EBpasuiickuii skoHoMU4ecKuii cotos

PI'Y «KomuTeT MeIMIMIICKOTO M (papMalleBTMYECKOro KOHTPOIs
Muracrepersa 3aparooxpaicius Pecnybnuku Kazaxcrany

CEPTHO®HKAT
COOTBETCTBHA [TIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB TPEGOBAHMAM IIPABHIT
HAJUIEXAUIEA TTPOU3BOJCTBEHHOU TITIPAKTUKH
EBPA3HMHUCKOI'O DKOHOMHWYECKOI'O COIO3A
Ne GMP/EAEU/KZ/272-01-2026
Cpox neiicters ¢ 05 nexabps 2025 roxa no 04 gexabps 2028 roza
Brian no wroram npomenenus ¢apmanestideckoil uucrekuun B cootsereteri ¢ [pasmiamu
pOBE/IcHHs  papMALEBTHICCKMX  HICHCKLMI,  yrsepacciibivu  Pemermenm  Cosera  Epasuiickoit

OKOHOMMYECKOH KOMHCcHM OT 3 nosGps 2016 r. Ne 83.

Komurer Menuupickoro u hapManeBTHYeCKOro KOHTpOIs
Munucrepcria s/ipapooxpanenus Pecnybiuky Kazaxeran

HOJATBEPHIACT CIICOYIONICC:
LIpOBE/ICHa Lpapmauea'mqe(:ﬂaﬂ HIICTIEKIIHS

«Immacule Lifesciences Pvt. Ltd. »
Vill. Thanthewal, Ropar Road, Nalagarh, Distt. Solan [H.PJ-174101, India

Ha OCHOBaHHH:

- saagnennd or 14.10.2025 roja na npoBejeHne MHCICKIMK Ha COOTBETCTBHE TpeboranusaM HayuleKauei
HPOM3BOJICTBEINOH Mpak kK EBpasuiickoro SKONOMUYECKOro €003 (MHOE OCHOBANNE).

Ha ocnosannu cBejieHni, NONTYUCHHbLIX NIPH [IPOBEACHUA (PapMAICRTHUCCKOM HHCIIEKIMHN, TTOCICHAS U3
KoTopbiX Obuia nposeiena ¢ 02 mo 05 mexabps 2025 roja, ycTanmoBneHo, YTO JaHHOe (hapMaleBTHYECKOe
TIPOM3BO/ICTBO COOTBETCTBYET TpeboBanmsam [paruir Hajuiexkanieil npoussojicTiemion npaktuku Espasuiickoro
IKOHOMMUIECKOTO C0I033, dKBUBAICHTHLIX [Ipuinuuam u PykosoaceTsy Epornciickoro coiosa no naiiesxanieit
POM3BO/ICTBEHHON LIPAKTHKE JIEKAPCTBEHHBIX CPC/ACTR JUIs MEJMIMHCKOTO M BETEPUHAPHOTO NpHUMelelns U
npuniiam CHCTCMBL COTpYHMYecTBa (papMalleBTHICCKHX uicnexuuii (PIC/S).

Hacrosumii  ceprndukar orpakaeT CcTaTyc NpOM3BOACTBEUNON [JIOWMAAKM HA JATY NPOBCICHIS
(apmalleBTHYECKON MICTIEKIINH | 110 neTeyenny fonee 3 JIeT OT JaThl NPOBSAGHHS OCTSIHEro HS OCHC/UIEro
UIICHEKTHPORAHMA HC MOMKET CHHTATHCH JOKYMEHTOM, CBUICTENLCTBYIONMM © craryce coorBercTBusA. Cpok
JieHeTBIs cepTH(UKATA MOKET OBITh COKPAIICH IIPH HCHONMB30BAHNM COOTBETCTRYIONIMX IPHHIMIIOR YIIPAR/ICHIS
PUCKAMH [pU HAJMYMUM COOTBETCTBYIOUICH 3amuc B rone «Orpaluyerssg HIK TOSCHUTENLHBIC 3aMETKH,
Kacaroumecs 00J1acTi NPUMEHEHNs HACTOSIIEro CepTUdrKaTay.

Ceprudukar spisercs neHCTBUTENLIBIM B Cly4ae 1Pe/ICTABICHUS BCEX ero JMCTOB (KAK OCHOBHBIX JIHCTOR,
TaK M JIOI0JHUTEIBHEIX JIHCTOR).

