EBpasuiACKUiA SKOHOMMYECKUIA CO103

PTY «Komurer MeAMUMICKOTO 1 (hapMalleBTHYCCKOIO KOHTPOIs
Munucrepersa sapasooxpatenus Pecny6nuxu Kazaxcran»

CEPTHOUKAT
COOTBETCTBHA HPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHUSM TTPABHII
HAJUTEXXAILLEN [TPOM3BOJICTBEHHOM IIPAKTHKU
EBPASHUCKOTO DKOHOMHMYECKOT'O COIO3A
Ne GMP/EAEU/KZ/268-12-2025
Cpoxk aeiicteus ¢ 22 asrycra 2025 roja no 21 asrycra 2028 roja
Brijan 1o wroram mposeicius (BapMaleBTHUCCKON WICHCKIMH B cooTsetcTBuM ¢ llpasuiamu
NPOBCJCHUA  (PAPMALICBTHUCCKHX  MIICHICKIMH,  yrBeprcicuibimi  Petnemem  Cosera  Espasuiickoit

DIKOHOMHYCCKOH KomuccHn oT 3 nosibpsa 2016 r. Ne §3.

Komuter Mejiimnckoro M hapMalleBTHYCCKOro KONTPOII
Munpcrepersa 3pasooxparenus Peenybiuku Kazaxeran

IMOATBEPIKIACT CICAYIOUICE:
IIpoBEAcCHa c]]apmau(-:BTw-lecxaﬂ HMHCIICKIIMS

Oncotec Pharma Produktion GmbIT
Am Pharmapark, Dessau-Rofilau 06861, Germany

Ha OCHOBANNM:
- 3asiienus ot 09.10.2024 rojia na npoBeACHHME MIICIICKIMN Ha COOTBETCTBHC TpeOOBaHHAM HajUIekallct
IPOU3BOJICTBCIIIOH MpaKkTHKY EBpasHiickoro dDKOHMOMUYECKOT0 COro3a (HHOC OCHOBAHNE).

Ha ocnopanuu ceejenui, 10JyUCHIbIX 1pH npoeBeAcnny (apManeBTUIecKol WICIICKINH, TTOCHC/IHAS U3
KoTophix Obuta nposenena ¢ 18 no 22 asrycra 2025 roja, yeranonicno, 4to jaumnoc (GapMaleBTHYCCKOC
IIPOU3BOACTBO COOTBETCTBYET Tpebosanusm [Ipasut na;uiexkaiteil NPon3BOACTBCHION pakTukn Espasniickoro
JKOHOMMHYECKOTO CO103d, 9KBMBaleHTHbIX [Tpuinnnam u Pykopojcrsy Epporneciickoro coiosa no uaancsxanicii
TIPOU3BOJICTBSHHON NPAKTUKE JICKAPCTBEINILIX CPCCTB JUIst MC/MMIIMHCKOIO M BETEPUIIAPHOTO NPUMCHCHUS 1
npuniuiam CucteMsl coTpyunyectsa dapmaliesTnacckux nucnekuuii (PIC/S).

Hacroswuit  ceprupurar  orpaxkaer craTyc TNPOH3BOJICTBENNON IUIOWAJAKH HA JIaTy NPOBCJICHIs
(hapmareBTHYECKOH MHCTICKIMM | 110 HeTedeHun Goliee 3 JICT OT JIaThl NPOBE/ICITHS TIOCIEIHEro s NOCICIHEr0
HHCIIEKTUPOBANNS HE MOMET CUMTATHCS JOKYMEHTOM, CBHJIETENLCTBYIOIMM O CTaTyce cooTrerTcTBHs. Cpok
NeicTBrs cepTduKaTa MOKET ObITh COKPAILICH ITPY HCIIONBL30BAIIMK COOTBETCTRBYIOMMX [IPUHLIMIIOB YIIPABICHNS
puCKaMu IIp{ HAIMYUH COOTBETCTRYIOLIEH 3aiuch B nojie «OrpaHuyeHdd MM HOACHHTCIIBHBIC 3aMETKH,
Kacarounecs ob1acT npuMenes HacTOsIero cepTuduraTay.

CepruukaT ABNseTcs NeHCTBATCIILHBIM B CIIYYAe NPEACTABICHHS BCEX €0 JIMCTOB (KaK OCHORIBLIX JIMCTOB,
TaK W AOMOJHUTEILHBIX JIMCTOB).

