EBpasuiicKnii SKOHOMMUUECKUIA Co103

PT'Y «KomuTeT MeIUIMHCKOro 1 (hapMaileBTHIECKOTO KONTPOJIs
Munucteperpa 3upaBooxpanenus PecnyOnuku Kazaxcrany

CEPTUOHUKAT
COOTBETCTBHMA 1IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHHMAM I1PABH]
PLAI[HE}KAIUI_[EFI ITPOM3BOJICTBEHHOU ITPAKTHUKH
EBPA3HMHCKOI'O DKOHOMMWYECKOI'O COKO3A
Ne GMP/EAEU/KZ/49-06-2023
Cpox apeficreus ¢ 05 mast 2023 r. o 04 mas 2026 r.
Beiman 1o wroram nposenenust (apManeBTHYECKOH MHCHCKIMH B cooTseTcTBMM ¢ Ilparunal
NpOBe/IeHUsl  (apMANCBTHICCKUX —MHCIICKIWMiA, yreepiennsiM  Pemennem  Cosera Eppazuiick

IKOHOMHYECKOH KOMHCCHM OT 3 Hos6pst 2016 r. No 83,

Komurer Mejmrmnckoroe 1 dapMalieBTHYSCKOro KOHTPOJIS
MunucTepeTra 3/ipapooxpaneuus Pecnivonuku Kazaxcrau

NOATBEPAJIALT CleayIolIee:
nposesieHa hapMalleBTHICCKas MHCIICKLMS

«(NEURAXPHARM PHARMACEUTICALS, SL»
Avinguda de Barcelona, 69 08970 Sant Joan Despi Barcelona, Spain

HA OCHOBAHHH:

- saseneHust or 05.12.2022 roma ma npoBejiclMe WHCIEKUMH HA COOTBETCTEME TPeBOBAHMAM
HaJlexaleil pon3BoACTEEHHOM npakTiky EBpazniickoro sKOHOMHYECKOro coto3a (MHOe OCHOBAHHUE).

Ha ocHOBaHMH CBE/IGHMHA, HOJIYMEHHBIX IPH NPOBE/ICHUH (PapMAlCBTUICCKON MHCIEKIMH, MOCTe/THSS
U3 KOTOphIX Obl1a npoeesiena ¢ 02 mas no 05 mas 2023 ropa, yeraHosieno, 4To JaHHOE hapMaleBTHYCCKOS
NIPOM3BOJICTBO  COOTBETCTBYET TpeboBanmsim IlpaBwin  Hajjiexaueil  Mpou3BOACTBEHHOM HpaKT'jKPI
EBpasuiickoro 5KOHOMHUHYECKOro coko3a.

Hacrosmmii ceprudukar orpaxaer craTyc INPOM3BOACTBEHHOW IUIOMIAIKM HA JIaTy NPOBCICHHS
(bapManeBTHICCKOH MHCTIEKIMM W 110 HeTedenuH Gosiee 3 JieT OT JaThl NPOBEISHHS MOCIEHHEro s
MOC/ICAHEr0 HMHCIEKTHPOBALMA HE MOXKET CUMTATLCS JIOKYMEHTOM, CBHAETENLCTBYIOWIMM O CTATYCE
coorsercTBusl. Cpox  ueHcTBus  ceprudurara  MoxeT OBITH  COKpalleH HpPH  MCIOJbIOBAHMM
COOTBETCTBYIOIIMX MPUHIMITOE YNPABICHUS PHCKAMM TP HAJHYMH COOTBETCTBYIOWIEH 3aIMCH B MOJIC
«Orpanuyenns WM NOSCHUTENLHBIC 3aMETKM, Kacaiouwecs OGJacTH NpHMEHCHUs HaCTOAIIGro
ceprudukaray.

Ceprudukar siBjisieTcs JCHCTBUTCIBLHLIM B CiIy4ae NPENCTABICHUS BCEX €ro JIMCTOBR (xaK OCHOBHBIX
JIMCTOB, TaK W JOIOJIHATENLHLIX JIMCTOR).

AyTenTHYHOCTL  (HOAIMHHOCTE) HACTOALIETO CCPTH(PHKATA MOMKHO NpOBEpPUThL B 0ase maHHBIX
Komurera MeaniMHCKOro 1 (hapMaLeBTHIECKOTO KOHTPOss MunucTepcTRa sapasooxpadenus PecryOnuxum
Kazaxcran. .

