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Konnaneury mepsimi 2024 sxeinrel 8 naybipeizaan 2027 xeinesl 7 HAYBIPBI3Fa OeHiH

Eypazusnpix sxoHomukanbik komuccua kerecinid 2016 skouirel 3 kapamagarst Ne 83 memimimer
OekiTinren MapMalleBTUKAIBIK HHCIEKLMS OTKIZy KarujanapbiHa coifkec (papMaleBTHKAIBIK HHCTICKIHS
OTKI3Y KOPBITBIHABINAPLI D0kbIHLIA Depini.

Kazaxcran PecniyOnukacsl JeHcaviiblK cakTay MUHHCTPIITI
MenunuHansk sxkaHe GapMaueBTHKAIBIK 0aKbU1ay KOMHTETI

MBbIHaHb! pacTaiibl:
(hapMarieBTHKABIK MHCIICKLIMA OTKI31I]

Sandoz Gmbh
Biochemiestrasse 10, 6336 Langkampfen, Austria

Herisidne:

- Eypasusanblk SkOHOMUKANLIK OAaKThH THICTI OHAIPICTIK TpaKTHKACKIHLIN TananrapeiHa cakikecririne
uucnexuya xyprisyre 7.02.2024 scpinrst etiniMi (e3re neris).

MapManeBTUKANBIK HHCIIEKLMS ¢TKI3Y Ke3iHAe anblHFaH MANiMeTTep Herisinme, CoHFbIchl 2024 Kbl 7 - 8
HAYLIPLI3 apajblfblidd OTKI3inreH ochl (apMalleBTHKAIbIK OHAIpYill Eypasusnblk 3KOHOMMKANLIK OaKThIH
TwicTi onpipicTik npakTHKa KaFuaalapbiHeIH Tanantapkiba cafikee Keneui men Oenrinenai, MeaMUuHANBIK JKaHe
BCTCPUHAPHANILIK  KOJJAHYFd apHanfaH Japinik  3arTTapAblH  THICTI  OHIIPICTIK  MpPAaKTUKachl IKoHe
(hapManeBTHKAJIBIK UHCTIEKLHANAP BIHTBIMAKTACTHIFR! skyiiecinin (P1C/S) karumarrapsl Men Eyponansik OaakTsin
OaciubbirbiHA Hanamansl. '

Ocbl ceprudukar (papMaleBTHKATBIK WHCHEKIMA OTKI3y KYHIHEG OHAIpicTiK alan maprebeciH Kepcetesi
HKOHE OCbI (JapMaLEBTHKANBIK WHCIEKLHA JKYPri3inreH kyHHeH Gacran 3 bl ©TKeH COH calikecTik maprebecin
alirakTaiiTeln  Ky:kaT peringe cananMaibgbl. CepTHQUKATTBIH KoJAAaHblLy Mep3iMi «Ocbl cepTHOUKATTBIH
KOJIZA@HbUTY CATACBIHA KATHICTHI LIEKTEYNEp HeMmece Tycinaipme ixasbanapy sKOJBIHAA O TYpaisl THicTI ka3zda
Gosca. KayinTepai Gackapy/bie THICTI KAFHAATTAPbL NAHAATAHY KE3IH/IE KbICKAPTBUTY bl MYMKIH.

CepTH(uKaT OHBIH OApibLIK Napakrapsl (Herisri mapakrapbl Ja, KOChIMIIA MapakTapsl [a) yChIHBLTFaH
skasaila Fana sxxapaMasl 60mbIN Tabbnaae!.

Ocpl ceprudpuxarTeiy calikectirin  (Tynuyckacein) Kasakcran Pecnybnukacsr JleHcaynelx —cakray
MHHHCTPAIrT MenuUMHANBIK KaHe (hapMalleBTHRANLIK BaKblay KOMUTETIHIH AEPEKKOpPLIHIA Tekcepyre 0onabl.

Erep ceprudukar kepcerinren nepektep 6asacnitian TadbliMaca, OHBL OepreH yakineTTi opranra xabapnacy
Kepex.




