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«Kasaxcran Pecrrybnukachiipin JeHcaynbik cakray MHIMCTPIIIT
Meununainsix xoHe (papManeBTHKaibiK 6akpuiay komureri» PMM

CEPTH®HKATBI

EYPA3HSIILIK DKOHOMMWKAJIBIK OJIAKTBIH
THICTI OHIIPICTIK TTPAKTHKA KAF WJIAJIAPBIHBIH TAJIATITAPBIHA
HOPUIIK BATTAP OHAIPICIHIH COUMKECTII'T TYPAJIBI

Ne GMP/EAEU/KZ./49-06-2023
Komnanbiny mepsimi 2023 sxeinret 05 mambipaan 2026 skeuiest 04 Mambipra aeiin
Eypazusibik dKOHOMUKAIBIK KoMuceus kenecinin 2016 skoursr 3 Kapawajarsl Ne 83 rrewrimimen
Gekiriren DapMalCBTHKAIBIK HICIEKIMS OTKI3Y KarWIanaphiHa COHKCe dapMalleBTHKAIBIK WHCTICKIMSA

OTKI3y KOPBITBIHILITAPL HoMBIHIIA Bepini.

Kazakcran PeciyGuukace JleHcayibiK cakTay MUHUCTDAIT

Mejmmnansx sxo1ie hapMaleBTHKaIbIK faKbLIay KOMHTETI

MbIHAHBI pacTai/ibl:
(hapManeBTHKANBIK MHCTICKIMS OTKI3LI

« NEURAXPHARM PHARMACEUTICALS, SL»

Avinguda de Barcelona, 69 08970 Sant Joan Despi Barcelona, Spain

Herizixme:
- Eypasusnibik 5KOHOMHKaNBIK ojfakreiy THicTi eHipicTik npakTHKackIHBIN TamanTapbina cojikecTiline
HHCnekips xyprisyre 05.12.2022 sxeinrst otiniMi (o3re Heris). '
DapManCBTHKAIBIK HHCTICKIMS OTKI3Y Ke3iH/ie aibinran MajliMeTTep Herizinge, conrbicnl 2023 KbLirs]
02 mampip meH 05 mambip apaibirblHia OTKI3UIEH OChl (hapMalleBTHKAIBIK OHIipyIIi Eypazustiibix
OKOHOMHMKAJIBIK OJI@KTBIH THICTI OHAIpICTIK NPAaKTHKA KarvIalapbiHbiil TajlanTapbiia coiikec Kenmemi jen
Oenriiedi.
Ocpt ceprudpukar dapmaneBTHKaibIk HHCIICKIMA OTKIZy KyHiHe oHptipicrik anan MopreGecin kepeete
HOHE OCHI (ApMALCRTMKANILIK HMHCIICKIMA JKYPri3iireH KynHeH Oactall 3 SKbUI OTKCH COH COMKECTIK
mapreecin alirakTaThin KyoKaT peTiHAe caHaiMaiibl. Ceprudmkarrsbing Kongausuty mepsimi «Qchl
CePTMQUKATTBIH KOJIAHbLTY Callachila KATLICTH LIEKTEYJep HeMece TyCiuipme skasbanapy >konbiiga o
Typaiel THiCTI a3ba Oosica, Kayinrepii Gackapyiabll THICTI  Karwi@rTapebid  Iainanany  kesipie
KBICKAPTBUTYBI MYMKIH.
Cepruurar orbii Gapiiblk napakrapsl (Herisri 1apakTapsl /1a, KOChIMINA NApaKTapsl a) YehbiibLIFar
Karjiaiiia rana xkapamibl Gosibi TabbuIabl.
Ocpl ceprupukarTsin colikectirin (Tynmyckacsin) Kasakcran Pecrny6nukacel JleHcayisik caray
MuUHMCTPIIrT MenuiHaibi xone GapmanesTikaibik Gakbliay KOMUTETIHIH JACPEKKOPbIHAA TeKcepyre
Donajml.