Ecnu  ceprudukar He npejcraBicH B yKasaunod 6ase JaHHbIX, ClCAyeT 0OpaTUTLCS
YIOJIHOMOYCHHBIA OPTaH, ero BhiJaBIIHH.
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EBpa3suiicKUiA 9SKOHOMUYECKUIA COl03

Ne GMP/EAEU/KZ/49-06-2023

X .HSKapCTBeHHBIe cpeacTsa i MEAHIIMHCKOIO NPUMCHEHHS

HeKapCTBEHHBIe rnpenaparsl 1714 KIHHHYSCKHX HCCIC/IOBAHUH (HCHbITaHHﬁ)

Kon

Hanmenosanue

1. MPON3BOACTBEHHBIE ONEPAIIMNA - TEKAPCTBEHHAS XIPOIY KLU

L.l

Crepunsyas IpOLYKIIHsA

1.1.1 lMpoussojmmMas acenTUHeCKUM 1yTeM (onepauuu 00pabo Ty JUIS cilej(YIOIMX IeKapCTReHHBIX Gopa):

1.1.1.1. 2Knaxue nekapcTBeHHbIe GopMbl GoNIbINOro 00beMa

1.1.1.2. XKunxue nekaperennsie OpMBL MAIOro 00beMa

1.1.1.3. /Incniepenn

1.1.1.4. Jinotunmsarst

1.1.1.5. TrepJibie JICKAPCTBEHHDIC (OPMBI H MMILIAHTATHI

1.1.1.6. Msarkue nexapcTreHible HopMBel

1.1.1.7. TIpoyas mpoayKiysi, POH3BO/IMMAS B ACCITHYECKAX YCIOBUAX

1.1.2. TloasepraemMas QUHMIIHOM cTeprIusauy (onepauyy 06paboTKH Il CICAYOUIHX JICKAPCTBCHHBIX (o

1.1.2.1. Kunkue nexapcreennsie Gopmbl Gonbuioro odneMa

1.1.2.2. Munkue nekaperseniibie GopMel Majioro oobema

1.1.2.3. Teepabic nekapcTREHHBIE (POPMBI M HMILTANTATE

1.1.2.4. MsArkue nexapcTBeHHbie HOPMEL

1.1.2.5. llpoyas npojykums, nojsepracMas GUHHINHON CTEpUIM3AIIMHI

1.1.3. Brinyckaiomuii KOHTPOIIb KayecTra (BLIMYCK CepHi)

Hecrtepunpnas mpoaykius

1.2.1. HecrepunnsHas MpoyKUus (TEXHOJNOIMUECKME ONICPALH JUIf [IOTYHEHUS CIICYIOHX IEKaPCTRCHHBIX (hopM):

1.2.1.1. Kancynsl B TBepn0ii 0boNOUKE

1.2.1.2. Kancynel B MArkoi obonouke

1.2.1.3. KeraresbHEIe ICKApCTBEHHbIE OPMEL

1.2.1.4. MIMnpernupopaHHbIe NEKAPCTBEHHBIE (OpMbI

1.2.1.5. uakue iekapeTBeHHble GOPMBL AN HAPYKHOTO IPUMEHCITHSI

1.2.1.6. uakue nexapcersentblie hOpMbI juis BHYTPEHICTO IIPUMEHEHNA

1.2.1.7. MeIMIIMHCKUE a3kl

1.2.1.8. Ilpogue TBep/ibie IeKApCTREHHEIE (POPMEI

1.2.1.9. TlpenapaTsl, HAXOAAIMMEC 101 JABIEHUEM

1.2.1.10. PaqiMOHYKIMJIHbIE TEHCPATODBI

1.1.1.11. Msrkue nexapcreesssie GopMel

1.2.1.12. Ceeuu (cynno3HTopHH)

1.2.1.13. Tabnerku

1.2.1.14. TpancaepMalibHbIE IUIACTHPH

1.2.1.15. YcTpolicTsa juisi MHHTPAPYMHMHATLHOTO (BHYTPUPYGII0BOr0) BREIEHHS

1.2.1.15. Tlpouas HecTepUITBHAS NPOJLYKIMSL: [IOPOILIOK /U IPUTOTORIEHHS CYCIICH3MH JUTS NpHeMa BHYT]

1.2.2. BelycKaroLMi KOHTPOJIL KadecTsa (ceprudukaiuis cepun)

Buosornyeckasn JIEKApCTBCHHAA NMPOAYKIIHA

1.3.1. buonoruieckas ieKapcTEEHHAS. IPOILYKINS:

1.3.1.1. Ilpomyxtsl KpOBU

1.3.1.2. MMMYHOJIOrHYecKas PO IyKILAs

1.3.2.3. TIpoayKis Ha OCHOBC COMATHUECKHX KICTOK (IPO/AYKIUSA JUIS TEPalMH COMATHYCCKAMH KIICTKAMM)

1.3.1.4. l'cHOTEpaNeBTHYCCKAS TIPOIYKIIHS

1.3.1.5. buoTexnonornyeckas MpoiLyKImMs

1.3.1.6. Tlpoxykums, BbUIEICHHAS U3 JKUBOTHBIX HCTOYHAKOB MM OPraHos (Tkauel) yeiosexa

1.3.1.7. TRaHCUHKCHCPHAS 1IPOJLYKILMS (HIPOIYKIMY TKAHEROH UIDKEHEpUM)
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EBpasuitCKmnii IKOHOMUYECKUA COK3

Ne GMP/EAEU/KZ/49-06-2023
1.3.1.8. Ilpoyas Ouonoruyeckas JICKapCTBCHHAS TPOIYKIINA
1.3.2. Beimyckarouuii KonTpons (cepruduKalus cepur) (IepeyeHsb BIIOB MPOIYKIHN):
1.3.2.1. IlponyKThl KpoBH
1.3.2.2. HMmyHonOrnyeckas npoayKImns
1.3.2.3. IlpojyKThl Ha OCHOBE COMaTHYECKUX KIIETOK (POAYKIAS ISl TePAIIMi COMATHUECKMX KIETOK)
1.3.2.4. I'erorepanesTuyeckas NpoAyKIUs
1.3.2.5. buoTexHonornucckas MpojyKIms
1.3.2.6. Tlponykuus, BRIICICHHAS M3 XKMBOTHBIX HCTOYHHKOR MIIH OPraHOB (TKaHei) ycnoseka
1.3.2.7. TkaneumKkenepHas NpoAYKIHs (PO/LyKIMsI TKAHCBO MIDKCHEPHH)
1.3.2.8. IIpovas Oxonoruveckas JICKapCTBCHHAS MPOLYKLIINA

[Ipouas jgckapcTBeHHAA IPOAYKLEA WM NPOH3BOICTREHHAS ACATENbIOCTD
1.4.1. Ilpou3BocTRO:

1.4.1.1. PacturensHas npojyKuus

1.4.1.2. TomconaTHyeckoi NpOAYKIHH

1.4.1.3. IIpovas npoayxims
1.4.2. Crepunnsauus GapMaueBTHIeckux cyOcTalui, BCIIOMOTaTEIBHBIX BEUIECTB, IOTOBOH PO/ KIMM:

1.4.2.1. Qunprpanus

1.4.2.1. Cyxoxapopas cTepHIH3aLus

1.4.2.3. Crepunuzauus napom

1.4.2.4. XuMuuecKas cTePHIH3ALHA

1.4.2.5. Crepunusanus raMMa-usjiyqcHueM

1.4.2.6. CTepHnusalyst 3ICKTPOHIBIM H3NYdeIHeM
1.4.3. llpouee
YnaxoBka
1.5.1. Tleppurinas ynakoBka:

1.5.1.1. Kamncynsl B TBeppioil 06omouke

1.5.1.2. Kanicynel B MArKoii 060i10uKe

1.5.1.3. MepaTenpHLIC JIcKapcTReHHbIE GOpMbI

1.5.1.4. MIMIperuypoBalHele JICKapcTREHHbIE (POpMbI

1.5.1.5. Junkue nexapcTBeHHbIC GOPMBI JUIS HAPYIKHOTO IPUMCHENHS

1.5.1.6. AunJikue NeKapCTBEHHbIE (POPMBI JUISt BHYTPEHHETO TPUMEHEIH

1.5.1.7. Menununckue rassl

1.5.1.8. Tpouue TBEPIBIC JIeKAPCTBEHHBIE (DOPMEL

1.5.1.9. Ilpenaparsl, naxoAsuIkecs oi AaBIcHUEM

1.5.1.10. PaxuoHyKIM/HBIE FeHEPATOPSI

1.5.1.11. Markue nekapcTBeHHBIE OPMBI

1.5.1.12. Cpeun (cynmozuropum)

1.5.1.13. Tabnerkn

1.5.1.14. TpaucnepmanbHble MIACTHIPH

1.5.1.15. Ilpouasi nectepriibHas TPOLYKIMS: OPOIIOK JUTS IPUTOTOBIEHUA CYCIIGH3NY JUTS IPUCMA BHY)
1.5.2. BropuyHas (norpe0uTenbekas) YIakoBKa
Kourpons kauecrsa
1.6.1. MMKpoGHOIOI HIECKUE MCTIBITAHHA: CTEPUIILHOCTD
1.6.2. MuKpoOHOIOTHYECKOES TECTHPOBaHAE: MHKPOGHONIOTHYCCKAS HHCTOTA
1.6.3. Xumuieckue (Pusmucckue) ucnbTadus
1.6.4. BHONOTMYECKHE UCIIBITAHNS

