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EBpasuiCKMiA SKOHOMUYECKWI COI03

PI'Y «KoMuTET MEAHIMHCKOTO W (DapMAIEBTHYECKOr0 KOHTPOJIS
Munucrepersa 3apasooxpancHus Pecrydnuku Kazaxcramy

CEPTUOHUKAT
COOTBETCTBUA [TPOU3BOUCTBA JIEKAPCTBEHHbBIX CPENCTB TPEBOBAHHMSIM TTIPABHII
HAJUIEXAIIEA IMTPOU3BOJICTBEHHOU ITPAKTHUKH
EBPA3UMCKOI'O SKOHOMUWYECKOI'O COIO3A
Ne GMP/EAEU/KZ/209-06-2025

Cpox zeiicteug ¢ 16 mas 2025 r. o 15 mag 2028 r.

Bouran mo wroram nposeienus (apMaleBTHUECKOH HHCHEKHUHM B COOTBETCTBMM c llpaBuiamu
npoBejelins  (papMalleBTHUCCKUX — MHCIEKIWHA, yrBepkieHtbiMu  Pewienuem Cosera  Eppasuiickoii
3KOHOMHYECKOH KOMHCCHH 0T 3 HostOps 2016 1. Ne 83,

Komurer MeMIMHCKOro ¥ hapMalleBTHYECKOro KOHTPOJIS
Munucrepcrsa 3pasooxpanenus Pecnyoinnky Kazaxcrau

oaTBCpACIaCT CIICAYIONIEC:
Hnpopeacua (])apmaucsmqecxa.s; HUHCIICKI ML

Baxter Oncology GmbH.
Kantstrasse 2, 33790 Halle/Westfalen, Germany

HA OCHOBAHHH:

- sasBnenus ot 30.01.2025 rosia Ha nposejienye WHCIICKIME Ha COOTBETCTBHE TPeOOBAHUAM HajJlesKanci
[IPOU3BOJCTBEHION NpaKTUKK EBpazHiickoro 9KOHOMUYECKOTI0 CO103a (MHOE OCHOBAHKE).

Ha ocHOBaHMM cBelcHMIA, 110JIYYEHHDIX 11pM NPOBeieHMU (HapMaleBTHYeCKOH WHCIISKINH, MOCTeNHsI W3
KOTOpLIX Obia nposefena ¢ 12 mo 16 mas 2025 rona, ycTaHOBIEHO, WTO JAaHHOE (hapMaleBTHICCKOS
IPOU3BOJICTBO COOTBETCTBYET TpeboBannam [Tpaeun Hajneskamiel npoM3BOACTBEHHON NpakTHKK EBpasuiickoro
JKOHOMHYECKOr0 COM3a, SKBUBaNeHTHLIX [IpunnunaM u PykoBoactBy Eppomnelickoro corosa mo naanmexariei
NPOM3BOACTBEHHON [PAKTUKE NEKAPCTBEHHBIX CPEACTB U1 MEAMIIMHCKOIO M BETEPUHAPHOrO NPUMEHEHHS W
npudinaM CucTemsl cOTpyAHUYecTRa QapmanesTuiyeckux uaenexuuit (PIC/S).

Hacrosmumit  ceprudukar oTpaxkaer craryc TIPOM3BOJICTBEHHON TIUIOMIQIKM HA Jary UPOBECHUs
(hapMaLeBTHYECKOI MHCIIeKUMH U 110 UcTedeHnn Doslee 3 JieT OT JIaThl NPOBEASHHS [TOCICAHEro AH MOCHS/Hero
MHCTICKTHPOBAHUSA HE MOXET CUMTATBCA JOKYMEHTOM, CBH/IETE/ILCTBYIOIIMM O craTyce cooteetctBHA. Cpok
JeitetBug cepTudrkara MoxeT ObITh COKpaIeH NPH UCIOIB30BAHMH COOTBETCTRYIOIINX IIPHHIIMIIOB YIIPABIIEHN
pUCKAMM NPH HAIWUMM COOTBeTCTBYOWell 3amucu B nojie «OrpaHuyeHus WM [OSCHUTENIBHbIE 3aMETKH,
Kacalouuecs 0baacT IPUMEHEHMS HACTOAIIETO cepriduKaray.

Ceprudukar spisiercs JedCTBUTENLILIM B Cllydac Ipe/ICTABICHUS BCEX ero JIMCTOB (Kak OCHOBHBIX JIMCTOB,
TaK W JIONOJHUTEIBHBIX JIUCTOB).