AyTeHTHYnOCTs (IOJIIMHIOCTL) HACTOSIIEIO cepTH(UKaTa MOXKIO MpoBeputs B 6Gase gannbix Komurera
MEJIULIUIICKOrO 1 (papManesTHycckoro kourpos Munucrepersa 3jipasooxpaiicrus Pecrynukn Kasaxcran.

Ecmu cepruduxar e npejcrasict B ykasanuoil 6a3e JaHHbIX, Cejlyer obpartiThes B YIO/HOMOUCHHbIH
Oprail, ero BLUIABIIMIL.




EBpasuiACKMii SKOHOMMYECKNI Coto3

Ne GMP/EAEU/KZ/268-12-2025

HQKEIPCTBCHHBIC CpeacTBa AJId MEJTUIHMHCKOTO NIPHUMCHCHM S

Jlekapernetiible TIpenapaThl JUis KIMHUYCCKAX MCCIC0BANMN (MCITBITANMIH)

Kon

Haumenosanne

1. MPOU3BOJACTBEHHBIE OMNEPALMM - JEKAPCTBEHHAS [TPOLY KLIUSI

Crepriisnas npojLyKIms

1.1.1 IpousBoaumas acenTuycckum MmyTeM (onepainiu 06paboTKy JUlS CIeAyIOUUX JIeKAPCTBCHHBIX thopm):

L1 Kuskue gekaperseHibic hopmbl H0MLIIOI0 00beMa

1.2, JKujkne JickapeTBeIinc (GopMBI MAIIOI0 00beMa

1
1.1.3. Jluodunmzars
|

1
1
|
1.1.1.4. Teepibic ICKAPCTBCHHBIC (HOPMBI H HMILIAHITATE]
[.1.1.5. Markue nckaperseiiinle (OpMbI

L.1.1.6. TIpouas npojtyKLss, POH3BOANMAS B ACCHTHUCCKUX YCIOBMS

1.1.2. Toasepraemas puummiioi crepususaiun (orepanuy 06paboTku Juis CIeAYIONHX JicKkapcTBCHHBIX Popm):

1.1.2.1. XKunkue nekaperseninie GopMbl GONBIIOIO 00beMa

1.1.2.2. XKunkue Jiekapersehbie opMbL Majlore o0beMa

1.1.2.3. Trepjsle JcKkapcTBEHbE (HOPMBI H HMIDIRHTATEI

1.1.2.4. Msirkue JIeKapeTBCHUBIC GOpPME]

1.1.2.5. Hpouas npoaykiius, rojsepracmas GUIitHIINoil cTepiIHzaunu

1.1.3. Brinyexaouui KoHTpoll KauecTsa (BbIyCK Cepu)

Hecrepunnuas npoayxnms

1.2.1. Hecrepuibuas npoyKitis (TEXHONOTHUCCKHE OMEPALMH JUTst HOJYHCHHS CIICAYIOLIHX JICKAPCTECHIIBIX dopm):

1.2.1.1. Kancynsl B TBep/10ii 0Bonovke

1.2.1.2. Kancynel B Markoii o0ojouxe

1.2.1.3. XKepaTcibiible JICKAPCTBCHHBIC (DOPMDI

1.2.1.4. MMnpernuposaiiiisle Jekapereenimic GopMol

[.2.1.5. Aujkue gekaperseiiinie GOPMBL Ui HAPYIKIIOrO IPHMCIICHHS

1.2.1.6. Xunkne nexapersenbie POPMEI Il BHYTPCHIETO HPAMCHCHNA

1.2.1.7, Menuuunckue rassl

1.2.1.8. [Ipoune TREpPALIE ICKAPCTBCHIEIC HOPMEI

1.2.1.9. [Ipenaparsl, HAXOASUIMECH 1101 JIARICTTHEM

1.2.1.10. PaanonyKimisic rencpaTophl

1.2.1.11. Markue jiekapcreernsic hopmul

1.2.1.12. Ceeun (cyunosuropun)

1.2.1.13. Tabnerku

1.2.1.14. TpaucaepManbibie macTeiph

[.2.1.15. Ilpoyas HecTepribHAs TIPOIYKIHSA

1.2.2. Buinyckaiomui KOHTPOJIb KadecTra (cepTHGUKALMS CCPUN)

Buonornyeckas JICKaPCTBEHHAS NPOJYKIIIA

1.3.1. buosnoryyeckas JeKapcTBCHHAS TPOIYKIS:

