykazauioi 6ase JAHHBIX, CIe/lyeT 0OPATUTECS B YIOJHOMOUCHHBIH
OpraH, ero BeIJIABIINIL.
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ﬂeKapCTBBIIIILIC Cpeacrsa sl MCJIHIIMHCKOIQ IIPUMENCHHY

JlekapcTeenibie IpenapaTsl A KIHHUUCCKIX UCCTIe/IOBAHME (MCIIBITAHIIA)

Kon

Haumenoranne

1. MIPOU3BOICTBEHHBIE ONEPALIMY - TEKAPCTBEHHASI MPOAY KM

Crepunniias npogykims

1.1.1 ponssoaumas acenTuueckim myrem (onepatuu o6paborkn juis ciieayronmx JICKAPCTBCHIILIX QopM):

1.1.1.1. JKuukne nexkapereenibie (popmul Gonmsioro ofsema

1.1.1.2. Xujkue sckaperBennbie (opmbl Manoro oonema

1.1.1.3. Tuodpunuzars

1.1.1.4. Tsepeie niekapcraennbie HOPMEL H HMITAHTATH]

1.1.1.5. Markue nexapcTsenbie Gopmbi

1.1.1.6. Ipoyas npoayKuus, IpOM3BOINMAL B ACCHTHYCCKIX YCITOBHS

1.1.2. IToxsepraemas GpuuMmIAHOi CTEPHITHAIIMM (onepauuy 06paboTky 1S cireayIoNmK JeKapCTREHHBIX (hopm)

1.1.2.1. Xuykue nexaperseniisie hopMil GONBITIOr0 06beMa

1.1.2.2. Kujkie nekapersennbic HOPMBI MANOr0 0GbeMa

1.1.2.3. Tpepsible JickapcTBeHIbIe HOPMBI U UMIIIANTATH

1.1.2.4. Markue iekapeTBeiHbie (opMbl

1.1.2.5. llpovas upoayKuus, nojsepraemas (HMIIHOM cTepUIH3AIIH

[.1.3. Buiryckatowwuii KolTpoib kayecTsa (BuITIYCK cepun)

