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EBpasuiickuii skoHOMMYeckuii CoMo3

PI'Y «Komurer memuumnckoro u dbapmauesTuueckoro KOHTPOIIS
Mununcreperpa 3ApasooxpaHenma PecniyOnuky Kazaxcrany

CEPTH®UKAT

COOTBETCTBHS [TPOU3BOJICTBA JEKAPCTBEHHbBIX CPEJICTB TPEBOBAHMSIM TTPABIJI

HAJUIEXKATIEX IMPOU3BOICTBEHHOM [TPAKTHUKH
EBPA3BUHCKOTIO BSKOHOMUYECKOTO COMO3A

Ne GMP/EAEU/KZ/110-06-2024

[

Cpox neiictana ¢ 6 mous 2024 . no 5 wows 2027 T.

Bbinan no wroram nposenenus (apmatierTnyeckoii uHCTIEKUME B coorpercTeuH ¢ [lpasunamu
NpoBeieHHa  (GapMaleBTHYECKHX MHCUCKIMHA, yTBepkaeHubIME  PemenueM Cogera Espasuiickoii
OKOHOMUYECKOH KoMHCeuH oT 3 Hostfpa 2016 r. No 83,

Komurer meauimuckoro u hapMaIeBTHYECKOro KOHTPOIS
Munucrepersa 3apaeooxpanetnd PecnyGnukn Kasaxcran

NOATBEPKIAET Cllenyroinee:
fIpoBeJcHa (Il)apMaU@BTH'—IECKﬂ}I HHCIICKLIY

Lek Pharmaceuticals d.d.
Veravskova ulica 37, Ljubljana 1526, Crosenus

Ha OCHOBAHMI:

- saaenenua or 17.05.2024 ropa sa HNpoeBEIeHHUE HHCIIEKIMH HA COOTBETCTRUE TpeboBaHuAM HaAneKallei
[TPOH3BOICTBEHHON NpakTHkK EBpasniickoro HKoHoMIteckoro coioza (uHoe ocHoBanue),

Ha ochoBannu ceenennii, TIOJYMSHHPIX TIPK npoBejeHnH (hapMaLeBTHYECKOil HHCIIEKILHH, NnocneAHss u3
KOTOPBIX Oblia npoBefeHa ¢ 3 1o’ 6 wmicus 2024 TOla, YCTAHOBNEHO, YTO JaHHOE (apmaleBTHuUeCKoe
{IPOM3BOACTBO COOTBETCTBYET TpedoBanuam | pasun HaaneKaUIeH NPOM3BOACTBEHHON NPAKTHKHU EBpasuitckoro
JKOHOMHHECKOro COM3a, IKBMBANEHTHBIX [TpuHIAnaM 1 Pyrososctey Erponeiickoro comsa o HannexaueH
TIPOU3BOACTBEHHON NPAKTHKE JIEKAPCTBEHHLIX CPCACTE JUIst MEJMIIHHCKOTO W BETEPUHAPHOTO NpUMEHeHHS M
Npunuunam CHCTEMBI COTPYAHHYECTRR (hapmaieBTIHYeCKIX HHCTIEKLHiT (PIC/S).

Hacrosmwmii  ceprudmuar OTPKACT  CTATYC MPOM3BOACTBEHHON MIOLWAAKH Ha Aty {IpOBEJeHUs
(hapmatieBTHYECKOI MHCTIeKUMH 1 TIO HCTEUCHMIT Doviee 3 NIeT OT AaThl NPoOBEIeHAS TMOCNEAHETD JIHS TIOCHEIHETO
MHCIICKTUPOBAHUA HE MOWET CUMTATLCA JOKYMEHTOM. CBUACTEILCTBYIOLMM © CTATYCE COOTBCTCTBUS. Cpox
AeHcTBuA cepruduKaTa MOKET GbITh COKPALLEH NPH KCTIO/IB30BAHHM COOTBETCTRYIOLLMX [IPUHLIMIIOB YIIPaBaeHUs
PUCKaMI TIPH HAIMMMM COOTBETCTBYIOWIEH 3anuc B nose «OrpaHHueHHs WM MOSCHUTEbHbIE RAMETKH,
KAcAOIMECst 001acTH IPUMEHEHUA HACTONLIErO cepruikaray.,

Cepriduwxar sisnsercs aelicTauTe ThibiM B Cy'iae MpeACTaBIICHNSA BCEX ero JIMCTOB (Kak OCHOBHBIX JIMCTOB,
TaK H J0MONHHTENBHbBIX TUCTOR).