AyTtenTiaHOCTh (IOAIMHHIOCTH) HACTONIIEr0 cepTHdhuKaTa MOXKHO NpoBepuTs B Gase Hannbix Komurera
MEAULIMHCKOro 1 (apMalleBTHHecKoro kouTposst Munuerepersa 3jpasooxpanenus PecriyGimku Kasaxcran.

Ecnu cepru(ukar He npejicTaBicH B yKazanHoi 0ase janublX, ciejyer o0paTuThes B yNONIOMOUYCHNbIH
OpraH, ero BblAABLIKI.
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EBpa3sniiCKmnii 3KOHOMMUYECKUIA COoI03
Ne GMP/EAEU/KZ/ 209-06-2025

X HeKapCTBeHHHe CpeJICTBA JUIS MEIHIIMHCKOTO IIPUMEHCHHA

JIeKapCTBCHHBIC MPenapartsl /i KIMHHYCCKMX HCCIIeI0BaHHH (McHbITaHHH)

Kon

Hanmenosanue

1. IPOU3BOJACTBEHHBIE OINEPALUHA - IEKAPCTBEHHAS ITPOAY KLU

1.1

CrepubHasg NPOLYKIHA

X

1.1.1 INpousBonumas acenTuueckumM nyreM (onepauuu oOpabOTKHU IS CAeAYIOUMX JIEKAPCTBEHHBIX (hOpM):

1.1.1.1. Xunxue nekapcrsedtbie Gopmel 00p0I0T0 00bEMa

1.1.1.2. XKunxue nexapcTeeHHble GopMEl Manoro obnema

1.1.1.3. Jluopunuzatsl

1.1.1.4. Trepisle JIeKapCTBEHHbIE (POPMBI M UMILIAHTATHL

1.1.1.5. Msrkue nexapcTBeHHbIe (hPOPMBbI

1.1.1.6. Ilpovas nponykups, MpON3BOAMMAas B ACENTHYECKMX YCIOBHAX

1.1.2. ITongepraemas puHMIIHOMA creprimsann (onepaini o6paboTky JUIs CIEAVIOUMX JIEKAPCTBEHHBIX Gopm):

1.1.2.1. Xupkue gexkapereennsie opmbl Gonbiuoro obbema

1.1.2.2. Munkne nexapcreeHHsic HOPMBI MATOro o0beMa

1.1.2.3. TBep/ibie JICKapCTBEHHBIE (JOPMBI M UMILIAHTATHI

1.1.2.4. Msrkue JcKapeTBCHHBIC GOpMbI

1.1.2.5. Tlpouas npoykums, noxgepraemMas GUHHUINHON CTEPIITH3AIHH

1.1.3. Brinyckaroumumii KOHTPOJIb KauecTsa (BbLTYCK CCPUM)

1.2

HecrepuibHasn npodykuus

1.2.1. HecrepuisHas MpoayKIns (TEXHOJOTHYCCKHE ONICPALMM [UTA MOTYHCHMS Cle/lYIOUIMX JeKapCcTBEHHBIX hopMm):

1.2.1.1. Kancyusl B TBepaoii o6oouke

1.2.1.2. Kancyin! B Msirkoi oboouke

1.2.1.3. XepatebHbie JeKapcTBEHHbIE GOPMEL

1.2.1.4. UMIIperdupoBaHHbIC JICKAPCTBEHHbIE (JOPMBI

1.2.1.5, XKuakne JekapcTBeHHbIe (DOPMBI JUIA HAPYHKHOTO NPUMEHEHHS

1.2.1.6. Kunkue siexaperseHuble QOPMbI Ul BHYTPEHHETO TPHMEHEHHS

1.2.1.7. MeIMIHHCKHE a3kl

1.2.1.8. ITpoume TBEp/bIC JICKAPCTBCHHbIC (hOPMBI

1.2.1.9. IlpenapaTsl, HAXOISILUCCS MO/ AaBICHHEM