Hecrepunbhas npomykums

1.2.1. Hecrepunshas nposykius (TEXHOJIOTHYECKHE ONCPALMH JUIS [I0TYHCHUS CHE/YIOUMX JIEKAPCTBEHHRIX hopMm):

1.2.1.1. Kancynsl B TBEp0#t 060510UKE

[.2.1.2. Kancyssl B Msrkoit oGonouke

1.2.1.3. Acpatenphbie nekapersenibie GopMbl

1.2.1.4. IMnperumposantisle JieKkapcTBebe popms

1.2.1.5. Xunkue nekapersennsie GopMbt juis HAPYRHOIO IPUMCHEHUS

1.2.1.6. XKnakue nexapcrsenibie hopmbi s BILYTPCHHEr ) NTPHUMEHEHH

1.2.1.7. Meanunckue rasnl

1.2.1.8. [Tpoune TBep/bIe ICKAPCTBEIITHIC hopmbi

1.2.1.9. INpenapaTsl, HAXOAALIMCCS MO AaBICHHCM

1.2.1.10. Papuonykimsie reticparops

1.2.1.11. Markue ekapcTBEHHLIC thopmel

1.2.1.12. Cseuu (cynunosuropun)

1.2.1.13. Tabnerku

1.2.1.14. TpancuepMaibible TUIACTBIPH

1.2.1.15. llpoyas HecTepuiibias IpoIyKILus

1.2.2. Buinyckaiouwmit KonTpodis kauectpa (cepruduxalis cepun)

Buonoruueckas JICKapcTBEHas NPOAYKILMA

1.3.1. Buonornyeckas JIeKapcTREHHAS TIPOJTYKIHS:

1.3.1.1. [ponyxrsl kxposu

1.3.1.2. MMMyHONOrHYeckas IpoayKIus

1.3.1.3. TIpoJiyKiust HA OCHOBE COMATHUCCKUX KIETOK (TIpoJLY KIS Ui TCPAITHK COMATIHICCKHMIM KJIETKAMK)

1.3.1.4. TenoTepaneBTHyeckas NpoayKIAs

1.3.1.5. BroTexnonoruucekas mpoIvKIs

1.3.1.6. TTponykuusi, BhiieelHas 3 sKMBOTHBIX MCTOUHMKOB HIT OPralion (rxaHel) yenosexa

1.3.1.7. Tkanenipkeliepuas 1poayKuns (IpojiyKius TKAHeBO HIDKEHEpHH)
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L [ 1.3.1.8. lpouas 6uonoruticckas jiexapersciias NPOJYKILHA
1.3.2. Bummyekarongmii kourpons kauccrsa (cepruduxaruis cepun) (epeyens BUIOR TPOAYKLIIK):

1.3.2.1. Ilposykrst KPOBH

1.3.2.2. UMmyHonoraueckas HPOYKIHS

1.3.2.3. IlpojtykTh! 1Ha OCHOBE COMATHYCCKUX KICTOK (IPOIYKUMS JUIS TEPALIHH COMATHUCCKUX KIeTOK)

1.3.2.4. I'enoTepanceTyeckas npoayKuus

1.3.2.5. Buorexnonornucckas LIPOAYKIMA

1.3.2.6. llpojtyKiwms, BbljeNeHas U3 JKHBOTILIX HCTOYHHKOB WK opranos (TKaHci) uenosexa

1.3.2.7. Tranenmkeucpnas TPOAYKIHS (IPOAYKUHA TKAHCRON WHKEHCPUH)

1.3.2.8. Ilpouas Buonoruucekas jekapeTaeiinas HIPOIYKIHA

1.4 Hpoqaﬁ JIEKApCTREHHA TPOAYKIMS UITH NPOH3BOACTBCHHAA ACHTCIBHOCTD

1.4.1. llpoussoacTteo:

1.4.1.1. Pacturensnas npomyxms

1.4.1.2. T'omeonaruueckoit NPOOYKLHH

1.4.1.3. Ipouas IPOAYKLHS

1.4.2. Crepunuzaitist hpapMaleBTHYECKUX cyberanuuii, BCNoMOrarenbibIX BEIUIECTE, FOTOBO TTPOAYKILIH:

1.4.2.1. Qunsrpanus

1.4.2.2. CyxoxapoBas crepHnusanns

1.4.2.3. Crepunuzaums napom

1.4.2 4. Xumuueckas crepuinzaus

1.4.2.5. CTepunu3aluist raMMa-uiTyueHiem
1.4.2.6. Crepwru3alus dJ1eKTPOIBIM H3JIYUICHHCM

1.4.3. Tlpouee

Vnaxkoska

[.5.1. IlepBHYHAS YIAKOBKA:

||

1.5.1.1. Kaucyurs B TBepj10#t 06onouke

[.5.1.2. Kancynel B Markoit 06o0qke

X 1.5.1.3. JKeparesibibic ICKapeTBeHIBIC thopmu

1.5.1.4. UMNperunposansie JICKapcTBeHLIC dhopmsl

1.5.1.5. JKuarne JIckapcTBeltbic (JOpMBI JUIS HAPYIKHOTO IIPUMEIICITUS

1.5.1.6. Xupxue nekapersennbie Gopmsl s BIYTPEHHEI0 NpHUMEHEHHsI

1.5.1.7. Mennumiickue rassi
1.5.1.8. TTpoyue TBep/bie TeKapeTBCHIbE dopmur

1.5.1.9. Tlpenapatsl, HaXoAAIMCCs 110 aBICHHEM

1.5.1.10. Pajmonykinunisie LelIepaTopsl

1.5.1.11. Msirkue Jiekaperseitibie (JopMbl

1.5.1.12. Ceun (cynnosuropun)

X 1.5.1.13. TabyeTkn

1.5.1.14. Tpaucaepmanbhble miacThIpu

1.5.1.15. I1pouast 1IecTepuibHAs NeKapCTBeHAL TTPOAYKIIMS

X | 1.5.2. Bropuunas (n0Tpe6UTeNbLCKas) yIakoBka

1.6 | Konrpons kauecrsa

X | 1.6.1. MukpoGuHonorueckne HenbITanms; CTCRMILIOCTE

X | 1.6.2. MUKpOOSHONOrHIECKOE TECTHPOBAHE: MHKPOOHOIOrHYECKas YHEToTA
X | 1.6.3. Xummieckue (dusndeckue) UCLiraiims '

