EBpa3niicKMii SKOHOMUYECKUI CO03

PI'Y «KoMuTeT MEMIMHCKOTrO U (papMalleBTHYCCKOro KOHTPOJIs
MunucrepeTa 3apasooxpanenns Pecny6anku Kasaxcran»

CEPTHO®HUKAT
COOTBETCTBHUS [MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB TPEGOBAHUSAM TTPABUII
HAJUIEXKALLEA TTPOM3BOJACTBEHHOW ITPAKTHKH
EBPA3UMCKOI'O 9KOHOMHWYECKOI'O COIO3A

Ne GMP/EAEU/KZ/203-06-2025

Cpok aeitersus ¢ 10 anpesst 2025 1. no 09 anpesst 2028 1.

BbilaH 10 HTOFaM MpoBeJeHHs (apMalleBTHYCCKOH HHCneKumu B cootsercrsun ¢ [lpaBriamu
npoBesenns  hapMALEBTHYCCKHX  MHCIEKLMH,  yTBepsKACHHBIMU  Petuenuem Cosera Eppasuiickoii
IKOHOMMUECKO Komuccuu oT 3 HosOpst 2016 r. Ne 83.

KoMuTeT MeJIHUMHCKOrO U (hapMalleBTHYECKOro KOHTPOJIs
MunucTepcTsa 3/pasooxpaticins Pecnybankn Kaszaxcran

HOATBEPIKAAET CIleyIolee:
nposezeHa (hapMalieBTHYECKas MHCTICKIIHS

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

Ha OCHOBAaHMHM:
- 3aspienns oT 13.06.2024 roja Ha mpoBejeHHe HHCIICKIIHH Ha COOTBETCTBAC TpeOoBatiisM HajuteKalle

11POM3BO/ICTBEHHO MpaKkTHKN EBpazHiickoro HKoHOMIUUECKOro ¢0103a (HOE OCHOBAHMHE).

Ha ocHoBanui cBeIHHIl, MOMYUEHHBIX PH NpoBeieHuH (papMaleBTHYCCKON HHCICKLUNH, NOCHIE/Hss 13
koTopbix Obuia mposeaeHa ¢ 07 anpesns no 10 anpess 2025 roja, yCTaHOBJICHO, YTO JlAHHOE (papmareBTHYECKOS
[POH3BO/ICTBO COOTBETCTBYET TpeboBamisam [Ipanu najnexaieil NIpON3BOICTBCHHOI NPAKTHKY Erpasniickoro
YKOHOMHYECKOrO COI03a, JKBHBaTeHTHBIX [Ipunimnam u Pykosojcty EBponefickoro coiosa 1o HaulekKanles
POU3BO/ICTBEHHOIl NPAKTHUKE JIEKAPCTBEHHBIX CPEICTB U1 MEJMUMHCKOrO M BETCPHHAPHOIO MPUMCHCHIA 1
npuHLHnaM CHCTEMBI COTPYAHHYECTBA (papMalleBTHICCKUX uncrexuuii (PIC/S).

Hacrosmii - cepTuduUKar oOTpakaeT CTaTyc NPON3BOACTBEHHON IUIOWATIKK  Ha JlaTy TNpOBEICHHS
(papMalleBTHIECKOil HHCIEKIMH H MO HcTeueHH 6ojiee 3 feT OT JaThl IPOBE/ACHIS NOCJICAHETO HA OCIEAHETO
MHCTIEKTHPOBAHMA HE MOXET CUHTATLCS JIOKYMEHTOM, CBHJICTENILCTBYIONIMM O CTaTycC COOTBCTCTBIA. Cpok
neficTBHA cepTH(HKATa MOKET ObITh COKPALLEH MPH HCTIO/IL30BaHHH COOTBCTCTRYIONIMX NPHHILIIOE YTIPaBICHIA
pHCKAMH [IpH HATMYHM COOTBETCTBYIONIEH 3anmcn B rose «OrpaHudeHns W NOACHUTCILHBIE 3aMETKH,
kacarowiiecs 00/1acTH MPUMEHCHNS HACTOALLEIO cepTH(UKATAY.