AYTEHTHYHOCTh (TIOJUIMHHOCTE) HACTOSIIETO ceprv(uKkata MOXKHO NPOBEPUTEL B Gase janinix Komurera
MCJIILMIICKOTO U (hapMalleRTHYeCKOro KOHTpous Mutinerepersa 3upasooxpanenus Pecnybnnkn Kasaxcran,

Ecnu cepridukar He npejcTaBieH B ykazamHoil Gase janublx, clejyeT o6paTUTLCS B YIOTHOMOUYCHHBIH
oprail, ero BLIJIABIINIL,
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EBpasMiCKUiIA IKOHOMMUYECKUiA colo3

Ne GMP/EAEU/KZ/272-01-2026

X .HCKapCTBCHH!:IC CPCACTBA I MEOUIIHHCKOTO IHIPUMEHCHHA

Jlekaperrenble npenaparsl juis KIMHAYECKMX UCCIIC/I0BANMH (HCTIbITAIHIT)

Kon HaumcHosanue

1. MPOM3BOACTBEHHBIE ONNEPALIMH - JEKAPCTBEHHAS [TPOIYKLH S

1.1 | Crepunblias npoaykims

X 1.1.1 Ipouseouimas acenTHaecknmM mmyrem (orepanmu 06paboTku Ul CICAYIOIEX JICKAPCTRCHHHIX Qopm):

1.1.1.1. Munkue nekapersertbie GopMul 00NBLIOI0 06beMa

X 1.1.1.2. 3Kuaxkue nekapersennbie hopMbl Manoro ofnema

X 1.1.1.3. JInodumnuzars

1.1.1.4. Teepelc JIEKAPCTBEHHBIE (HOPMBI I UMILIAITATE]

1.1.1.5. Msirkue JIeKapeTBeHHEIC (POPMBL

1.1.1.6. [Ipouas npoiyKius, TPOU3BOMMAs B ACCIITHUECKIX YCIOBMS

1.1.2, Tlonsepraemas GpuunIINOil cTepuiM3aliy (onepaiuy odpaboTKH L CICAYIOUINX JIeKapcTBEeHHBIX (popM):

1.1.2.1. JKujikue siexapcTaennnie popMel Goslnoro odhema

X 1.1.2.2. JKunkue JekapceTBennbie OpMEl MATore obbeMa

1.1.2.3. Tpeparle ekaperseHbie (POPMBL U HMIUIAIITATDI

1.1.2.4. Markune jiekapcTBEHHEIC (hOpMbI

1.1.2.5. Tlpouas npoAyKuus, nojBepraemast (UHUIIHON CTepUIN3AIMN

X [.1.3. BbliycKarommii KOHTposs Kadecrsa (BblIYCK CEpUM)

1.2 | HectepmnbHas poTyKIns

1.2.1. Hecrepuiibnas npoykuus (TCXHOIOMHYECKHUE OTIEPaliH Ul OTYYeHHs CIIE/IYIONMX TeKAPCTREHHEX (Jopm):

1.2.1.1. Kaneyiisl 8 TBepji0# 000J04Ke

1.2.1.2. Kancynsi B msrkoii o0osouke

1.2.1.3. XeraTenpHsie iekapeTsemibie GopMbl

1.2.1.4. HMnpernnposanibic JIeKapCTBECHHBIC (OPMDI

1.2.1.5. JKungue JiekapeTBeHHbIC (GOPMBI VIS HAPYKHOI'O IPUMEHEHUS!

1.2.1.6. JKujkue qexaperbetnble GOpMbL jUlsl BHYTPEHHEIO IPUMCHEHHS

1.2.1.7. Meanumickue rassl

1.2.1.8. TTpouue TBEpALIC JICKAPCTBEHHDIE HOPMEI

1.2.1.9. llpenaparsl, HAXOAAINMECS N0/ IABIEIIHEM

1.2.1.10. PapnonykiuiHble TeHEPATOPLI

1.2.1.11. Markue nekapcrseHHbie (GOpMBbI

[.2.1.12. Creun (cynnosuropuu)

1.2.1.13. TabneTtkn

1.2.1.14. Tpancnepmaibibie MWIACTHIPH

1.2.1.15. Tlpoyas necrepruibHas OpoLyKIus

1.2.2, BeimycKaromuid konTposis kayecrsa (ceprndykaivs cepun)