Eypa3suanbik 3KOHOMUKaNbIK O4aK

Ne GMP/EAEU/KZ/91-04-2024
X | MenuuuHanblk KonJaHyFa apHalFan J9pulik 3aTTap
KiuHukanbik 3epTrey apHaafaH Aopuiik 3arrap
Konm Araysl
1. OHAIPICTIK OITEPALIVSLIIAP - IOPLITK OHIMIEP

1.1 Crepunb/ii @HIM
1.1.1 AcenTuKanbik AOIMEH JaibiHAaIFaH OHIM (MblHa ISPUTIK Typlepli eHeyTe apHajFal orepauusiap):
1.1.1.1. YnxeH keaemzieri cyiblK napinik Typiep
1.1.1.2. Konemi warbi cyHbIK TapiUTiK Typsiep
1.1.1.3. Tucnepcuanap
1.1.1.4. JInopunuzarrap
1.1.1.5. KatThl Aapinik Typ/ep jKaHe MMIUIAHTATTAD
1.1.1.6. XKymcak aspimik Typnep
1.1.1.7. AcenTHKATBIK KONIMeH JalbIHAAIFaH o3I OHIMICP
1.1.2. Conrsl cTepunM3auMs It OTeTiH OHIM (MBIHA ASPINIK TYpJEpi OHACYre apHANFAH ONepananap):
1.1.2.1. Yoken Kenemaeri cyiblk gapinik Typriep
1.1.2.2. Keemi marpiy cyilblK J2pULK Typnep
1.1.2.3. KatTel 1opinik Typrep :kaHe UMIINaHTATTAD
1.1.2.4 Kymcax nepifix typaep
1.1.2.5. Conrel cTepuIU3alUsias TeTiH e3re oHIMAep
1.1.3. InrrapbiibiM canackid Oakeiiay (cepus MbirapbiisiMbl): Kenemi warsin cybibik gopinik Typnep
Crepunbai emec oHIMIED.
1.2.1. Crepunb i eMec eHiMAep(Keneci A3pinik TyYpAepai any Ke3iHaeri TeXHOIOrHAIBIK OTepaysnap);
1.2.1.1. KaBbIFbl KaTTH KAancymnanap
1.2.1.2. KaObIFsl skyMcaK Kancynanap
1.2.1.3. IllaliHaiiTeIH J9piNiK Typaep
1.2.1.4. ViMapernupix aapinik rypiep
1.2.1.5. CpIpTKa KoNaHy¥a apHaliral CyiiblK Aapiaik Typiep
1.2.1.6. like Ko/laHyFa apHanFaH cyHbIK 1opilik Typiep
1.2.1.7. MepnunHaNbIK rasaap
1.2.1.8. backa na KarTsl qapinik Typaep
1.2.1.9. KpiceiMaarsl mpemaparTap
1.2.1.10. Pagnonykanjrep reHepaTopnapsl
1.1.1.11. XKymcax napinix Typaep
1.2.1.12. Cpeua (cynnosutopuiinep)
1.2.1.13. Tabnerkanap
1.2.1.14. TpaHcnepmanbai sxabbICThIpFBILITAD
1.2.1.15. MaTpapyMuHambi (ThIpThIK ilNiHe) CHri3yre apHANFaH KypanFhiiap
1.2.1.16. backa 1a cTepuabai emMec eHiMuep
1.2.2. UlpiFapbiabiM canackit Gakpinay (cepuanbl cepTudukarray)
BHONOrHsUIBIK, I9pIIiK OHIM
1.3.1. Buonoruansix aspinik eHiM:
1.3.1.1. Kan enimzepi
1.3.1.2. UIMMYHOTOTHSUIBIK OHIM
1.3.1.3. ComaTukanslk sKacyluasapra Heriznesiren oHiMuep
1.3.1.4. TenoTepanusuibig oHiMaep
1.3.1.5. BPHOTEXHOMOTHSLIBIK OHIM
1.3.1.6. JiCanyapiiap Hemece a1am arsanapblias (TiHjepineH) anLuran aniMaep
1.3.1.7. Tinpix-unoeHepsik edivaep (Tingik HHxeHepus onivMuepi)
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1.3.1.8. buonorusuiblik 93re oHiMaep
1.3.2. Ulpirapsliabivbli OakbLiay (ceprssbl ceprrdukarTay) (oniMaep Typrepinin tizbeci):
1.3.2.1. Kau enimuepi
1.3.2.2. IMMYHOTOTHSITEIK OHiM
1.3.2.3. CoMaTtuKanslK xacyasapra Heri3aenren enimaep
1.3.2.4. [eHOTepanuAIBIK OHIM/Ep
1.3.2.5. BHOTEXHOIOTHATBIK 8HIM
1.3.2.6. Janyapap Hemece anaM aF3anapbiHad (TiHAepiHeH) anbIHFaH oHIMzaEp
1.3.2.7. TiH MHKEHEePHACHIHBIH OHIMIEP]
1.3.2.8. bHONOTMsIILIK ©3Te oHIMIED
Os3re oHIMIRP HEMECE OHIPICTIK KbI3MET
1.4.1. Guaipic:
1.4.1.1. Ocimaix onimzepi
1.4.1.2. 'omeonaTHaNeIK eHiMaep
1.4.1.3. Osre enimaep
1.4.2. Bencenni 3aTrapsl, KOCKIMIUA 3aTTapIbl, JAibIH OHIMAEP/I CTEPUAN3ALUANAY:
1.4.2.1. Cy3zy
1.4.2.1. KypraK bICTHIKIIEH CTEPHIH3ALMNAY
[.4.2.3. bymen crepunuzanusnay
[.4.2.4. XMMUAIBLIK CTepUIM3ALHIAY
1.4.2.5. 'amMma-coynemMeH cTepuan3anmsiay
1.4.2.6. DIEKTPOHIBI CAYNIEMEH CTEPHITHIALMSIIAY.
1.4.3. backa
Karrrama:
1.5.1. Bacranke! (imki) kanrama:
1.5.1.1. Kafbirel katThl Kancynanap
1.5.1.2. Kabeirsl syMcak Kancymanap
1.5.1.3. HlaHualiTeIn Aopiaix Typicp
1.5.1.4. TonbIKThIpEITFa Aopinik Typnep
1.5.1.5. ChIpTKa KONIAHYFA apHAIFaH CYHbIK ASPITIK TypJep
1.5.1.6. luike KoiaHyra apHAIFaH CyHbIK I9PLTIK Typrep
1.5.1.7. MeauumuansIk rasaap
1.5.1.8. ©3re KaTTH! A9PINIK TYpAEp
1.5.1.9. KpIchIMaaFH Npenaparrap
1.5.1.10. Pagnonykmuarep reHepatopnapsi
1.5.1.11. XKymcak mapinik typnep
1.5.1.12. Cpeya (cynnosutopuiinep)
1.5.1.13. TaGnerkanap
1.5.1.14. Tpancpepmalibai sxKabbICTHIPFBLILITAD
1.5.1.15. Crepunnai emec o3re oHIMIEP
1.5.2. EKiHINI (TYTBIHYWIBIIBIK) KanTaMa
UHlerrapy camaceit Gakeliaynibl
1.6.1. MukpobrogOrHAIBIK TECTINEY: CTEPHIbAI
1.6.2. MukpoGronoruanbik TecTiney: MUKPOOHOTOTHANLIK TA3ATbIK
1.6.3. Xumusanelk (Gu3nKansix) Tectiney
1.6.4. BHONIOTHANBIK TeCTiIEY