Ceprudukar sBaseTcs AeHCTBUTENLHBIM B CIIyHae NPEICTABICHHA BCEX CIO JINCTOB (KaK OCHOBHBIX JIHCTOB,
TaK U JIONOJTHHTEIbHBIX JIHCTOB).

AVTCHTHIHOCTD (TOTMHHOCTD) HACTOSMIETO CepTH(IKATA MOKHO HPOBCPHTE B Gase janupix Komurera
MEIHILICKOro i (papMalleBTHYeCKOro KOHTpouis MUHHCTEPCTBA 3/1paBooOXpane s Pecrybmmnkn Kasaxcran,

Econ ceprudukaT He IpeJCTABNEH B yKa3aHHOIT Dase JaHHBIX, CejyeT o0paTuThest B YIOJTHOMOUCHHBIT

oprail, €ro BblJ1aBIIii.
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EBpa3suiCcKMii SKOHOMUYECKUI COHo3

Ne GMP/EAEU/KZ/203-06-2025

ﬂEKapCTBCHHblt’.’ cpelicTBa AJis MEIHULIMHCKOTI'O TIPUMCHCHU A

JleKapcTBEHHBIE PETIAPATDI JUIsl KIMHUYECKNX HCCICN0BAHMH (MCIHIbITAlHIT)