1.2.1.10. PajionyKJIMHbIE FEHEPATOPLI

1.1.1.11. Msrkue JiekapcTBCHHbIE (DOPMBbI

1.2.1.12. Cseun (CyNIo3uTOpuH)

1.2.1.13. TaGnerkn

1.2.1.14. TpaHcaepMalbHbIC IUIACTLIPH

1.2.1.15. Ilpouas HeCcTEpHIbHAA TPOLYKLNA

1.2.2. Boloyckarouuili KOHTpoNb KauecTsa (cepTudHKaIus cepHi)

bronoruueckas JeKapcTBEHHA NPOJLYKLHS

1.3.1. Bronoruyeckas JiekapcTBEHHas IPOAYKLIUSA:

1.3.1.1. TlpoayKTbl KpOBH

1.3.1.2. iMMyHOJOTHYECKAsS MPOYKIHA

1.3.1.3. ITpojlyKuus Ha OCHOBE COMATHUECKUX KIIETOK (IIPOJYKIMSA UL Teparii COMaTHYECCKIMU KIETKaMM)

1.3.1.4. T'enorepalleBTHICCKAS IPOAYKLIMS

1.3.1.5. BuotexHonoruyeckas NpoayKIus

1.3.1.6. ITpoayKims, BbIjie/IeHHas W3 dXUBOTHBIX HCTOUHUKOB MIH OPraHoB (TKaHeH) yenonexa

1.3.1.7. TkaneuHxKeHepHas NpoayKuus (IPOXYKITHA TKAHEBOH HHXKeHepHH)
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EBpasuiCKUIA SKOHOMUUYECKUI COI03
Ne GMP/EAEU/KZ/209-06-2025

1.3.1.8. Ipoyast Guosiornteckas JCKapcTBEHHAA TIPOAYKIUA

1.3.2. Buinyckaroumit Kontpoas (ceprudukanus cepuu) (nepeueHs BUIOB IPOJYKIUK):

1.3.2.1. TIpoyKThl KpOBH

1.3.2.2. UMMyHOIOruecKas poayKLs

1.3.2.3. TTpoayKThi Ha OCHOBE COMATMYECKHX KIeTOK (IMPOLYKLMS JUIS TCPAIHM COMATHUECKMMU KIIETKAMM)

1.3.2.4. I'enoTreparneBTH4eckas npojayKLus

1.3.2.5. bruoTexHoa0ryuccKas IpoayKius

1.3.2.6. [pojiyKius, BeIACICHHAS B3 JKHBOTHBIX HCTOUHMKOB WJIM OPranoB (TkaHei) uenoscka

1.3.2.7. TkancumKkeHepHas TPOAYKIMS (MPOIYKINS TKAHCBOH MIDKEIEpUH)

1.3.2.8. [Ipovas Ouonoruueckas JekapcTBEHHAS IPOJYKLMS

1.4 | [poyas JeKapcTBEHHAA IIPOAYKLNA HITH TPOM3BOACTBEHHAS JACATCIbHOCTh

1.4.1. IlpoussoacTeo:

1.4.1.1. PacrurensHas MpoayKLas

1.4.1.2. T'oMconaTH4ECKOH IIPOAYKUMM

1.4.1.3. Ipoyas npoaykius

X 1.4.2. Crepunusanys (hapMaleBTHYCCKUX Cy0CTaHIMid, BCIIOMOraTeIbHbIX BELIECTB, TOTOBOM NPOIYKIMH:

kS 1.4.2.1. Gunprpanus

1.4.2.2. Cyxoxapopasd CTCPUITH3ALINA

1.4.2.3. Ctepunnzanus apom

1.4.2.4. XuMuueckas CTepUIM3alms

1.4.2.5. Crepuinsalisa raMMa-H3/lydcHueM

1.4.2.6. CTepHaMzalis IEKTPOHHLIM H3TyHEHHEM

1.4.3. Ilpouee

1.5 | Vnakosxka

1.5.1. llepsuynas ylakoBka:

1.5.1.1. Kancynsl B TBEp/10ii 000J104Ke

1.5.1.2. Kancynsl B MATKOH o0onouke

1.5.1.3. XepaTensupic TeKAPCTBEHABIC GOPMEI

1.5.1.4, IMnperHiupoBaHHbIe JCKapCTBEHHLIC (POPMEI

1.5.1.5. JKujkne JIcKkapcTBEHHbIE OPMBI JUIA HAPYIKHOIO IIPUMEHCHHUS

1.5.1.6. Xunkue nekapcTBeHHbIe (DOPMBI UL BHYTPGHHETO NPHMEHCHUA

1.5.1.7. MeauUIMHCKUE ra3bl

1.5.1.8. Ilpoune TBep/ble JeKapcTBEHHbIE (hOPMbI

1.5.1.9. Ilpenapats!, HAXOAAIIHECS 0] AABICHHEM

1.5.1.10. PajimonyKiniHble TEHEPATOPLI

1.5.1.11. Markue JiekapcTBeHHbIe (PopMEI

1.5.1.12. Cpeun (CyImIo3uTopun)

1.5.1.13. Tabnerku

1.5.1.14. TpancliepManbHbIe JIACTRIPH

1.5.1.15. Ilpouas HecTepUIbHAs JEKAPCTBEHHAS IIPOTYKIISA

X 1.5.2. BropryHas ynakoBka

1.6 | KonTpoins kauecTsa

X 1.6.1. MukpoGHOIOrHMECKHE HCTIBITANNA: CTCPHIILHOCTD

1.6.2. MukpoGHOJIOTHIECKOE MCTIBITAHHSA: MHKPOONOJIOrHYeCKasd YHCTOTA

X 1.6.3. Xumuueckue (u3muccKue) UCIbITAHMS

X 1.6.4. Buonornyeckne MCTIbITaHuA

B OTHOICHHH MOGLIX OrpaHMMeHUA MM MOACHEH, OTHOCAIIMXCS K JAHHBIM TPOM3BOJCTRCHHBIM ONEPALMAM (38 MCKIIOYEHHE
CIIYUAeB, KOTAA TOSICHEHME sIBIseTcS oGlMM KOMMEHTAPHCM K [IPOIICCCaM Ha MPON3BOACTBCHHOM 00BLKTE), M Dbl HH NPHMCHSIH
i OTPAHAYEHHSA MK NOSICHCHMA, HEOGX0/IMMO BKIIOUATE OTCHUIKY K COOTRETCTRYIONIEMY HOMEpY nyHKTa ceprudukara GMP.
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EBpa3suinCKMii SIKOHOMUUYECKUI COI03 |
Ne GMP/EAEU/KZ/209-06-2025

2. UMINIOPT JIEKAPCTBEHHOM IIPOIYKLIMU

2.1 | Kourpons ka4ecTBa MMIOPTHPYEMOi JICKAPCTBEHHOM NPOAYK AN

2.1.1. MUKpoOHOIOrMYECKHME UCIIBITAHMS: CTEPIHIIBHOCT

2.1.2. MukpoGMOJIOTHHeCKOe MCIIbITAHMs ! MUKPOOUOI0rHyecKas YHCTOTa

2.1.3. Xumuueckue (pusnyeckne) UCIBITAHUS

2.1.4. BHONOryyecKMe NCTbITAHMS

2.2 | Cepruduxaling cepuu UMIOPTHPYEMOH NIEKAPCTBCHHOM MPOJIYKIHH

2.2.1. CrepuibHas NpOAaYKIHA: I
2.2.1.1. TIpon3BoiMas B ACENTHUCCKUX YCIOBUAX
2.2.1.2. loxgpepraeMas GUHHIIHOM CTCPHIH3ALNN

2.2.2. HectepunbHas NpOJLYKIHs

2.2.3 buonoruyeckas JieKapcTBEHHAs IPOJLYKIHS:
2.2.3.1. [lponyKTnl KpOBH
2.2.3.2. IMMyHONOTHYCCKas TIPOIYKIIA
2.2.3.3. llpoayKiys Ha OCHOBE COMATHUYCCKHX KICTOK (IPOLYKLMS JUlsl TCPATMY COMATHIECKHUMHU KIIETKAMH)
2.2.3.4. 'eHoTEepaneBTHYECKHE TIPOJLYKTEI |
2.2.3.5. buorexHonornyeckas MpoayKLHs I
2.2.3.6. [IpoyK1uus, BhLACICHHAS W3 XHBOTHBIX MCTOUHMKOB MIIM OPraHoB (TKaHCH) ueioneka
2.2.3.7. TkanenuskeHepHas NPOAYKIMA (MPOAYKIUS TKAaHEBOI HHKEeHEPHH) l(\,
2.2.3.8. Ilpouas GuoNOrHUecKas JeKapcTBeHHas TIPOJIYKIHs |

2.3 | Ilpouas pesatensHOCTE [0 HMIIOPTY (BBO3Y)

2.3.1. [Tnomaaka Gpu3Mueckoro UMIopTa (BB03a)

2.3.2. IMnopT NpoMeKyTO4HOM TpOaYKIMY, No/Bepraomelics ransheiieii oopaboTke I

2.3.3. Ilpouee
3. MMPOU3BOJACTBEHHBIE ONEPALUNWN — PAPMAUEBTUYECKHE CYBCTAHLIMH

(apmalepTiyeckas cyocTanmus (cyOcTaHIum):
3.1 | IpomssoncTso GapMaleBTHYECKUX CyOCTAHIMK METO/IOM XHMUUYCCKOIO CHHTEC3a

3.1.1. [Ipon3BOJICTRO MPOMENKYTOYHBIX NIPONYKTOB (lapMalIeBTHUCCKOI cybcTaHnu

3.1.2. TIpon3Bo/ICTBO HCOUMIEHHOH (hapMalleBTHYECKOH cybcTanimu

3.1.3 Concobpaszosanue (0O4HCTKA):

3.1.4. [lpouce

3.2 | lpoussoeTro (apMaleBTHISCKUX CyOCTanMi MCTOIAMH BBLIICNICHHS U3 NPUPOALBIX HCTOYHHKOB