AYTEHTHYHOCTS (LOMIMHHOCTE) HACTOSWIEr0 CEPTH(UKATA MOXHO MPOBEPUTL B 043¢ NaHHbIX Komurera
MEJMLAHCKOrO U (hapMaLeBTUIECKOro KOHTPO/IS MIHUCTEPCTBA 3paBoOXpaHeHus Pecny6nuku Kasaxcran.

Ecimn ceprudukar ne npeacrasicn & YKasakHoOW Oase manmbIX, crieflyeT obpaTiThes B YHONHOMOYMEHHBIH
OpraH, ero BblaBLINii,
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EBpasuiickuii skoHoMMYecKmii colo3

No GMP/EAEU/KZ/110-06-2024

X

.HCKapCTBE!HHbIe CPC/ICTBA 1A METMLIMHCKOrQ TIPUMCHEHUS

JlekapcTeennbie npenaparhi s KIMHIYCCKKY MCCNIe0BaHKH (MCIbITaHM)

Kon Haumenosamnmue

1. IPOU3BOACT BEHHBIE OH_EZP,AHMM - JEKAPCTBEHHASI MPOOYKLMS

1.1

CrepunbHas nponykuus

X

1.1.1 TlpouseoaMmas acenTHueckum tiyTem (onepaunn o6paboTku s caeayomnx JCKAPCTBEHHBIX Bhopm ):

L.1.1.1. Kunkue nekapcTBennble popmbt Gonbiioro obsema

1.1.1.2. Xunkne nexapcreennpic (hopMBI Manoro obsema

1.1.1.3. Hucnepeun

1.1.1.4. lnodunmzars

1.1.1.5. Trepasie nexapcTrente thopmbl 1 uMNRasTATHI

1.1.1.6. Markue nekapcTeeHble dopmal

|

1.1.1.7. TIpouas nponykuns, [IPOM3BONHMAs B ACENTHUECKUX YCIOBHAX

1.1.2.1. Kunkne JEKAPCTBEHHBIE POPME! BONBIIOro obnema

1.1.2. Tloeepraemas dunnuiHoii crepuzain (onepay 0dpaborku s CHENYIONIIMX JIEKAPCTREHHBIX (hopM):

1.1.2.2. Xunkue nexapereerinbie Gopmsl Manoro oibema

1.1.2.3. Teepasie nekapcrsennsic (opmMbl 1 HMNIAHTaTEI

1.1.2.4. Markue siekaperser spie thopmul

1.1.2.5. Ipouas npoaykums, noagepracMan GUHUIIHOIN CTepuIU3aILHK B

1.1.3. Beinyckaroimmii KOHTPGIb Ka4uecTBa (BBITYCK CEpUM)

Hecrepunsuan npoaykuus

[.2.1. Heerepunnias NPOAYKUHA (TEXHONOTMYECKIE ONEpalnm s MONY'CHUS CAEAVIOWHUX NEKAPCTBEHHLIX dhopm):

1.2.1.1. Kancysnsl B TRepaoii 06010uKe

A

1.2.1.2. Kancyne! B Msrkoii o6onouke

1.2.1.3. KeraTensnrie JICKapCTBEHHbLE GOpMBI

1.2.1.4. MIMNperuupoBanHble IeKAPCTREHHBTE hopmel

1.2.1.5. Knnkue nexapereennsie hopMBI 1751 HapyIKHOTO MpUMEHEHHS

1.2.1.6. Kunxue JICKAPCTBEHHBIE (POPMbI LTS BUYTPEHHErO NPUMEHEHUS

1.2.1.7. MeauLMHCKIE rasbi

1.2.1.8. IMpoune teepasie JIEKAPCTBEHHBIE (JOPMEI

1.2.1.9. [penaparsl, HaxonsuiHecs IO JaBICHHEM

1.2.1.10. Pammouyknmnsnie TeHEpPaTOpLI

L.1.1.11. Msrkune nexapcreennbie dopmel

1.2.1.12. Creun (cynnosuropun)

1.2.1.13. Tadnetku

1.2.1.14. TpaHcnepmansisie MIACTHIPH

1.2.1.15. Verpoiictsa ais HHTPapyMHHAJILHOTO (BHY TPHPYOLOROTO) BBE N s

1.2.1.16. [Mpouast necTepuitbHas MPOAYKIIMA

1.2.2. Boinyckawoumii KOHTPOIIh KadecTsa (cepTudukauns cepun)

Bronormueckas nexapcteenyas NPOJLYKILHS

1.3.1. buonoruueckas JICKAPCTBEHHAS TPOTYKIIKS:

1.3.1.1. Tlpoayktei kposu

1.3.1.2. I/IMM)/Hmlomlieg{@ TTPOIYKIHS

1.5.1.3. TIpojyKuusa Ha 0CHOBE COMaTHUECKUX KACTOK (MPOAYKUMS 715 TEPATIMH COMATHICCKMMHA K/eTKamu)

1.3.1.4. Tenotepaneatryeckas 0POIYyKIMS

1.3.1.5. Buotexuonoruieckasn TIPOIYKIMA

1.3.1.6. [Tpoaykims, BoieeHHAS M3 KHBOTHLX MCTO'THUKOR M4 OPraHOB (TKaHel) uenorexa

1.3.1.7. TxanentkeHepHas NPOAYKUMSA (NPOIVKUMSA TKAHSBOH WHKEHEPHI)
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EBpazuiickuii skoHomuueckuii coros

SR _Ne GMP/EAEU/KZ/110-06-2024
! 1.5.1.8. ilpouas Guosornueck

asl IeKapCeTBee Hllas HPOAYKUs

X% 1.3.2. Beinyckaroumii KOHTPONL (ceprudhikauns cepn) (AepLsienp BUIOB MIpoayKIMK):

| 1.3.2.1 Oponykrst kposu

1.3.2.2. HMmynonornyeckas Npoly KM

1.3.2.3. TIpoayKThl Ha OCHGRE COMATHUECKNX KneToK (MPOAYKIHS /15l TEPAIHN COMATUYECKUX KJIETOK)

1.3.2.4. l"euon:paneamqecxag IPOYKLIHY

1.3.2.5. Buorexrnonornieckas NPOAYKIIHS

1.3.2.6. Ipoxykuus, Bbigenenyas us KHBOTHBIX MCTOUHMKOB WIIM OPIaHOB (TKaHEH) UenoBeKa

1.3.2.7. TkaHennxkenepHas TPOAYKIHA (TIPOAVKLMsS TKAHEeROH MHKEHEpHH)

X 1.3.2.8. Ipouas Buonoruueckas JCKAPCTBCHIAA NPOAYKUMA _GaKTepHasibHbIe TH3ATHL, npoduoTHKH

1.4 | Ilpowas nexapcreennas NPOMYKLHA MIH NPOM3BONCTREHHAN ISSTENbHOCTE

1.4.1. Ipoussoncreo:

1.4.1.1. Pactutentnas TIPOILYKLINS

1.4.1.2. Tomeonatuueckoii NPOLYKLMH

1.4.1.3. TTpouas npojykuus

X 1.4.2. Crepunuzauus (hapmanesTiueckux cyOCTan ML RCTIOMO! @ TebHBIX BELLECTB, FOTOBOH MPOLAYKIMH: )
X 1.4.2.1. Dunsrpanys

1.4.2.2. Cyxoxaposas cTepuimsamiis o _
X 1.4.2.3. Crepunizawis napom

1.4.2.4. Xumuueckas crepusinsarms

1.4.2.5. Crepummsauus raMva-n3Iy4cHHeM

1.4.2.6. Crepunusauus IEKTPOHHBIM H3HYIEHHEM

1.4.3. Tlposee

1.5 | Vnakopka

1.5.1.3. XKeparennbre JIeKapCTBEHHEIR OPMAI

-1
X i.5.1. IepBruHas ynaroexa: e
1.5.1.1. Kancyunbl B TBep10# 060M04KE N

1.5.1.2. Kancyns! B Markoii o6omouxe o b

1.5.1.4. Umnperunporantsie JIEKapCTREeHHbIe hopnibl

2 1.5.1.5. Xunxue nexapcreennsie (opmb1 s HApYHOTO NIPUMEHEHH

1.5.1.6. JKuakue nexapcreennpie OPMBI iutsl BHY TPEHRETO NpUMeHers

1.5.1.7. Mennuunckme razn

1.5.1.8. TIpoune teeppie JICKAPCTBEHHBIE (hOPMb!

1.5.1.9. lMpenaparsi, naxomstmecs 0] I&BHEHNEM

1.5.1.10. Pamionykimnnsie reHeparopsl

L5.1.1 1. Markue JIEKApCTREHHBIE (OpMBI
1.5.1.12, Creun (cynnosurcpun)