B ornowenny MoBGkIX OrpaHMYCHUR WM TOACHEH, OTHOCALLMXCH K AAHHBIM NPOH3BOJCTBCHHBIM OIEPALMAM (32 HCKIIOHEHHCM
CIly4acR, KO/ MOSCHEHHE ABAAETCA 0OIIMM KOMMEHTADHEM K TIPOIECCaM HA NPOM3ROACTRCHHOM 00LeKTe), re Bbl 11 P AMEHAIHCH
ITH OIPAHHYSHUS MU NOACHEIHS, HEODXOANMO BKIIOUATE OTCBUIKY K COOTBCTCTBYIOLEMY HOMCPY LIYHKTA ccmebm{aTa GMP.
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Ne GMP/EAEU/KZ/49-06-2023

2. UMIIOPT JEKAPCTBEHHOU IIPOJAYKILIAHU

KouTponib kayecTsa MMIIOPTUPYCMOIt JICKAPCTBCHHON 1POJYKLAM

2.1.1. MukpoBHONOIrHICCKHE HCITBITAHMUS: CTEPHIBHOCTE

2.1.2. Mukpo610J0ru4eckoe TeCTHPOBaHNE: MUKPOOUOIOrHYecKas YHCTOTa

2.1.3. Xumnueckue (huznueckue) HCbITAHUA

2.1.4. Buonorudeckye UCIbLITAHKUSA

Ceprugukallus cCpHI NMIIOPTHPYEMOH NPOILYKLHH

2.2.1. CrepunpHas npoayKuus:

2.2.1.1. llpousBojiuMast B aCENTHICCKHX YCIOBHAX

2.2.1.2. llopsepraemMas GHHHIIHON CTeprIM3AIAY

2.2.2. Hecrepunphas NpoayKIus

2.2.3 buonorateckas JICKapCTBEHHAA NPOILY KL

2.2.3.1. IlpoayKTsl KpoBH

2.2.3.2. MIMMyHOIOTHYCCKAS NPOAYKITHS

2.2.3.3. llpoayKuma Ha OCHOBE COMATHYCCKHUX KIETOK (IIPOYKIMS IS TEPIAUY COMATHYECKUMH KITETK

2.2.3.4. I'enoTepancBTHYECKHE TIPOAYKThI

2.2.3.5. buoTexHoNOrHyecKas polyKius

2.2.3.6. [Ipoaykiws, BRUICNICHHAS W3 KHMBOTHBIX HCTOYHUKOB MM OpraHoB (TkaHeit) uenoseka

2.2.3.7. TxancuikenepHas MpoiykLus (IPoJyKIMs TKAHEBOH HIKEHCPHH)

2.2.3.8. llpoyas Guonornyeckas JeKapCTBEHHAS [P0y KIHS

Ipoyas gesTensHOCTE N0 HMIIOPTY (BBO3Y)

2.3.1. lnomayxa usmuyeckoro umnopra (Boza)