Kon

HaumenosaHue

1. NPOM3BOJACTBEHHBIE OINEPAIINHU - JEKAPCTBEHHAS MPOAYKIIUA

CTepuiibHas NPOYKIMS

1.1.1 INpou3BojiuMas aceNTHYCCKUM TyTeM (OnepaLiu 00paboTki U ¢IS/IYIOULIHX JIEKAPCTBCHHBIX dhopm):

1.1.1. XKumkne nekapctenHble GOpMbI G0MLIIOT0 00beMa

1.2. Kuukue nexapcTBerHbie GOpMbI Majioro odbema

1.4. Trep/ble JIeKaPCTBEHHbIE POPMBI H HMILIAHTATb

1.
1.1.3. Jlnodunuszars
L
Ly

1.5. Msrkue jekapcTBeHHble (hopMbl

1.
L.
L,
1.
1
l.

1.1.6. TIpouast Opo/lyKLHA, IPONU3BO/INMAA B aCENTHICCKHUX YCTOBHA

1.1.2. IMojsepraemas (pMHHILHON CTCPUIN3ALMH (OTICpALIHH 00paboTKH JUIsl CJICAYIOLINX JICKAPCTBEHHbIX hopm):

1.1.2.1. JKuukue nekapcTeHnbie GOPMbL H0ILLIOTO 00beMa

1.1.2.2. JKunkue nexkapcTBeHHbIe GOPMBI MANOro odbema

1.1.2.3. Teepabie JekapcTBEHHbIE GOPMBL U UMITAHTATEI

1.1.2.4. Markue nekapcTaelitble iopMbl

1.1.2.5. Tlpouast pOAYKIMA, NojIBepraeMas (pUHHIUIHON CTepHIIN3allii

1.1.3. BoInycKaloLIHil KOUTPOJIL KauecTBa (BLINYCK CCPHH)

HectepuiibHasg TPOyKUHA

1.2.1. HecTepussHas NPOLyKIHs (TEXHONOTHYECKHE ONEPALIH JUTS TIONYHCHHUA CJIC/LYIOUX JICKAPCTREHHAIX hopm):

1.2.1.1. Kancysnnsl B TBepoii 00onouke

1.2.1.2. Karncynsl B MATKOI 000J104Ke

1.2.1.3. JKepateapHble JeKapCTBEHERIE hOPMbI

1.2.1.4. IMmperuupoBatHble IeKapeTBeHHbIE GopMbl

1.2.1.5. JKnnkue gekapeTeensie GOpMbl T8 HApY#HOIO PUMEHCHUA

1.2.1.6. JKuakue jJeKapcTBCHHLIE OPMBI /Ul BHYTPEHHETO NPUMCHCHIA

1.2.1.7. MeAUIIMHCKUWE a3kl

1.2.1.8. TIpoune TBEpbIE JICKAPCTBEHHbIE (DOPMbL: TPAHYJIbI

1.2.1.9. llpenapatsl, HAXOAALMECS O] 1aBIECHHCM

1.2.1.10. PanoHYKIIMIHbIE T€HEPATOPLI

1.2.1.11. Msrkue JekapcTetubie (opMbl

1.2.1.12. Ceun (CYNIO3UTOPHH)

1.2.1.13. Tabnerku

1.2.1.14. TpaHcaepMalibHbi¢ [UIACTBIPH

1.2.1.15. ITpouast HecTepHIILHAS TTPO/IYKIIHA

1.2.2. Bpinyckarouuii KOHTpouIh KauecTsa (cepTH(UKaLis cephi)

1.3

Buonornyeckas JeKapeTBeHHas [IPOIYKIIHS

1.3.1. buonornueckas JIeKapcTBEHHAS MPOAYKLHA:

3.1.1. ITpoayKThl KpOBH

1.2. IMMYHO0TIHYECKas IPOLYKLMUS
. Tpo/yKuKsl Ha OCHOBE COMATHYECKHX KICTOK (MPOIYKLIMS JULS TCPAITHIT COMATHICCKIMH KJIETKaMH)

T
(98}

s

[enoTepaneBTHYECKAs MPOTYKILHA

—_
N

buorexnosornueckas npoayKuus

—
(=)

L
L
1.
i
L
L
L

[FSREVSE T KU LTS I LTS

.1.6. ITpomykiuus, BbleNeHHAs N3 JKHBOTHRIX HCTOUHUKOB Wl OPraion (TkaHeii) Hea0BEKa
.1.7. TxanenmxeHepHas Mpo/IyKLHs (MPOIYKLHA TKAHEBOI HHKEHEpHH)

bl
~1
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EBpa3suniiCKMil IKOHOMUYECKUIA COIO3
Ne GMP/EAEU/KZ/203-06-2025

1.3.1.8. [lpouas 6uosorudeckas JiekapcTBeHHAs NPOIYKLIHA

a‘,r

1.3.2. BhllmycKarommii KOHTpOJIb KauecTBa (cepTHhUKaLs cepiit) (1iepetcHb BUIOB NPOAYKIUHH):

1.3.2.1. TIpoayKTbl KpOBH

1.3.2.2. KMMyHOTOTHYECKAs MPOJIYKIIHA

1.3.2.3. IIpoayKThl HA OCHOBE COMaTHYECKHX KIETOK (IIPOLYKIMSA JUIA TEPATIHH COMATHUCCKIX KJIETOK)

1.3.2.4. lNenoTrepaneBTHYECKas NPO/LY KLMS

1.3.2.5. bHOTEXHOJOTHYCCKAs IIPOAYKIINS

1.3.2.6. [TpostyKumst, Bbl/1e/IeHHas W3 KHBOTHLIX HCTOMHMKOB M OPraHoB (TKaHcif) uesoseka