3.2.1. Beiaesnenne GapMaleBTHICCKHX cyOCcTaiii H3 HCTOUHUKOB PACTHTEILHOIO HPOHCXOMKICHIS

3.2.2. Bueigesienne dhapMaleBTHICCKUX CyDCTaHIMi H3 HCTOYHUKOB XUBOTHOIO NIPOUCXOMKICHHA

3.2.3. Beigenenue dapmanesTHueckux cyberaniyii M3 opranos (TkaHei) yenosexa

3.2.4. Briaenenne ¢apMaleBTHIecKuX cyScTaniuii M3 HCTOYHUKOB MUHEPAJIBHOTO TPOUCXOKICH U

3.2.5 Mojudunkauns seijieseHHo dpapmariesrndeckoii cyberanimn (ykassizaeTcs u3 mynkros 3.2.1-3.2.4)

3.2.6. OQuncTKa BLLICICHHOM GapMaleBTHYeCKOM cyberanuiy (yKasblBaeTes HCTOYHMK U3 IyHKTOB 3.2.1-3.2.4)

3.2.7. Tlpouee

3.3 | [Ipow3BoAcTBO (papMaLeBTHICCKUX CYOCTaHIMIT ¢ HCIIOJIb30BAHMEM GHOIOIHYECKUX MPOLIECCOB

3.3.1. ®epmenrams

3.3.2. TIpoM3BOACTBO € MCIONB30BAHUEM KICTOYHBIX KYIBTYP (yxasar TI

MCNONB3YEMbIX KIIETOK) (1101 yKa3aiieM THIA KICTOK NOHAMASTCA UX THIOBAS CreUn(UyHOCTD, IMHUS, IITaMM |

npouee)

3.3.3. Bouenenue (04HCTKa)

3.3.4. Monuduxauus

3.3.5. [Ipouee

3.4 | llpousBoACcTBO CTEPWILHBIX (hapMalicBTHICCKNX CyGCTanimif ( pasaenst 3.1, .3.2, 3.3 10mKHBI ObITh 3an0MHCHE]

IJi¢ IPUMEHHMO)
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EBpasuniickuii 3SKOHOMUUYECKUIA COI03
Ne GMP/EAEU/KZ/209-06-2025

3.4.1. GapMalcBTHIECKHE CYOCTAHIIIN, NPOH3BOAHMBIC B ACENTHYCCKMX YCIIOBHAX

3.4.2. dapmanesTdeckue cybeTalLMK, II0ABepraeMple (PHHUIILION CTEPUIH3AMY

3.5 | 3apepuialoniue cTajiiy NPOU3BOICTEA (GapMALIEBTUYECKHUX cyOcTaHuUMi

3.5.1. Crajuu puzuueckoit 00paboTku:

3.5.2. IlepsuyHas yrakoBka

3.5.3. Bropuunas ynakoska

3.5.4. [Ipouee (ykaszars Juist onepaiuii, He ONUCaHHbIX BbILL

3.6 | Konrtpons kadecTBa

3.6.1. ®uznueckue (XUMHYECKHE) HCIBITAHHUS

3.6.2. MuKpoOHOJNIOrHYECKHE HCTTbITAHNUS (BKITIOUAs HCOBITAHUS HA CTEPUTBHOCTE)

3.6.3. MEKpOOHOJIOr HYeCKHE MCTIBITAHHA (HCKITIOYas HCIBITAHNA Ha CTEPHILHOCTD)

3.6.4. bronorvyeckne UCIbITAHUA

4. IPOYME OIEPAIIHUH - DPAPMAUEBTUYECKHUE CYBCTAHIMHU

OI‘paHPl‘{CHIrIH HJTH HOACHMTCIIBHBIC 3dMETKH, Kacdioluecs obnactn NPUMEHEH S CC].)'I'M(})HKH’I’HZ

baiity6acs E.H.

M. o. 3amecrurens llpencenarens
Komurera MEAMLHHCKOrO U
(apmareBTHYECKOI0 KOHTPOIS
MunueTepeTsa 3paBo0oXpaHeH s

i;ﬂba;‘;r- :'_"

ML.IL.

(noanics)
Peeny6nukn Kasaxcran
(DL O, ADIEAHOCTS )

M. 0¢ hokE - o

(AnTa MOANMCAIINS, /UL MEC.ITT)
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