1.3 | buonoruicckas JICKapeTBEHIAA HPOJIYKINA

1.3.1. Buosiornueckas JeKapeTBeias npoIyKIHus:

1.3.1.1. IlpojtykTsl KpoBH

1.3.1.2. UMmMyHoJIOrHIeCKas IIPOAYKIMS

1.3.1.3. TTpo/iyKIiHs Ha OCHOBE COMATHYECKHX KICTOK (IIPOAYKIMA IS Tepallii cOMATHICCKUMU KIICTKAMY)

1.3.1.4. l'enoTepanesrinieckas IpOIyKIs

1.3.1.5. buoTexHoaoruyueckas npoyKius

5
o |
-3.1.6. Tlpojiykns, BEIICIICHIIAS U3 JUBOTHBIX HCTOYHHKOE UM OPraHoB (TKaHeil) yeoseka
3

]
1.3.1.7. Tranemnkenepnas 0poayKumst (TPOAYKIMS TKAIICBOH HILKEICPHIT)
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EBpasuidcKuii 3IKOHOMUUYECKUIA Colo3

Ne GMP/EAEU/KZ/272-01-2026

1.3.1.8. Ipoyas GHONOTHYCCKAS JICKAPCTBEHHAS IPOIYKIHS

1.3.2. Bernyckarouuii KonTpoJis Kauecrsa (ceprudukanms cepun) (Iepedenn BHIOB NPOIYKIHN):

1.3.2.1. TIpoayKThl KPOBH

1.3.2.2. MiMmyHoJlornueckas npoayKiHs

1.3.2.3. TIpoayKTEI 1ia 0CHOBE COMATHUECKUX KICTOK ([IPOJIYKIUS ISl TCPAITHH COMATHYECCKHX KIIETOK)

1.3.2 4, enorepaneBTHyeckas MpoLyKImsa

1.3.2.5. buoTexHOJIOrHICCKas TPOJIYKIHs

1.3.2.6. TTpoaykius, ReICICHHAS W3 XKUBOTHLIX MCTOYNUKOB MK OPraHoB (TKamei) qejoBeka

1.3.2.7, Txaneunnkenepuas npoayKiHs (LpoAyKIs TKaHCROH HIDKCHCPHE)