1.3.2.7. TkaHeHHxeHepHas [POIYKLHA (MPOIYKINSA TKAHCBON HHKEHEPHH)

1.3.2.8. [Ipoyas Guojioriyeckas JeKapeTBeHHas NPOAYKLIHA

Hpoqaﬂ JeKApCTBCHHAA IMPOAYKIHA HIH NPOHU3BOJICTBCHHAA NEATCILHOCTD

1.4.1. TTIpou3BoJCTRO:

1.4.1.1. PactutenbHas poyKLH

1.4.1.2. Tomeonaruueckoil POIYKIHH

1.4.1.3. [lpoyas npoayKLHs

1.4.2. Crepuimsals papMaleBTHyeckux cyGcTaHiii, BCoMoraTe/lbHbiX BEUIECTB, IOTOBOI NPOAYKIIHH:

1.4.2.1. dunpTpanus

1.4.2.2. CyxoskapoBast CTCpH/IH3aLIHs

1.4.2.3. Crepiinsanus napom

1.4.2.4. XuMu4eckas cTepuin3alms

1.4.2.5. Crepuimsalusi raMMa-H3J1y4eHHeM

1.4.2.6. CTepuiM3aliis 2JEKTPOHHBIM H3J1YUEHHEM

1.4.3. Ilpouee

1.5

VnakoBka

1.5.1. ITepBiuHas ynakoBka:

1.5.1.1. Kancynel B TBepoii 06ojiouke

1.5.1.2. Kancyiisl B MArKoii o0osiouke

1.5.1.3. XKepaTesbHble IeKapcTBEHHbIE QOPMBI

1.5.1.4. UIMuperHupoBaHHble JeKaPCTREHHBIE (OPMbI

1.5.1.5. JKunxue exapcTBeHHbIC QOPMBI JUIA HAPY/KHOIO NpUMEHEHHS

1.5.1.6. JKuakue JiekapcTBeHHbIC (DOPMBI JUIA BHYTPCHHCIO MPUMEHCHUA

1.5.1.7. MeAMUMHCKHE ra3bl

1.5.1.8. [Ipoune TBep/ibIe JeKapcTBElHbIE POPMBI: IPaHyIILI

1.5.1.9. Ilpenaparsl, HaX0AALUIMECH IO/ IABJICHHEM

1.5.1.10. PajHOHYKJIHJIHBIE TE€HEPATOPLI

1.5.1.11. Msarkue JekapcTBeHHBIE (JOPMBI

1.5.1.12, CBeuu (Cynio3uTopHn)

1.5.1.13. Tabnetku

1.5.1.14. TpanciepMalibHbIC IUIACTRIPH

1.5.1.15. Tlpoyas HecTepHIbHaAsL JJEKAPCTBEHHAA POIYKIIHSA

1.5.2. BropuyuHnas (notpedureibCckas) YIakoBKa

1.6

KonrpoJib KauecTa

X

1.6.1. MukpoOHOJIOrHYeCKHE HCTIBITAHUS: CTEPINILIOCTE

1.6.2. MukpoGHOJIOrHUECKOE TCCTHPOBAHNE: MUKPOOHOIOrHECKas YHCTOTa

X

1.6.3. Xumuueckue ((huznueckie) HCObITals

X

1.6.4. buosornueckue UCIbITalus

B ornoumeHnu mMo0bIX orpammeﬁui‘] HAM [OSCHEH, OTHOCAUIMXCS K JIAHHBIM TMPOH3BOJACTBCHHBIM OTMCPALHAM (38 HCKIIOUCHHE
CIIYHACB, KOLLd NOACHCHHC ABIICTCH o0ummUM KOMMECHTaApHeM K npoleccaM Ha MPOH3BO/ICTBCHHOM OGL&KTE). rae Obl HH TPUMCHATH

JITH OTPAHHYCHHS WM MOACHCHHA, HEOOX0AMMO BKJIFOUAThL OTCHIIKY K COOTBETCTBYIOLICMY HOMCPY MYHKTA CCPTH([)HK&T& GMP.