1.5.1.13. Tabnerku

1.5.1.14. Tpaucaepmanbhpie MTACTBIPH

1.5.1.15. Tpouas HECTEPUIILHAA NICKAPCTEEHHAS POy KIMS

X 1.5.2. Bropuynas (norpeduTensekas) yuakoska

1.6 | Konrpont xauectsa

X 1.6.1. MuxpoGuonoruacckue ucprranns: CTEPHRLHOC Th
% 1.6.2. Mukpobronoruueckoe TECTUPOBAHIC: MHKBOOHGHIOI MY2CKAs YHCTOTA
X 1.6.3. Xumuueckne (usnucckue) uenprrania

1.6.4. Buonoruueckie venbiTanmns

| aTH OTPANMMCIHSL HIH NOACHCHHA. 1EO0X0/IUMO BKIIOUAT UTCLITKY K COOTBCTCTRYIONICMY [IOMEpPY OYIIKTa ceprigukara GMP.

B orsomenny oGkix OTPAHMUCHUA M HOSCHEH, OTHOCHILMNCE £ (afiHhiy IPOMBBOJICTREHHLIM  OLEPANHIM (30 HCKJIHYCHHEN
CJAYHMACB, KOIja HOACHCLME SBASCTCH 00IM KOMMCHTApPMCM K IIponLeceam Ha HpoH3BOACIBCHHOM 0fbeKIC), e 6ol 1K {IPHUMCHAJINCE
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EBpasuiickuii skoHOMMUYeCKuMii colo3

o Ne GMP/EAEU/K7Z/110-06-2024 -
f [ 2. UMINOPT JIEKAPCTBEHHOM NPOAYKLIAN
2.1 | Kowrpont kauectea MMIOPTHPYEMOI IeKapCTBEHHON NPy KiHu
2.1.1. Mukpoduonoruueckie HCHBITAHKA: CTEPHILHOCTE _
2.1.2. Mukpobuonoruieckoe TECTHPOBAHHE: MHKPODHONOIMYECKas YHCTOT
2.1.3. Xumuyeckue (bususieckue) wensitanms
_| 2.1.4. Brosoruneckue ucibiTanms
2.2 | Cepruduxanus cepuu M;annpyezuoﬁ MPOAYKLUWH
2.2.1. Crepunsnas NpoAyKUMS:
22.1.1. Ipoussonumas s acentuucckux YCIOBHAX
2.2.1.2. Monsepraemas puHMIHO#N cTepunuzaLn
2.2.2. Hecrepumtuas TPOJYKIMs
2.2.3 buonornyeckas JIeKapCTBEHHAd IPOAYKITH; @
2.2.3.1. llpoayxTsl kpoBu
2.2.3.2. UMmyHOnOrndeckas NPOAYKIHA
2.2.3.3. IlpORyKIHA HA OCHOBE COMATHYECKIX KNETOK (MPOIYKIUS JUISL TEPANHNH COMATHICCKUM KIeTKaMu) | |
2.2.3.4. T'eHoTepanesTHYeckye 1POYKTBI
2.2.3.5. BuoTexHonornueckas NPOAYKIHS
2.2.3.6. [lpomykums, BeieeHHas 13 KHBOTHLIX HCTOUHHKOB MJIM OPraHoB (TkaHel) uenoseka
2.2.3.7. Tranennskenepuas NPOAYKUHA (MPOAYKIMS TKAHEBON WH¥EHEPHH)
2.2.3.8. Ipouas 6uonornueckas JICKAPCTECHHAA NPONYKLHSA
2.3 _| Itpovas jedrensHocTs no HMIIOPTY (BEO3Y)
2.3.1. Mnowmajka duznaeckoro VMIopTa (BBo3a)
2.3.2. UmniopT MPOMEXYTOUHON NMPOAYKIMH, O/BEPraioIleics fanbieimed obpaboTke
| | 2.3.3. Mpouee !