1.3.1.1. IlpoayxTsl KpoRM

-
UJ

B 2 MIMMYDOJIOPHYCCKAs [TPOLYKIINS

et
b)
—

“]JO}IyKL[Hﬂ 1Hd OCHOBC COMATHYCCKHX KICTOK (HpOleKILPIﬂ JJIA TCpaltMi COMaTHYCCKUM U KIIC'I‘K&MH)

1 3 L 4 ["cioTeparieBTHHecKas IPOJLYKIUs

1.3.1.5. BHOTEXI0J0I MYCCKas UPOIYKIUE

1.3.1.6. [Tpomykums, BbLICICHIAS U3 IKMBOTHLIX NCTOUIMKOBR WK Opraion (TKanei) 4ejiopeka
1.3.1.7. TkancuipkenepHas Npoaykuus (IIpojIyKIHs TKAHCBOH HIDKCHICPHHN)




EBpa3suidckmnii sKoOHOMHUYECKUii coto3

Ne GMP/EAEU/KZ/268-12-2025

1.3.1.8. Ilpoyas Gnoioruucckas JICKAPCTBCHIAS IPOILYKIINSI

1.3.2. Beryckarouuit kontpos kauccrsa (ceprudukalms cepun) (IepedcHb BHIOB HPOYKIHH):

1.3.2.1. llponyxTsl kpoBH

1.3.2.2. MMMynonornucekas npojiyKims

1.3.2.3. TIpostyKThi Ha OCHOBC COMATHYCCKUX KICTOK (MPOYKIHS [UlA TEPALIME COMATHIECKNX KIIETOK)

1.3.2.4. I'enoTeparicBTHICCKAS TIPOLYKITNS

1.3.2.5. bHoTeX110M0THYCCKAs MPOTYKIHUA

1.3.2.6. Tlpoaykuus, BeuiecHIas U3 SKHBOTHLIX HCTOUIMKOB MM Opranos (Tkanelt) yenoscka

1.3.2.7. TxanenipKenepuas IpolyKius (IipojlyKIus TKaHCBO HikeHepu)

1.3.2.8. Ipouas Guonornacckas JACKapCTBeHIAs IPOAYKLMS

1.4 | llpoyas jgekapeTBCHIIAA IPOAYKIIIA ML IPOH3RO0/ICTEEHIAS IEATCILHOCTE

1.4.1. lpouzsojictso:

1.4.1.1. PactTelibuas HpojyKims

1.4.1.2. ToMcONaTHYCCKOH NPOIYKIHN

X 1.4.1.3. llpoyas npoyKLus LUTOCTATHKK: PACTBOPDI; IIMTOCTATHKY: JIMOQUIN3ATH
1.4.2. Crepunmsanus papMalcBTHYCCKIX CYOCTaHIMHA, BCHOMOTATEILILIX BENIECTR, FOTOBOM TIPOJIYKINAN:
X 1.4.2.1. ®unprpanus

1.4.2.2, Cyxomxaposas CTCpHIM3ALINs

1.4.2.3. Crepminsalus napom

1.4.2.4. Xumucckas cTCpum3anus

1.4.2.5. Crepriu3anus raMMa-HajiydcHueM

1.4.2.6. CTCpUIH3AIITS DICKTPONTIBIM H3TYYCHUCM

1.4.3. Ilpouce

1.5 | Yiuakogeka

[.5.1. Mepiyuas yiakoska:

1.5.1.1. Kancyne! B TBep/ioii ofonouke

1.5.1.2. Kancyisl B MaArkoit 060i104ke

1.5.1.3. XKepaTe/ibHbIC JICKAPCTREHHBIC (DOPMBI

1.5.1.4. Hmupernuposaiiiibie JieKapcTBCHIBIC (OpMb

1.5.1.5, Auukue JiexaperBennnbie GopMbl Ui HARY/KHOTO IPUMCHCHUS

1.5.1.6. JKuzkue JiekaperBeHiibic (JOPMBL YIS BIYTPEIHCTO IPHMCHCHHA

1.5.1.7. Meauimickue rassi

1.5.1.8. ITpoune TREpPIBIC JICKAPCTBCHILIC GOPMDI

1.5.1.9. llpenaparsl, HAXOAMTICC 1100 JABICHICM

1.5.1.10. PajoRyKIMIbLIe IreHepaTophl

1.5.1.11. Msrkue JiekapcTBeHHEIC opmul

1.5.1.12. Cpeun (cynnozuropuu)

1.5.1.13. Tabnerku

1.5.1.14. TpanciepMannibie IIaCTRIPH

1.5.1.15. Ilpoyas necTepunbias JCKapCTBiias IPOIyKIs

1.5.2. Bropuunas (norpeburelibekas) ynakorKa

1.6 | Konrpois kauecTpa

1.6.1. MHKpoOHONOrHYCCKHE HCIBITAHUA: CTCPHILIIOCTD

1.6.2. MukpofuoioruiecKoe TecTHpOBaliHe: MUKPOGHOIOTHICCKAs YHCTOTA

1.6.3. Xumunuccrre (PU3HYECKUE) UCTILITAIIHS

X
X 1.6.4. BHOJIOrHuECKHe UCITLITAHMS

B oTnowennn 00X OrpauHiucinil Wil NMOACHCH, OTHOCKNMXCA K JIAHHBIM IPOU3BOJICTBCHHEIM ONCPAUMAM (38 HCKIIOUCIIICM
CJ'[y‘IﬂCB, KOUJIAa TIOMCHCIHHES ABILASTCH 06”[“?\51 KOMMCE]TBDHCM I IIpo1eccaM ma npnw3ﬂn}1c‘mcnnoM 06’[,CI'CTC)_‘ riac 61,1 T MPUMCTISIIIHCT

ITH OTPAHKYUCIIHS MK NOSCHERNS, HEOOXOIHMO BKIIOUATE OTCHITKY K COOTBETCTRYIOIUCMY HOMEpY TyliKkTa cepruduiara GMP.




EBpasuiickuii skoHoMUuuecKuii coros

No GMP/EAEU/KZ/268-12-2025

2. UMIIOPT JIEKAPCTBEHHOM IIPOJNYKLUHH

2.1 | Konrpouib Ka9ecTBa MMUIOPTHPYCMO# JICKAPCTBEIION POy Ky
2.1.1. MukpoOHOJIOIrHYECKHME MCIIBITANHA! CTCPHILIOCTh
2.1.2. MEKPOGHOIIOIHUCCKOT TCCTHPOBAIIME: MUKPOOHOIOrHICCKAS YHCTOTA
2.1.3. Xumuueckue ((pH3HIccKue) NCTBITATIHS
2.1.4. EHONOTHYICCKIE MCTIBITAHHS
2.2 | Ceprugukaiis ccpun MMIOPTHPYEMOIl ICKAPCTREH IO NPOJLYKIHMU
2.2.1. CrepriibHas NPOJYKILUS:
2.2.1.1. llpoussoaumas B aceNTHYCCKMX YCIOBUAIX
2.2.1.2. TloapepraeMas QUHHLIIION CTCPUITHIAIIMN
2.2.2. Hecrepunnnas npoayKius
2.2.3 buoJioruyeckas JEKapCTBEHHAS IPOIYKINIS:
2.2.3.1. [lponykrsl kponu
2.2.3.2. UmmyHOJIOTHYCCKES 1POLYKIIA
2.2.3.3. IlpoyKIIHA Ha OCHOBE COMATHYCCKIX KJICTOK (MPOYKIIHS [Uls TEPAIIAH COMATHUCCKUMHU KIETKaMIT)
2.2.3.4. I'cHoTepanesTHHeCKUE MPOILYKThH
2.2.3.5. bUOTEXHOIOTHICCKAs LPOJLY KLU
2.2.3.6. lTpojlykups, BRUICIHCHIEA U3 HHUBOTHLIX HCTOUHHKOB MM opranos (Tkaneil) ucioscka
2.2.3.7. Traucuipkelepnas poayKims (IIpoJIYKLH TKALCBOH NIDKCICpHIL)
2.2.3.8. llpoyas Guonoruyeckas JCKapCTReNas HpoLyKIs
2.3 | llpoyas JesTCibocTh M0 HMIIOPTY (BBO3Y)
2.3.1. llnowmaka pusuueckoro umnopra (550osa)
2.3.2. IMuiopt npoMeskyTouno npoayKIHH, 10 ABCPratoIeHes Jaulbiiciiicii o6paborike
2.3.3. Ilpouce
3. NPOM3BOJACTBEHHBIE OIMEPALIMUA — ®APMALIEBTUYECKHE CYBCTAHLIMH
Dapmaucsruiccxas cyberanims (cyGeramnmm):
3.1 | Ilpoussosctso hapMalneBTHYCCKHK CYOCTANINN MCTO/IOM XHMUYECKOrO CHHTE3A
3.1.1. Ilpou3BoncTBo NpoMCIKYTOYHBIX NPOAYKTOB (hapMaleBTHIECKOH cybeTantm
3.1.2. IlpoussoyeTso Heouniienoi GpapMalcBTHICCKOR cyBeTaImi
3.1.3 Concobpazopariie (0uMCTKA):
3.1.4. T1pouce
3.2 | llpon3zocTro (hapMaLeBTHICCKUX CyOCTAIILMI METOJIAMH BLICICHHS H3 IPHUPOIHBIX HCTOUHHKOB
3.2.1. Boyiesienue dapmaleRTHICCKUX cyOCTANIMI 13 HCTOYHNKOB PACTHTRNILIIONG MPOHCXONICHHS
3.2.2. Beyteyienne (apManesTuHeckux cybeTaliii B3 HETOIUKOR HKUBOTHOIC TPOHCXOAICTIHA
3.2.3. Briienenue GapMalleBTHUCCKUX cyOcTaliluil u3 opranor (TKaxci) yclioBeka
3.2.4. Bryienenue papMancRTHYCCKUX cyOCTaiIN U3 HCTOUHHKOR MUHCPAIILHOTO HPOHCX0MK/ICHHS
3.2.5 Momdukalis BRIJICNHCHION (apMalcrTHYecKoit cyOcTanimu (ykaspiacres M3 nyukros 3.2.1-3.2.4)
3.2.6. OuncTKa BRIICHCIIOI (apmanesTHcckoii cy0cranmn (YKashlRaeTes MCTOUHMK M3 nyHKToR 3.2.1-3.2.4)
3.2.7. Ilpouee
3.3 | Npoussojcrao apMaleRTHUCCKHX cyBeTalimii ¢ HeloiL30RaieM GHOJIONHYCCKHX [IPOIIECCOR
3.3.1. Pepmenranus
3.3.2. lIpoM3BOACTBO € WCTIONL3OBAHMCM  KICTOMIBIX  KYIBTYP (ykaszarh, THI
HCHONB3YCMBIX KIICTOK) (101 YKa3a11MCM THIA KICTOX ITOHUMACTCS WX THIIOBAS CHISHHGHIHOCT,, JIMIHS, ITAMM H
npoyce)
3.3.3. Brutenenue (oqucrka)
3.3.4. Moaudukalis
3.3.5. Ilpouce
34 | TlponspoacTno CTCPHILILIX (apManesTHIcoKrnx: oyOoTanumil (pasacant 3.1, 3.2, 3.3 noumiinr ObiTh 3QM0MICHYL,