) 3
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EBpa3sniiCKMA 3KOHOMMUUYECKUIN COLO3
Noe GMP/EAEU/KZ/203-06-2025

2. UMIIOPT JIEKAPCTBEHHO! NPOJYKIIUU

(&)

KoHTpoJib KauecTBa MMIOPTHPYEMOIi JIeKapCTBCHHOI NPOAYKIUTH

2.1.1. MukpoOuolorngeckue MCHbITAHUA: CTCPHIILHOCTE

2.1.2. MukpoOHOJIOrHYECKOE TECTUPOBAHKE! MHKpOOHOIOrHYeCKas YHCTOTA

2.1.3. Xumnueckue (PpU3MICeCKUE) UCTbITAHUA

2.1.4. Buonoruueckne NCTbITaHus &

22

CepTH(HKALIS CEPHI HMITOPTHPYEMOIT IeKAPCTBEHHOMN NPO/IYKLLHH I
2.2.1. CrepwibHas NpOYKILNA: |

2.2.1.1. [lpou3roauMasi B aCENTHYECKHX YCIOBUAX l

2.2.1.2. [Toysepraemas pUHUILIION CTEPHUIIU3ALIH

2.2.2. HecTepuiibHas IPOLYKILHs |$

2.2.3 Buonorn4eckas JeKapcTBCHHAsA MPOJLYKLIHA:

2.2.3.1. [lpoayKTbl KpOBH

2.2.3.2. UImmyHosIOTHYeCKas [IPOAYKIMA 9

2.2.3.3. [IpoayKims Ha OCHOBE COMATHYECKHX KICTOK (NPOYKIMA /Ul TCPAITHI COMATHHCCKUMIT KJeTKamu) | | 4

2.2.3.4. ['eHoTEpaneBTHYECKHE NPOLYKTRI

2.2.3.5. buorexuojorudeckas npoayKIuus
P

3
2.2.3.6. [1polyKuus, BbLICJICHHAS H3 KHBOTHLIX HCTOUHIKOB HJIH OPTaiion (TKamcii) yenoseKa

2.2.3.7. TkaHeumkenepHas NPOAYKIMs (POLYKIIHS TKAHEBOH HHKEHEpPIH)

2.2.3.8. [Ipouas Guosloriyeckas JIC€KapcTBEHHAs NPOLYKIMA |

2.3

[povas 1esTe)lbHOCTh 0 MMIOPTY (BBO3Y) #

2.3.1. Mnowanka GHU3HUEcKoro UMNopTa (BB03a)

2.3.2. IMIopT npoMekyTOuHOIT IPOJIyKIHH, T0jIBepratoieiics JajibHeiiei o0paborke

2.3.3. Ilpouee

dapmanesTieckas cydcTanims (cyOcTaHmmm):