Ocwi ounipictix oNCPAUASIAPIA KATLICTLI KO3 KCAICH WICKTCYICPIC TICMECE TyCIlIjipMEepre KaTLcThl (ryciusipMe QUAIpISTIR
OOBCKTIACTT NPONCCTEPre KAMMIBI TYCiliKTeME GONLIT TAGLLIATHI KarfaliTap/ Ll Kocnaramnia), 0Ck MEKTCYAICP TIEMeee Tycinjlipmenep
Kaif xepjie kosytannLica i, GMP ceprudniars tapyMarsiisin THicT Homipine cirremeni KOCY KayKer.
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2. JOPLJIIK OHIM UMIIOPTLI KE3IHAE CAITAHBI GAKBLITAY

MmnopTTanatsid Aapinik eHiMHIH canaceld Haksinay:
2.1.1. MuKpOOHONOTHANEIK TECTINEY: CTEPHILINIK
2.1.2. MukpoOHONOTHSIBLIK TECTIACY: MUKPOOUONOrUSILIK TA3ANBIK
2.1.3. Xumusuibik ((YU3MKATBIK) CHIHAKTAD
2.1.4. BHONOTHANBIK ChIHAKTAP
HmnopTranaTelH 6HIMAI cepusmapas! cepTudnkarray
2.2.1. Crepuiibai oHIM:

2.2.1.1. AcenTHKabIK JKO.IMEH NAlBIHIANFAH OHIM

2.2.1.2. CoHFbl CTEPUIIM3AIMAAAH OTETIH OHIM
2.2.2. Ctepuabai eMec eHiMaep
2.2.3 BHONOTHANLIK JopUITIK OHIM!

2.2.3.1. KaH enimaepi

2.2.3.2. UMMYHOIOTUSIIBIK OHIM

2.2.3.3. ComaTMKallbIK JKacyllanapra Heri3genreH oHiMaep

2.2.3.4. l'eHoTepanusnsIK oHIMACD

2.2.3.5. BHOTeXHOMOTHALIK OHIM

2.2.3.6. JKanyaprap HeMece alaM ar3anapbiHa (TiHAepiHEeH) albiHFaH eHiMJIEp

2.2.3.7. TiHalk-HHKEeHepNiK eHimuep (TiH/IK MHKeHepus oHiMepi)

2.2.3.8. backa 1a GUOMOTUANBIK I2PifiK eHiMIep
Hmnoprt (okeny) GoHblHING 837¢ KhI3MET:
2.3.1. Hakre! uMnopT (okeny) anaHs
2.3.2. Opan opi eHAgyre KATATHIH APATIEIK OHIM/I HMITOPTTAY
2.3.3. backa