3. NPOM3BOJACTBEHHBIE ONEPALIHA — ®PAPMALIEBTUYECKUE CYBCTAHLIUU
DapmanesTuucckan cyGeranims (cyGcranumnm):;
3.1 | Tipoussoacreo (apmanesTHueckux cyGeranmmii METOI0M XUMHYECKOTrO CHHTE3a !
3.1.1. IponsroncTeo MTPOMEKYTOUHEIX NIPOAYKTOB dapMaueBTHYECKOI cyOcranuuu
3.1.2. TIpou3BOACTBO HEOUHMILIEHHOI (apmauerTiyeckoii cyGeranimm *
3.1.3 ConeoGpasoranme ( OYMCTKA): KPHCTANAUIALHS ]
3.1.4. lpoyee
ITponssoncTso dapmauerTrueckmx cyberanumii MeToamu BeIICICHIA U3 OPHPOAHBIX HCTOUHHKOB -
3.2.1. Beienenue dapmanesTHaeckmy CyBCTanumii U3 HCTOYHUKOB PACTHTETBHOTO TPOHCXOK/1eHUA !
3.2.2. Beinenenne (hapMaLeBTHYECKHX cyBeTanimii 13 HCTOYHHKOB JKHBOTHOFO NPOMCXOKIEHHS
3.2.3. Beuienenue dhapmanerTHYeCKHx cyOcTanumii u3 opranos (TkaHei) uenosexa r
3.2.4. Bolzenenue hapMaLenTHICCKIX CyOCTaHLmMiT M3 HCTOYHUKOB MUHEPAILHOrO MPOUCXOKACHMS
3.2.5 Moandukanus Beienennoy thapmanesTiuEcKoi cyGeTanLmn (YKa3blBaeTes M3 NYHKTOE 3.2, 1-3.2.4)
3.2.6. OuMCTKA BRIENEHHOI (apmauesTHyeckoii cybeTaniumn (yka3blBaeTCs HCTOUHMK U3 nyHkToB 3.2.1-3.2.4)
3.2.7. lpouee
Ilpon3sBoscTBO apManerTHICCKIX cyberannmii ¢ MCTIONL30BAHHEM GHOMOTHUECKUX MIPOLECCOR
3.3.1. depmenTauus
3.3.2. Tlpouseoacteo c HCTIONIB30BAHHEM  KIETOYHBIX KYIBTYp {vkazath THn
MCNOMB3YEMBIX KICTOK) (1O yKA3aHHEM THNA KeTOK MOHUMACTCS HX TUTIOBAA CHEMM(UYHOCTb, TUHISA, WTAMM W
npoyee)
3.3.3. Buiaenenue (oumctra)
3.3.4. Moaudukarms
3.3.5. llpouee
3.4 | MpoussoacTeo CTCPUIILHBIX (apManeBTutecKkmx cyOcranumit (pasaens: 3.1, 3.2, 3.3 nomxibl ObITh 3aNMOAHEHR
TJie MPUMEHHMO)
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EBpasuiickuii skoHoMUuecKuii colos
_ Mo GMP/EAEU/KZ/119-06-2024

3.4.1. Dapmanertuueckue CYBCTaHUIM, IPOHIBOAHMBIC & ACEHTHICCKUY YCHORMAX

3.4.2. GapmauesTHecK e CYDCTAHUMA. OABEPragvble dusinel crepumsaiun

W
[P

33B€pﬂj’d¥0ﬂﬂf!€ CTaJIME NPOU3BOACTRE !}Jﬂp.’dauCBTh’FIeCKHX C_\Z‘féCTGHLlHﬁ

3.5.1. Cranuu Quznueckoit 00paboTku: npoceunsanne

3.5.2. Ilepeuunas ynakoexa

3.5.3. Bropuunag YIaKoBKa

3.5.4. Ilpouee .__lyKkasate 1nsi onepanmii, He onHCIHLLIX BbIILIE

5.6 | Kentpons kauectna

3.6.1. dupveckue (xumuteckue) uen bITAHKS

3.6.2. Mukpobuiosoriueckie ucnbitanms (BT MCTILITAHKS HA CTEPUNIL HOCTE)

3.6.3. Mukpoduonoruueckrie uenstanus (MCKNYas HCHBITAHNS Ha CTEPUILHOCTE)

| 3.6.4. buonoruyeckue ucnbITanms

4. HIPOUKE OHEI’AHHI’I - PAPMALEBTUYECKUE CYBCTAHIIUH

Orpannienus uii noscHRTE bHbIE SAMETKH, KaCarwmrecs 001acTH NPUMEHEH S cepTuukaTa:

Kenxexanosa A. K.

3amecturens Hpeaceaarens Komurera
MEAKIMHCKOrY ¥ (DapMaleBTHYECKOro
KOHTpOns Munucrepetera

3Apasooxpanenid PecnvOnuky Kasaxeran
(DILO., sexmacrs)

O3 OF 2oy
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