Erep ceprudmkar xopcerinren mepexrep Gasachinan Tabbuimaca, OHbl GepreH yoKinerTi opramra
xabapnacy kepex.
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MeiMupsanelk KolJlaHyra apHaFaH JIOPLIK 3a1Tap

KiMHuKabIK 3¢pTTey apHalFaH J1apijlik 3arrap

Konst ATaybl

1. OHAIPICTIK OITEPALIUSIJIAP - IOPLIIK OHIM/IEP

1.1

Crepunbai oHiM

1.1.1 AcenTikaibik )KoJIMCH JIafibIHIaIFaH eHiM (MbIHA JIDPUTIK Typ/Iep/ii eHeyre apHaJIFaH Onepaiusaiap):

1.1.1.1. Ynken xesiem/eri cy bk 19pinik Typiep

1.1.1.2. Konewmi warbii cyHbIK J9pistiK Typiep

1.1.1.3. JTucnepcusnap

1.1.1.4. Jlnopunuzarrap

1.1.1.5. KatTe! Iopiliik TypIiep xoHe HMILIAHTATTAD

1.1.1.6. XKymcax gopinik ypnep

1.1.1.7. AcenTukainix ;K0IMeH JaliblHIAIFAH 03¢ OHIMep

1.1.2. Courel CTEpUIIM3AIMSA/IAH OTCTIH OHIM (MBIHA JOPIIIK TYpJepi OHIEeYTe apHAJIFAH OlepaLMsuEap):

1.1.2.1. Ynxen kesiemeri cyibik A9pinik Typiep

1.1.2.2. Kenemi IaFelH CyiibIK IDPLIIK TYpIEp

1.1.2.3. Karrel 19pilik Typiiep XaHe MMIUTAHTATTAp

1.1.2.4. Aymcax nopinix Typnep

1.1.2.5. CoHFBI cTepuiIM3alMAIaH OTCTIH o3re OHIMICD

1.1.3. HIpIrapeuiniM canachli Gakbiiay (Cepus IMbIFapbLILIMbI)

Crepunnii emec oHIMzIED.

1.2.1. Crepmibni eMec oHiMjep(keneci opinik Typnepii any Ke3inaeri TexXHONOrMAIBIK onepanmsnap):

1.2.1.1. KaBpirsl KaTThl KalCynagap

1.2.1.2. Kalblrpl )yMcaK Karcymaap

1.2.1.3. Hlaknalirsin gopinik Typaep

1.2.1.4. Mmnperuupix gopinik Typicp

1.2.1.5. CripTKa KO/IAHYFa apHAFaH CYHbIK A9pLIiK Typiep

1.2.1.6. luke Konanyra apHanFan CyiblK 9Tk Typiep

1.2.1.7. MejnunHausiK razgap

1.2.1.8. backa naa kaTThl 1opinik Typuep

1.2.1.9. KpichimMIaFsl nipenaparrap

1.2.1.10. Pajonyximarep reneparopnapsl

L.1.1.11. 2KymMcak jispijik Typiep

1.2.1.12. Creua (cynnosuropuiinep)

1.2.1.13. TaGneTkanap

1.2.1.14. Tpanc/iepMajtb/li )a0bICTLIPFBILITAD

1.2.1.15. MaTpapymunaisii (TRIPTLIK ilnine) enrisyre apHajiFaH KypasirsLiap

1.2.1.15. backa 1a crepuiibii emec oHiMiep: iuke KabLULIAY YITIH CyCHCH3Hs JalibiHaayra apHanFaH y

1.2.2. [IIsiFapibiv canackin 6akpuiay (cepusiiel cepruduxarray)