2.3.2. VIMIIOpT NpoMekyTO4IO0# NPOAYKIMH, [I0/IBepraionleiics nanpHeiimeit o6paboTke

2.3.3. Tlpoyee

3. NPOU3BOACTBEHHBIE OITEPALIMH — ®PAPMAIEBTUYECKHE CYBECTAHLIMU
anepruieckas cybcraniys (cyderanuun):

ITpon3Bo/CcTBO hapMaleBTHIECKIX CYGCTAHIMIL METOI0M XUMHUCCKOrO CHITE3a

3.1.1. IIpou3BOACTBO NPOMEKYTOUHBIX IIPOLYKTOB (hapMalleBTHYECKOi cyBeTaniuu

3.1.2. TTponsBoAcTEO HCOUHINEHHOI dapMalleBTHYCCKOR CyOCTaH MM

3.1.3 Coneobpa3oranue (04KCTKA): KpUCTANAH3ALIMA

3.1.4. Tlpouce

HpOHSBO,ﬂCTBO (bﬂpMaHBBTH‘IECKHX CY6CTaHI.lHﬁ MCTO/JIAM U BBIAEIACHUSA U3 NPUPO/IHLIX UCTOYHHUKOB

3.2.1. Boljenenue GapMaleBTHeCKuX cyOCTAHIMI H3 HCTOYHHKOB PACTHTENLHOTO TIPOHCXOXKICH S

3.2.2. Beinenenue GapMaleBTHIeCKHX cyOCTAHIMI W3 HCTOYHHKOB KUBOTHOTO NPOMCXOMNKICHIS

3.2.3. Bouyienetive apMaleBTHICCKHX cyOCTaHIIMH W3 opraios (Tkauei) denoseka

3.2.4. Beiienesue GapmalieRTHYCCKUX cyOCTaHIMi 13 HCTOUHUKOB MUHEPAIILHOTO TIPOMCXOKICHHS

3.2.5 Monungukauus BrjienenHoi GpapManesTnucckoil cybeTaniy (YKa3LIBaeTesA H3 MyHKTOB 3.2.1-3.24)

3.2.6. Ouncrka Bhlfenenoi GpapmanerTHIeckoi cyberanimm (yKa3plBaeTCs HCTOUHUK W3 [IYHKTOB 3.2.1-3.2

3.2.7. llpouce

lIpousso/icTBO hapmauesTHueckuX cyGCTaHIMI ¢ HCIIONB30BAHNEM GHOMOTHICCKHX [IPOIIECCOB

3.3.1. depmenranms

3.3.2. TIpomssoicTBO € WCIONB3OBAHUEM KICTOYHBIX  KYJILTYP (ykazary

npouee)

THIT

HCITONB3YEMBIX KJIE:TOK) (HOI[ YKa3aHHCM THUIIA KIICTOK IMOHMMAETCA UX THIIOBAA CHGU,HCI)H‘-IHOCTB, JIMHHUA, 1IO0TaMM H

3.3.3. Beipenenue (ouncTka)

3.3.4. Momudukaims

3.3.5. lpouee

rJIe IPHMEHHMO)

[poH3ROACTBO CTEPUIILHEIX (apMalleBTHYeCKHX cybeTanimil (pazaenst 3.1, 3.2, 3.3 JOMKHBI BBITH 3ATI0JTHEHDI,
P
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EBpasniCKnii SKOHOMUYECKNIA COIO3
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3.4.1. ©apMaleBTHUCCKHC CYOCTAHNM, IPOU3BOLMMBIE B ACEITUYECKHX YCIOBHAX
3.4.2. GapmanesTHyecKHe CyOCTAHIINY, IOABEPracMbIc (PMHHILHON CTEPHIH3AIIAHT
3apepliarOlIke cTajnd NPOU3BOACTREA (GapMaLCBTUIECCKHX cyOCTaHIuii

3.5.1. Cragun ¢puauyeckoit o6paboTku: npocensanme

3.5.2. llepeuunas ynaxoska

3.5.3. BropuuHas ynakoska

3.5.4. [Ipouee (yxasaTh jUlA ONepalHii, He ONMHCAHHBIX BbILIC)
Konrpoas xa4ecrsa

3.6.1. Omzuyeckie (XUMHYCCKIC) HCTILITAHMS
3.6.2. MukpoOuonoriueckue HClbITaHus (BKII0YAS NCTIHITAHNA HA CTCPHIIBLHOCTE)

3.6.3. MUKpOOHOTOrHUECKHE MCILITAHNS (MCKIIIOUAs MCIBITAHMS HA CTEPUIILHOCTD)
3.6.4. bronoruyueckue HCIbITAHMS

4. TPOYME ONMEPALHY - DPAPMAUEBTUYECKHUE CYBCTAHILIMU

Ol“p.aHl/l‘-IEHHﬂ MIIM [OSACHUTENLHBIE 3AMETKH, Kacarouiyecs odmacTi NPHUMCHEHHUA cepm(pm{a'ra:

Axmernnsnz JL.M.

H.o. IMpencenarens Komurera
MEIHLIMHCKOTO U (hapMaleBTHUECKOTO
xonTpons MunucTeperea

3ipaBooxpanenus Pecrybnuin Kasaxcran : . 0 :
(©.11.0., aomxknocTs) Al gV S ! (noamucy)

93.05. L9243

(nara noanucanus, aa. mec.rrr)
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