3. OH/IPICTIK ONEPALHUATAP-PAPMAUEBTUKAJIBIK CYBCTAHUMUSIIAP
bencenni 3aT (Gencennl 3atap):
3.1 XUMUANEIK CHHTE3 aiciMeH Oencenii 3arrapanl eHaipy

3.1.1. Bencenni 3aTTapap apanblk OHIMIEPIH eHAipy
3.1.2. TazapTeinvaran hapMaleBTHKANBIK CyBCTaHINA oHpipic
3.1.3 Tys3 Tysinyi (tasaprty): KpucTaniiaxy
3.1.4. backa
Taburu ke3pepaeH Oonin any aaictepiMeH hapMaLEBTHKAILIK CYOCTAHIMANAD OHIPY
3.2.1. Bencenii 3aTTapabl 6CIMIIK TEKTEC K@3aepeH deutin any
3.2.2. Belicenni 3aTTapabl skalyapiap/aH AIbiHATLIH K3epaeH 6oy
3.2.3. Anam ar3anapsinas (Tingepinen) Genceni 3atTap sl Gein any
3.2.4, MuHepanbl WHIFY Ke3aepinen Oencenmi 3artapasl Gein amy
3.2.5 beninren Gencenni sarrapasl Mogudukauyscs (3.2.1-3.2.4 TapMakTapIaH NIepeKKes KepeeTinei)
3.2.6. Beninren Gencenai 3aTTaphl TasapTy (3.2.1-3.2.4 TapMaKTapAaH AepeKkes KepceTineni)
3.2.7. Backa
Bronorusansik nporecrepal naifanasa oTelpsin GenceHai 3aTTapisl eHaipy
3.3.1. DepmenTauus v
3.3.2. JKacywanelk ecipiHAinep nafaanadeinaTeid  eHOipic (mali 1aHbITATEE ||, <
Kacywanap THNIH KepceTy) (Kacywanap THNIHIH KOPCETIMyIMEH ONapibll THOTIK €pPEKIUEeTiriH, ChI3BIFBIH, | G
IITAMMBIH X3HE T. 0. TyciHyre Gonamsl)
3.3.3. benin any (Tazanay)
3.3.4. Mopudmkanusnay
3.3.5. backa

>

Crepunbai Sencenni 3aTrap eHaipici (3.1, 3.2, 3.3 Genimaepi karbicTsl GonaThiH Keprepibae TONTHIPLIIYE! THIC)
3.4.1. AcenTUKanbIK xarjaiina eHuipineTid Gencenni satTap
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3.4.2. CoHFbl 3apapcbi3ianibipyra yspaiTsiH Bencenai sattap
bencen 3aTTaphl OHAIPICIHIH COHFLI Ke3enepi
3.5.1. DUIHKANLIK OHIEY CATBUIAPHL: EKTeH OTKIZY
3.5.2. bipiHwi kanrama
3.5.3. Eximni xanTama

3.5.4. backa (xorappia cUNaTTaIMarad ONeparEsap il KepeeTy
Canausbl fakbuiay

3.6.1. @u3MKaIbIK (XHMUALIK) ChIHAKTAP

3.6.2. MuKpOOHOIOTUSANBIK CBIHAKTAP (CTEPHILILNK CHIHAKTAPLIH KOCA)

3.6.3. MuKpoOHONOrus sk ceiHAKTAp (CTEPUILIINIK CHIHAKTAPLIH KOCTIAFaHa)
3.6.4. BUONOTUSUILIK CHIHAKTAD

4. BACKA ONEPALMSIAP - BEJICEHAI 3ATTAP

CepTuukaTThl KONJIAHY CalachiHA KATBICTBI WIEKTEYNEP Hemece Tycinuipme xasbanap: -

A. K. Kenxexanogsa

Kasaxeran PecnyGnukacet

JeHcaynbIK cakTay MUHHCTP/INIHIH
Menuuunanslk xoHe (hapMaleBTHKAIBIK
Gaxpinay KoMuTeTi TeparachiHbIH

opbiHGacapbi.
(AK.D., mayasbivbt)
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