3. TPOU3BOJCTBEHHBIE OIEPALIMU - ®PAPMAUEBTHYECKHE CYBCTAHIUHHN I

3.1 | INpon3soncTso dapMareBTHYECKUX CyOCTaHIMIT MCTO/IOM XHMHYECKOro CHHTE3A
3.1.1. TIpou3BOACTBO MPOMEIKYTOUHBIX NMPOAYKTOB (apMalleBTHICCKOT cyOcTanimn
3.1.2. TIpou3BOCTBO HEOUHIICHHOH (apMaleBTHYCCKOT cybcTanumy |
3.1.3 ConecoGpazopanue (OUHCTKA):
3.1.4. Tlpouee
3.2 | Ipou3soacTso (hapMaLCBTIUCCKHX CYOCTalLHi MCTONAMH BBIIC/ICHIA 13 IPUPO/LLIX HCTOUIIHKOB
3.2.1. Boitenenne apManeBTHIeckux cyO0cTanunii 13 MCTOYHNKOB PACTHTEIILHOTO HPOHCXOKICHIA
3.2.2. Beizesnenue (papMaleBTHUCCKHX cydcTaniil n3 HCTOYHHKOB JKHBOTHOIO MPOHCXOAICIIHA
3.2.3. BuiaclcHne papMaleBTHIeCKIX cybeTanimii u3 opranos (TkaHeii) ueioBeka
3.2.4. Bpuienenue gapMaleBTHUeCKUX cyOCTaHIMiT U3 HCTOYHHKOB MUHCPAJILHOTO HPOUCXOK/ICH A
3.2.5 Moan@ukauus BblIeacHHOIl papmaniesTHyeckol cydcTaniu (YKaskIBacTes U3 yHKTOR 3.2.1-3.2.4)
3.2.6. QuucTka BblIeNeHHol (apManeBTHUCCKOl cyOcTaiui (YKa3piBACTCs HCTOUHIK 13 NYHKTOBR 3.2.1-3.2.4)
3.2.7. llpouee
3.3 | IlpoussoacTso (apMaleRTHUECKUX CyOCTaHIiii ¢ HCIIOB30BANHEM OHOJIOrHYCCKHX TTPOLICCCOB
3.3.1. depmenTalms
3.3.2. [Ipou3BoacTBO € MCHOJIL30OBAHHEM KICTOHHBIN - KyJbTYP (ykasatb TI
MCTIOMB3YEMbIX KJIETOK) (1101 YKA3aHHEM THITA KICTOK IMOHHMACTCA HX THIOBIA CLEIMHYHOCTh, THINSA, WTAMM
npouee)
3.3.3. Beiaenenne (04HCTKA)
3.3.4. Moudukaius
3.3.5. Ilpouee
3.4 | Ilpon3BOACTBO CTEPH/ILHBIX (ApMALCBTHHCCKIX cyOcranwmit (pazaeist 3.1, 3.2, 3.3 107Kk GLITE 3UI0JIHEHEL, T

MPHMCHHMO)
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EBpa3sMMCKMIA SIKOHOMUYECKUIA COIO3
Ne GMP/EAEU/KZ/203-06-2025

3.4.1. dapManeBTHYCCKHE CYOCTAHLNM, IPOM3BOMMBIE B ACCNTHYCCKHX yC/IOBUAX
3.4.2. dapmaueBTHYECKHE CyOCTaHIIMH, M0BEpracMble (pMHHIIHOI CTEpUIN3AIHH

3aBepIIAIoNIIE CTAHH POH3BOJICTBA PApMaleBTHICCKIX CyOCTaHLiT

(U5]
N

3.5.1. Craanu ¢uziueckoii o0padoTkH:
3.5.2, [lepBHuHag ynakoBka

3.5.3. BropuyHas ynakoBka

3.5.4. Tlpouee (yKa3aTh JUIsl ONCpalHii, He OMHCAHHBIX BRIIIG

3.6 | Kourpoib KayecTsa

3.6.1. ®u3nucckye (XUMHUUECKHE) HCObITAHNUS

3.6.2. MukpoOHOJI0rHuecKie HCILITANA (BKITIOYAs HCTILITAaHHA Ha CTCPUJIBIIOCTL)

3.6.3. MukpoOHeIOrHYECKHE MCIIbITAHHA (HCKIII0Yas HCTILITaHHs Ha CTEPHJILIIOCTh)

3.6.4. buonoru4eckue HCOLITAHHA

4. IPOYUE ONEPALIMM - PAPMALUEBTUYECKUE CYBCTAHIINN

OFpElHI-NGHl{SI WJIN MOSCHHUTENbHbIE 3aMETKH, KacarolHecs obmactu TNPHMCHEHHA ccancbm{aTa:

Baiiry6aes E.H.

H. o. 3amecturens [peacenarens

KomMurera MeIHLIMHCKOIO U -~
(apMaleBTHYECKOI0 KOHTPOJIs
MuHucTepeTBa 31PaBOOXPAHCHHS

Pecrybnnkn KaszaxcraHn LAY A - &
(®.I1L.0., nomKnoCTH) MLIL. 1l . ferbamice)

11.06 4045 B

(AaTa NOANMCAHUS, L1, MEC.ITT)
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