bHONOrHsIBIK BpiniK 0HIM

1.3.1. BUOJIOTHANIBIK I9PiNiK OHIM:

1.3.1.1. Kan enimuepi

1.3.1.2. UIMMYHOJIOTMATIBIK OHIM

1.3.1.3. ComarukaisiK #acymanapra Herisiciren ouiMaep

1.3.1.4. 'cHOTCpaHANBIK OHIMICD

1.3.1.5. BHOTEXHOIOTUSIIBIK OHIM

1.3.1.6. *Kanyapuap nemece afam arsaiapbinan (TiHepiHeH) aibiHFaH OHIMJIEp

1.3.1.7. Tinlis-nroKCHCPIiK 8HIMACP (TIHJIK MHXEeHepUs oliM/iepi)
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1.3.1.8. buonorusinsik 03re oHimMaep
1.3.2. [InrraphutbiMbie Gakbiiay (cepustbl ceprudukarTay) (oniMjep Typaepiniy riséeci):
1.3.2.1. Kan enimzepi
1.3.2.2. UIMMYHOJIOTUSIIBIK OHIM
1.3.2.3. CoMaTHKaIbIK XKacyliajapra Herisjenren oniMep
1.3.2.4. 'eHOTepanusuILIK OHIMIIED
1.3.2.5. BUOTEXHONOTUAILIK OHIM
1.3.2.6. Hanyapnap nemece anam arsanapsiian (TigepiHCH) allsiiran onimjep
1.3.2.7. Tin unsKeHepHACHIHbIH OHIMICPI
1.3.2.8. buonorusislk 03re oHiMIEp
Osre eHiM/ICP HeMece OHIIPICTIK KbI3MET
1.4.1. Oupuipic:
1.4.1.1. Ocimaik eHiMuepi
1.4.1.2. 'oMconaTusibiK eHiMaep
1.4.1.3. Osre enimiep
1.4.2. berncenjii 3aTTap/ibl, KOCLIMINA 33TTAP/LL, JAlibIH OHIMACPII CTEPHIIM3ALAIAY:
1.4.2.1. Cysy
1.4.2.1. Kyprak BICTBIKIICH CTEPUIIH3ALMAIAY
1.4.2.3. bymeH crepunasanmsiiay
1.4.2.4. XuMMAIBIK CTEPUAM3ALHANIAY
1.4.2.5. I'amMa-coyIIeMCH CTEpUIH3ALIMATIAY
1.4.2.6. DIeKTPOH/b] COYIEMEH CTEPHITH3ALIAAIAY.
1.4.3. backa
Karrama;
1.5.1. bacranks! (iuki) kanTama:
1.5.1.1. KabbIFs! KaTThl Kalcyiaiap
1.5.1.2, Kabplrbl xymMcaK Kancyianap
1.5.1.3. llajinaiitein 1opinik Typnep
1.5.1.4. TonblKTRIPEUIFAH JOpiNiK Typaep
1.5.1.5. Criprka KoIIany¥Fa apHajiFaH cyifbiK napinix Typruep
1.5.1.6. liuke Konpanyra apHairaH cyHbIK Iapiiik Typaep
1.5.1.7. Meaumuunansix ra3aap
1.5.1.8. ©are kaTTH! Jopiiik Typiep
[.5.1.9. KpichIMpars! fperaparrap
1.5.1.10. Papuonyxiuarep rescparopiaphl
1.5.1.11. 2Kymcak popinik Typiep
1.5.1.12. Cpeua (cynnosuropuiinep)
1.5.1.13. Tabuerkanap
1.5.1.14. Tpanciepmanb/i KaObCTHIPTBIIITAD
1.5.1.15. Crepuis/ii emec o3re onimuep: iimke Kadpi/ay YIUin CycICH3Ms JAWbIHAAY A APHAIFAH YHTaK
1.5.2. Exinnri (TYTHIHYIIEUILIK) KanTama
Inirapy canackid 6aKblIaybl
1.6.1. MUKpPOOHMONOTHAIIBIK TECTINEY: CTEPUIIBLI
1.6.2. MUKpPOOHONOTHSUIBIK TECTiNEY: MUKPOOUONOTHSUILIK TAZAIIBIK
1.6.3. XuMHANLIK ((U3MKAIBIK) TeCTiNey
1.6.4. BHOJIOTHANBIK TECTiNEy
Ocel eHuipicTiK onepauusiapra KaThICTBI Ke3 KEIICH MIEKTEVICPTe HEMECE TycingipMenepre katsicthl (TycingipMe engipicrik
o@beKTiieri NPoLEeCTepre Kanmsl TyciHikTeMe GO TAGLIIATHIH arjaiiapel KocTaraHaa), ockl EKTEVIIEp HEMECE TYCiHaipMener
Kai skepae konnansuica 1, GMP ceprudmkars rapmarsinbin tuicti nomipine cirremeni kocy xaker.,
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2. JOPUIIK OHIM UMITOPTLI KE3IHAE CAINTAHBI BAKBIJIAY

MMnopTranarhid JISPisiiK oHiMHiH canachii 0akpLiay:
2.1.1. MUKpPOOHOIOr HAJIBIK TECTINEY: CTEPHNBIIIIK
2.1.2. MUKpOOHONOr MsIJTBIK TECTUIEY: MEKPOOHOIOTHSIILIK TA3ATLIK
2.1.3. XumusnplK (pU3MKaibIK) ChIHAKTAD
2.1.4. bHONOTHANBIK CHIHAKTAP
MMIopTranatein oHiMIL CepHsUIap/IbE CepTH(HKATTAY
2.2.1. Crepunbiii oHiM:

2.2.1.1. AcenmuKallbIK HKOJIMEH AANLIHIATFAH OHIM

2.2.1.2, CoHFBI cTepuIIM3AUMsIAH OTETIH OHIM
2.2.2. Crepuibiii eMec oHiMaep
2.2.3 BUONOTHAIBLIK JIDPIIIK oHIM:

2.2.3.1. Kan enimjiepi

2.2.3.2, UMMYHOIOTHSIIBIK OHIM

2.2.3.3. CoMaTMKaIbIK Kacymanapra Herizjieinen oniMep

2.2.3.4, I'eHoTepanisuibiK olivjep

2.2.3.5. BUOTEXHOIOTHAILIK OHIM

2.2.3.6. XKauyapnap nemece ajam arsanapbiiai (TiHuepiHeH) albIHFaH OHIMZCp

2.2.3.7. Tinpix-minkenepiik onimaep (Titix uxeHepus enimepi)

2.2.3.8. backa j1a 6M0JIOrHATIBIK 19piliik eniMiep
HUmrniopt (okeity) 6oiiblHiIa 03re KbI3MET:
2.3.1. Hakrs! HMIOpT (9KENY) anams
2.3.2. Onias spi @HIeyIe KaTaThiH apailblK OHIM UMIIOPTTAY
2.3.3. backa

3. OHUPICTIK ONEPATUSJIAP-®DAPMALIEBTUKAJBIK CYGCTAHLUSJIAP
Gencen)u 3aT (Genceni 3atap):
3.1 XUMHAIBIK CHITES djliciMen Oelicen il 3aTTap s olipy

3.1.1. besncenui 3arraps apakiK OHIMACPiH ORIpY
3.1.2. TasapreuiMaran hapMaueBTHKaILIK cybCTanus oHipici
3.1.3 Ty3 Tysinyi (razapry): kpucTanany
3.1.4. backa
Taburn kossepien Gonin aity oictepiMeH hapMaLeETHKANBIK CyGcTaHIMAsIEp OHTIpY
3.2.1. Beicenti 3arrapiin 0CiMIIK Tekrec KoznepieH bomin any
3.2.2. bejcenii 3aTTapIbl Kanyapiapjian albHATLU KO3ep/ieH 5oy
3.2.3. Anam arsanapbinan (rinsiepinen) Oescenai 3attapis Gosin any
3.2.4. Munepamibl Wby Ko3aepinen Genceni sarrapisi 601 any
3.2.5 Beninren Gencenti 3arrapapl Mojudukanuscs (3.2.1-3.2.4 TapMakTap/an JepeKKe3 Kopcerinei)
3.2.6. beninren Gelncenyii 3aTraps! Tasapty (3.2.1-3.2.4 tapMakrap/ian aepekkes Kepcerinei)
3.2.7. backa
Buosoruaisik npouecrepali makianaia oTeIphin Geceli 3aTTapas OHIipy
3.3.1. @depmenraims
3.3.2. Xacymaneik ecipinjinep naizanansuiatein - oHipic (naiipnaspnaThis
Xacyuiajiap THIIH KepceTy) (Kacyluamap THHIHIH KOPCETimyiMeH OnapislH THITIK EPEKIICIriH, ChIZBIFBIH
IITAMMBIH 3K2HE T, 0. Tyciiyre Gonajnt)
3.3.3. Bonin any (tazanay)
3.3.4. Moandukaupsiay
3.3.5. Backa
Crepunei 6encenni 3aTtap enipici (3.1, 3.2, 3.3 GoniMnepi kateiers GoMaTLIH eprepinie TonTHpLITyEL
3.4.1. AcenTnkallbiK Jar/1aiijia etipinerin Gencensi sarrap
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3.4.2. CoHrbl 3apapchi3aH/IbIPYFa YUILIPARTEIE Bejcei 3arrap
Beicetti 3aTTapel @HAIPICiHil COHFBI Ke3eHIepi
3.5.1. ©u3nKaIbIK OHACY CATHUIAPBL: €IEKTEH OTKIZY
3.5.2. BipiHii kanrama
3.5.3. Exinwi kanrama

3.5.4. backa (JKOFapbijia CHIIATTANIMAFAH ONEPALMsIAp YIIIH Ko
Cananp! Gakninay

3.6.1. DusuKaIbIK (XUMHSAIBIK) ChIHAKTAD

3.6.2. MUKpOGHONOTMANIBIK ChiHAKTap (CTEPHIIbIiIIK CHIHAKTAPKIH KOCA)

3.6.3. MnkpoGHOIOrUMsiIbIK ChIHAKTAD (CTCPUIBIK ChIHAKTAPbIH KOcnaraHja)
3.6.4. buONOTHUILIK ChIHAKTAD

4. BACKA ONTEPALIMAJIAP - BEJICEH/II 3ATTAP

CepradukaTThl KOIIAHY CanachlHa KaThICTI LIEKTEYNep HeMece Tycinaipme xasbanap: -

Axmerouss JIL.M.

Kasakcran PecnyGnukach

JlencayibIK cakTay MUHHCTPIITIHIH
MejumHnansIk xoHe (GapMaleBTHKANBIK

OaKplIay KOMUTETI TOparachiHbIH M.a.
(AK.Q,, mayaszeimbr)
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