1.6.4. BHOMOTHYECKUE HCTIBITAHNS

B orrowenn moShx OUpANHYCHHT WM TOACHEH, OTIOCKIIINGS K JAHHbIM TIPOU3BOJACTREIILIM ONEpalaM (33 UCKITIOYCHHeN
CIIYYaen, KOrJa NOSCIHEIHE ABISCTCH Oﬁﬂlﬂ'l\] ]{OMMBHT‘&}JM@M K npoueccaM Ha IPOU3BOJICTREHIOM 061:8[(']"!3), riae OLI u MPUMCIHSAITHCE
3TH OTPAHHYCHHS WK TIOACTHCHHA, ICOOXOAMMO BKIIOUATE OTCHUIKY K COOTBETCTRYIOWICMY noMmepy nynkra ceprudurara GMP,
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2. UMIOOPT JJEKAPCTBEHHOM MPOAYKILIHU

2.1

Konrponk kavectsa umnoptupyemoii JICKApCTBENIIOH NpoNyKIMY

2.1.1. MBKpOBHONOTrHUCCKIE HCIILITAIIHS: CTEPHILIOCTS

2.1.2. MUKpOBHOIOTHYECKOE TECTHPOBAIIUE: MUKPOGHOIOrHYCCKas YUCTOTA

2.1.3. Xumuteckue (huzudiecke) HenpITaHus

2.1.4. BHONOIHYCCKHE HCTILITAHUS

2.2

Ceprudukalns cepun uMIOPTHPYEMOii ICKAPCTRCHIION TPOAYKLMH

2.2.1. CTepHIbHAs IPOAYKLHS:

2.2.1.1. TIpoM3BO/IMMAS B ACCTITHUCCKHX YCITOBHSX

2.2.1.2. Toxgepraemasi YUHALINOIN CTCPHIM3ALIIK

2.2.2. Hectepuiibhas npojyKIms

2.2.3 BHOJIOTHUCCKAS IeKapCTReHTIAs NPOAYKIA:

2.2.3.1. TIpoyKThl KPOBH

2.2.3.2. UIMmynonoricckas NPOAYKIHS

2.2.3.3. Ilpoftykuns Ha OCHOBE COMATHUCCKHX KICTOK (IPOLYKIMS UL TCPAIIIK COMATHICCKHMI KICTKAM

2.2.3 4. lcroTepanceTuucckue HPOJLYKTELL

2.2.3.5. bHOTEXIIONOrHYCCKas POy KIS

2.2.3.6. lpojtyKuns, BolICICHHAS M3 IUBOTHLIX HCTOUHMKOR HIH opraiog (Tkaici) yejoBeka

2.2.3.7. TraneutiKelCpHas NpoAVKIIUs (Ipoaykius Traneroi HIXCHEepHIL)

2.2.3.8. llpoyas Guonoruscckas jgekapcTseiias NPOJYKIHAs

2.3

Tlpouasn fesTensHoOCTh 110 UMIIOPTY (BBO3Y)

2.3.1. Nlnouajika Gu3KiCcCKoro nMiopra (8BO3A)

2.3.2. IM1IOpT IpOMEXYTOYHOIT NpONYKIMH, TTONBEprafolieiics nanbueiineii oGpadoTie

2.3.3. Ilpouce

PapmanenTHIcCKas cydoTanms (cybeTanuum):