1.3.2.8. Ipoyad GHOIOrHuYCCKas JICKAPCTREHNAN [IPOJIYKIIMA

1.4

Hquaﬂ JICKapCTBCHHAA TTPOYKIIHA WM ITPOU3BOICTBEHIIASN JICSTCILHOCTh

1.4.1. Tlpoussoyucteo:

1.4.1.1. PactuTenbnas npouyKius

1.4.1.2. 'omeonaruieckoii IpoaAYKIHK

1.4.1.3. Ilpouas nponykims

1.4.2. Crepunisauusa dapMaleBTHICCKHX CYOCTAIILMI, BCIIOMOraTe/bHbIX BEIICCTE, FOTOROI TIPOJIYKLAH:

1.4.2.1. unprpaims

|

1.4.2.2, Cyxo:kapoBas CTepuIH3aLus

1.4.2.3. Creprimzaims napom

1.4.2.4. Xumuueckas CTepuIM3aliist

1.4.2.5. Crepunusaliug raMMa-u3Jjiy4cHHCM

1.4.2.6. Crepunn3alius 2IEKTPOHLLIM H3/YUCHIHEeM

1.4.3. Ipouce

Vnakoska

1.5.1. Tlepuutas yrnakoska:

1.5.1.1. Kancy:st 8 TBepioii obonouke

1.5.1.2. Kancyunsl B MATKO# 060ii0uke

1.5.1.3. JeBaTelibHBIC JICKAPCTBEIHbIE (POPMBI

1.5.1.4. MmMupernupoBaniisc JieKapeTBCHILIE GOpPMBI

1.5.1.5, JKuAKHC JICKapCTBEHHBIC (QOPMBI JULA IIAPYKHOTO HPUMEHEHHS

1.5.1.6. JKujixue nexapcTBeHHbIC POPMEI JIIIst BIYTPCHIIETO IPHMEHEHHS!

1.5.1.7. MenuuuHcKue rassl

1.5.1.8. Tpoyre TRepILIE JIeKApCTBeHHBIE (JOPMBIL

1.5.1.9. Tpenapatsl, HaxXo/AUIHCCs TT0) JABICHHCM

1.5.1.10. PaguonyKkImaHbIe rencpaTopsl

1.5.1.11. Markue jiexapcTpeHinie opMel

1.5.1.12. Cpeunt (cynnosuropun)

1.5.1.13. TabaeTkn

1.5.1.14. TpancaepMansHeIe IIACTHIPH

1.5.1.15. Ilpouas HectepuiibHas NeKapeTBENTIAs TIPOLY KIA

1.5.2. Bropuuuagd (motpedurensckas) yIakoBka

Konrpons kauecrea

1.6.1. MHKpOOHOIOr MYCCKHC HENIBITAHUA: CTEPHILHOCTh

1.6.2. MuKpo6HOIOruIecKoe TCCTHPOBALUC: MUKPOTHONOrHYECKas YUCTOTA

1.6.3. Xumnueckue ((HINICCKUC) HCTIBITATIN

1.6.4. Buonornueckue HCIbITaHMsl

B OTHOLIEHNUH HIOGLIX OFpa}IH‘!CHHﬁ HIIH IIOHCHCﬁ, OTHOCSATIHXCH K JlallllbIM HpDH3BD£lCTBE3‘HHLIM onepanHlsmM (3?1 HCKIIQUCITHUEM
CITYUaeRn, Korjid nodciuenne aplsieres odmmM KOMMENTApHEM K [Iporeccam Ha MPOU3BOIACTBEHHOM 06’LEK’I‘B), rae OB Hu NPUMCHATTHCE
ITH OTPaHUYEHH K DOSCHEeNHs, HeoOX0IHMO BKIIOUATE OTCHLIIKY K COOTBETCTRYIOUIEMY HOMEpPY nyHkTa cepTrdukara GMP.
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EBpa3suMMiCcKMii SKOHOMUYECKUIA COI03

Ne GMP/EAEU/KZ/272-01-2026

2. UMINOPT JEKAPCTBEHHOM NPOAYKLIHUH

21

Konrpoins kauecTea UMIIOPTHPYEMOI JICKapCTBEHHOM NPOAYKIIAN

2.1.1. MukpoOHOJOTHIECKHE HCTILITAHUS: CTEPHILHOCTD

2.1.2. MukpoOHONIOrHyeckoe TeCTHPOBANNIE: MHKPOOMOIOTHICCKAS THCTOTA

2.1.3. Xumngeckue ((pusuyeckue) HCIbITAHs

2.1.4. Buosoruyeckue UCnLITanus

2.2

Ceprudurauus cepun MMNIOPTHPYCMOIl JIeKApCTBEHION NPOAYKIMH

2.2.1. Crepunblias IPoLyKLHA:

2.2.1.1. Tlpouspoanmas B aCCITHYCCKHX YCIOBUAX

2.2.1.2. llopBepracmas hUHHIIHOI CTCPUIA3AIIN

2.2.2. HecTepuibHas NpoLyKILus

2.2.3 bronoruycckas JeKapCTBEHHAS MPOJIYKILS:

2.2.3.1. IlposyKTsl KpoBH

2.2.3.2. MIMMYHOIIOIHYCCKAS TIPOJLYKIIMA

2.2.3.3. IlpoayKuns Ha OCHOBE COMATHUCCKMX KICTOK (HPOJYKIMS JUIS TEPAIIMNA COMATHUCCKHMU KITETKAMI
¥

2.2.3.4. l'eHoTepaneBTHYECKUC NPOIYKTH

2.2.3.5. bHOTEXHOIOTHYCCKAA TIPOLYKIIHSI

2.2.3.6. [lponykuus, Boiieenyas 3 JKHBOTHBIX MCTOMHMKOB WM OpraioB (Tkaneii) yeioBeka

2.2.3.7. TxaueunsxeHepHas npoyKius (IPOLYKIHA TKAHCBOH MIDKCHEPHM)

2.2.3.8. Tlpouas Guonoruucckas JGKAPCTBEHHAN IPOLYKIHHA

23

Mpouas JIeATeNLHOCTD 110 HMIIOPTY (BBO3Y)

2.3.1. Ilnouaxa uznacckoro nMnopra (3Ro3a)

2.3.2. UM1IOpT 1POMEIKYTOYHON NPOAYKIIIH, TI0/BCpralomeiics fajibneiiucii 0opadoTke

2.3.3. Tlpouce

3. TPOM3BOJCTBEHHBLIE ONTEPALIAU — ®APMAUEBTUYECKHE CYBCTAHUUN

Dapmanentyucckas cybcranmsn (cyberanimm):

3.1

[IponssoacTEO hapMaleBTHYECKHX cyBCTANIMI METOIOM XMMHUYECKOTO CHIITE3a

1. 1. [1pou3Bo/IcTBO MPOMCHKYTOHILIX IPOIYKTOR (papMallcBTHYCCKOI cyDeTanm

=
J
3.1.2. 11pou3BoacTRO e0UHUICHHONH (hapMancrTHICekoil cybeTaninm
3.1.3 Concobpasosanue (o4ucTKa);