IJIC JIPUMEHHMO)




EBpa3suiickuii sKoHOMMYECKHiA CoMo3

Ne GMP/EAEU/KZ/268-12-2025
3.4.1. PapmalesTHiccKue CyOCTaH MK, IPOM3BOIUMBIC B ACCITUYCCKUX YCIOBUSIX
5.4.2. PapMaUCBTHYCCKAC CYOCTalILIIN, II0/IBCpTracMbIe GuiMIINoll CTCPHIH3AIIHA
3asepliaoIHe CTaANM IPOU3BOACTEE dapMaleETHucCckux cydcTammit
3.5.1. Cramuu duznucckoii o6paborki:

Y

3.5.2. Tlcpsnynas yilakoska
3.5.3. Bropuunas ynakosxa
3.5.4. Ilpouce (ykasaTb Juid oICpaIul, INC OlHCAHHBIX
BhINIE)

Konrpons xavecrsa

3.6.1. @uznueckne (XUMAUCCKUE) HCIILITATNH

3.6.2. Mukpo6HOIOrHICeCKHe HCIILITANMS! {BKINOUYAS HCIIBITAIHA A CTCPIILHOCTS)

3.6.3. MukpoGuonoruyuceKiie HerbITaus (HCKIOas HCILITAILAS 1A CTePHILIOCTh)

3.6.4. buoIoruuccKue UCILITAIMs

4. [IPOYME OIMEPALMH - DAPMAUEBTUYECKUE CYBCTAHLIMA

O!‘paﬂli‘!{!![“ﬂ HIIH HOSICTTHTEABHBIE 3AMCTKH, Kacalonliecs oblacTu IPHUMEHCHHA CC]JTH(]JHKHTE!:
Cpok JielicTBHs cepTU(GHKATA OMPANHYCH JI0 3 JICT.

Paiimkysioa I'.Y.

3amecrurens Hpeicenareis
Komurera mejipumiickoro u
(hapMalCBTHICCKOrO KOHTPOJIs
MuiMCTepeTBa 3APaB0OXpaHCHUS

Pecnybimku Kazaxcran
(.1, 0., nomxunoers)

_ J0. 48,8085

(1A T NOAMILCAII, [ MEC. ITTT)