3. IPOM3BOJICTBEHHBIE OINEPALWNHY — DPAPMAUEBTHYECKHUE CYBCTAHLIMU

3.1

lpou3Boyicrso hapmanerTHYCCKHX CYGCTARIMIT METOIOM XUMITICCKOIO CHIITC3a

3.1.1. TIpOU3BOACTEO HPOMCIKYTOMIIBIX NPONYKTOB (ApMALICBTHYCCKOH cy6eTaluun

3.1.2. Ilponzronctro neounincHnoN dapmanesTHIcckoit cyGeTammy

—

3.1.3 Concobpazosaiuce (ouncrra):

3.1.4. TTpouce

3.2

[Tpou3E0/CTRO (hapmaleBTHICCKUX CYBCTANILMN MCTOIAMH BLLACICINA U3 HPHPO/IHBLIX UCTOUHHKOR

3.2.1. Bruicienue dapManeBTHUCCKUX cyOcTanumii 113 HCTOUINKOB PACTHTCILIOND TTPOHCXOIJICHUS

3.2.2. Beuienenue hapmMancBTHUCCKIX cyGCTaHIMH 113 HCTOUHIKOB KHBOTHIONO HPOHCXOMKJICHHS

3.2.3. Boyjlenenue dapMalesTHICCKIX cyOCTatimit u3 Oprauos (TKaticii) Yeiokcka

3.2.4. Beuiesiene $papMaucsTHICCKIX CyOCTAHIMIE M3 HCTOUHIKOB MUHCPAJILIOIO [IPOUCX OIS

3.2.5 Moaudukaiws Beicichnoii hapmanesTHuCCKO cybcranimm (YKasbiBacTes U3 nynkros 3.2.1-3 2.4)

3.2.6. O4HCTKA BbIJIe/IEHHOI papMalCBTHUCCKOM cyOcTanmy (YKasbiBaeTes MCTOUITHK H3 IYHKTOB 3.2, 1-3 2.4)

3.2.7. Ilpouee

[95]
W

Ipon3BOACTBO (hapMALIEBTHUCCKHX CYOCTAIINIL C HCIOB30BAHNCM GHOTOLHICCKIY NPOLECCOB

3.3.1. ©epmenTanus

3.3.2. llpou3BOACTBO ¢ MCTIONB30BAHMCM KIETOUHLIX KYNLTYD (ykazarh THI
UCTIONb3YEMbIX KIIETOK) (1011 YKA3aHHEM THIIA KIETOK [IOHMMACTCH HX THIIOBAT CHICUM( U HOCT, JTHHHS, ITAMM H
npoyee)

3.3.3. Brienenne (ouucTka)

3.3.4. Monudukanus

3.3.5. [pouce

34

[lpounssoscTro crepriubimix papmalesTHuccKIx cyberammmii (pasuaeant 3.1, 3.2, 3.3 gomKnnsl GbITh 3AM0IHCHEL
LJ1e IPHMEHKEMO)
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3.4.1. @apmaueniieckue cyberaniuy, TPOU3BOIUMEIC B ACENTHYCCKUX YCIOBHAX

3.4.2, GapManeBTHYCCKUE CyOCTAIILIHH, HOJIBEPTACMLIC DUHMILHON CTCpUnH3AINY

3.5 | 3aBEplIAIONIHE CTa/IMN NPOU3BOCTEL (hapManeBTHYSCKHX CyBeTAHLMI

3.5.1. Crajuu dusngeckoit o6paborku:

3.5.2. lleperanas yriakorka

3.5.3. Bropnunag ynaxonka

3.54. Ilpouce (ykasarb Juis onepanuii, HE ONMCAIIHLD
BbILIIE)

3.6 | Konurpon kauectsa

3.6.1. Dusnyeckue (XUMIYCCKHE) HCILITALIHA

0.2. MEKpPOOHOJIOTHUCCKHE MCTILITAHNS (BKIIOUAA HCHLITAIIA HA CTCPHIILITOCTE)

=
2
3.6.3. MUKpOGHOIOIHYECKHE HCIIbITAHKS (MCKIIOYas HCILITAHUS 11 CTEPHIILIIOETS)
3.6.4. BuoJlorugeckue uebITanus

4. TPOYUE OIEPALINH - PAPMALUEBTHYECKHME CYECTAIILIUU

Orpanmenns nin NoACHUTCABRLIC 3aMETKH, KACAIOMIICCS 00/1aCTH NpuMencust ceprudukara; -
Obacts GapMaresTHIECKON HHCIICKLMI OXRATLIBACT: -

peantsihmi gy
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