3.1.4. Ilpouee

3.2

Hpou3soIcTBO GapMalesTHYEcKX cyOcTalliil MeTOIAMH BEIACICIMS U3 IIPHPO/IIILIX HCTOUITHKOB

3.2.1. Buiaeienue hapManeBTHICCKIX CyOCTANIMI M3 HCTOUHUKOB PACTUTCIILHOTO NIPOHCKOAICHUS

3.2.2. Beisiesienue papMaleBTHUCCKIX CyOCTalIMi 13 HCTOUIIMKOB JKUBOTHOTO [POUCXOAKICHHS

3.2.3. Bouienenye papmanerTHYECKHX cyOcrannuil n3 opranos (rkaneil) yenorexa

3.2.4. Beiaenenne hapManepTHyeckix cy0CTaHIIA M3 HCTOYHMKOB MUNEPAILIIOTO TIPOMCXOMKACHHA

3.2.5 Mopndukaiys BeLiccHnol dapmaiiesTHacckoil cydcTanmuy (ykasbisaeres n3 nynkros 3.2.1-3.2.4)

3.2.6. OuncTka BLIICICHION hapMaleBTHYCCKOI cyOeTaniun (YKasniBagTes HCTOUHHK W3 mynkTos 3.2.1-3.2.4)

3.2.7. Ilpouce

3.3

ITpon3soscTBO papMalleBTHUCCKUX CyOCTaHIM ¢ HCNoIb30BaHeM OHONOTHICCKIX MPOLIECCOB

3.3.1. DepmeHTaLAN

33.2. Tlpou3BojicTBO C VICHONB3OBAHMCM  KICTOUHLIX  KYILTYP (ykazaTh THI
HCTIOJIB3YEMBIX KIETOK) (IO YKa3allMeM THNA KICTOK TTONMUMACTCA HX THIIOBAS CNEUM(BHYHOCTD, NI, IITAMM H
npouce)

2 2

3.3.3. Buiiesenuc (o4ucTKa)

3.3.4. Mojmdurarms

Gl

3.3.5. Ilpouce

(95
BN

Hpomseoperso ¢Iepuibipls GapManesTHICerx cyOcranuii (pasacint 3.1, 3,2, 3.3 A0duiibl ObITh 3a10JHCHDBL, TAG
IPUMEIIHMO)
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EBpasmiickmii akoHommuuecKuii coros
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3.4.1. PapmauesTHyeCKHE CYOCTAHINAN, IPOH3BOIHMEIE B ACCHTHICCKUX YCIOBHIX

3.4.2. GapmareBTHIECKME CYOCTANINY, TOABEpracMbic PHHMIINON CTEPHIM3ALAN

3.5 | 3asepuarouiie cTaauu MPOH3BO/ICTEA (hapMaIeRTHYCCKUX cybeTanuil

3.5.1. Crammu dusnucckoii 0bpaGoTkm:

3.5.2. llepruyHas yaKkoBka

3.5.3. Bropuunas ynakoska

3.5.4. Ilpouce (yKazarTh I OTCpatii, fe ONHCAHHbIX BBILIC)

3.6 | Kowrpousk Kauectna

6.1, Quznueckue (XUMUICCKHC) HCTIBITAIIHA

.6.2. MUKpOGHOIOTMUCCKUC MCTIBITATINS (BKJLIOUAS HCIIBITAIHS 1A CTCPMJILIOCTE)

FRNVSE EUS]

3.6.3. MuKpobuooryieckue UCILITanns (MCKII0Uas CIILITAHNS [1a CTCPHIILIOCTE)

3.6.4. BUONOrHYECKHE MCIILITAHNS

4. ITIPOYHUE ONEPAIIUM - PAPMAUEBTUYECKHWE CYBCTAHLIMU

Ol‘paumemm WM HOSACHUTEILHEIC 3AMCTKIL, Kacaoumecs o0nacTi [IpUMEHE HUsI CBpTI/l(bHKaTﬂZ

Paiimkynosa I'.V.
3amecturens [peycenarens ¥
Komurera Me/IMUMHCKOTO 1
(hapMalCBTHYCCKOrO KOHTPOIs
Munucrepersa 3mpaBooxpaneus

Pecriybnuku Kazaxcran
M.IT.
(P.ILO., rosxnocTs)

(moanics)

73.07. BOA6

(AaTa noANNEAHIA, UL MEC. ITIT)
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