EBpasniickuii 3KOHOMUUYECKUIA COLO3 ‘

PI'Y «KoMHuTET MEAHIMHCKOrO M (papMaleBTHIECKOr0 KOHTPOISA
Munucrepcersa 3pasooxpanenus Pecriybmukn Kazaxcran» |

CEPTUO®UKAT

DTN

COOTBETCTBHA [MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHWAM ITPABHII
HAJUTEXKAILEW IMTPOU3BOJICTBEHHOHM ITPAKTHKH
EBPA3UMCKOI'O 3KOHOMUUYECKOI'O COIO3A

Go

Ne GMP/EAEU/KZ/213-07-2025

Cpoxk aeticteus ¢ 23 mast 2025 r. no 22 mas 2028 r.

GO

Boijgan nio uroram npopeznenus (apMaleBTHUECKOW MHCIEKIMU B cooTBeTcTBuM ¢ Ilpasmiamu
nposefenus  (HapMaUCBTHUCCKUX HMHCICKUMHA, yTBepkaenHpiMu Pemenuem Copera  Epasuiickoi
JKOHOMHYECKOH kKoMuccuH oT 3 HosOpst 2016 r. Ne 83, I

G0

KoMHUTET MEIHMUMHCKOro ¥ (hapMalleBTHYECKOrO KOHTPOIs
MunucrepeTna 3apaBooxpanenns Pecriybnuku Kazaxcran i

MOATBEPIKIALCT ClICAyIouee:
nposejena GapMaleBTHUECKas UHCIICKIMSA |

Baxter S.4.
Boulevard Rene Branquart 80, Lessines, 7860, Belgium l

Ha OCHOBAHMH:

- sagpiedus or 30.01.2025 roga Ha npoBejetiMe MHCICKIMH Ha COOTBETCTBHE TPpeOOBaHMAM HajulexKaleil l g
NPOM3BOACTBEH IO TPaKTHKH EBPasuiickoro 5KOHOMUUYCCKOrO COI03a (MHOE OCHOBAHME).

Ha ocHopanuy crefleHMi, MONyHeHHBIX [1pH HPOBeIeHMU (apMaleBTMHeckol HHCIISKIMY, TTOCIEAHAS H3
KoTopblx Obula nposeieiia ¢ 19 no 23 mas 2025 roja, YCTaHOBIEHO, YTO JlaHHOE (apMaleBTHYEcKoe l
IIPOM3BOJICTBO CooTReTCTRYET Tpebosanusm [1papnn Hajnexauieil nponssojicrsenoil npakTky Espasuiickoro
SKOHOMUUECKOIO 01034, 3KBHBaneHTHIX [Ipunimnam u PykoBoxacTsy EBporneiickoro coroza no Haulexaniei
IPOU3BOJCTBEHHON NPAKTHKE JICKAPCTBEHHBIX CPEJICTB JUIS MEJMIMHCKOrO M BETEPMHAPHOIO NPUMEHEHHS U |
npuniunam CHCTeMBI COTpyAHuYecTBa (papmatesTHuccknx nacnexuuii (PIC/S).

Hacrosimuii  ceprudukar oTpaXkaeT CTaTyc IPOU3BOJICTBEHHOM ILUIOMIAJKY Ha JiaTy [pPOBEJCHMS
dapmateBTHYECKOIt HHCIIEKLMK 1 110 McTedeHn| fosiee 3 NIET OT AaThl POBEACHMA MOCICIHETO [HS IOCIEeHEro |
MHCIICKTHPOBAHMS HE MOYKET CHHTATLCS MOKYMEHTOM, CBHACTEILCTBYIOUIMM O CTAaryce COOTBETCTBHS. Cpok
AeticTBus cepTH(uUKaTa MOXKET ObITH COKPALIEH MPH MCTIONL30BAHUHM COOTBETCTBYIOWINX [IPUHIIHIIOB yIIpaBIeH s
pUCKAMM TIPH HAIMYMM COOTBETCTRYIOWEH 3amucu B noje «OrpaHdyeHMs WIM TOSCHUTENbHbIE 3aMEeTKH, |
Kacaronecs 061acTi MpUMeHeH s HACTOAIIETO CepTU(IKaTa.

Ceprudukar spasercs JelicTBUTEILHBIM B CIIy4ae IIPEJICTaR/ICHIs BCEX €ro JIMCTOB (KAK OCHOBHBIX JIMCTOB,
TaK M JIOTIOJHATEIbHbIX JIMCTOB). |

AyTeHTHHHOCTh (MOJUIMHHOCTDL) HACTOALLEro cepTHduKaTa MOKHO nposeputh B Oase Jannbix Komnrera
MCTHLMHCKOro ¥ (papMalleBTHIECKOro KoHTpolis Munncrepersa 3apasooxpanenus Pecnybnnku Kasaxcran.

Ecnn ceptidukar He TpejCTaBleH B ykasaHHoH 6ase JaHHbIX, CleayeT oOparuThest B YIOTHOMOYCHHbIH |
Opras, ero BbljJaBLIlH.
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EBpasniicKknii 3KOHOMUUYECKHUIA COIO3
No GMP/EAEU/KZ/213-07-2025

x | JlekapcTBeHHBIE CPEACTBRA JUIS MEJMLIMICKOIO NMPUMCHEHHMS
JleKapCTBEHHbIE MPENapaThl JUlsl KIMHUYCCKUX UCCIIE/I0BAHMH (MCIbITaHM#H)
Kon Haumeriosanue

1. MPOU3BOJCTBEHHBIE ONEPALMM - JEKAPCTBEHHAS ITPOAY KLIUS

1.1

CrepHIIbHAsA MPOLY KLH

1.1.1 Ipoussojumast acenTHYECKMM [1yTeM (onepaiun 06paboTKH Ul CeyIOIHX JICKAPCTBEHHEIX (opm):

1.1.1.1. 3Kugkue nexapcTeHHbie opMsl Gonbloro obremMa

1.1.1.2. JKuakue jekapcTserHbie GOpMBI Manoro obhema

1.1.1.3. JIuodunuzats

1.1.1.4. Teepaple leKapcTBEHHLIE (GOPMEI M HMILIAHTATHI

1.1.1.5. Msarkue jiekapcTaenibie (opMbl

1.1.1.6. [Ipouas npoAyKLHs, JIPOM3BOJUMAs B ACETITHIECKUX YCIOBUAX

1.1.2. Moasepraemas Gpuiruimnoi etepuinsaiuy (orepainn 00padoTKU IS CIe/YIONHX IEKaPCTBEHHBIX (Hopm):

1.1.2.1. XKunkue nexapcraerble GopMbl Gobluoro ofbema

1.1.2.2. XKunkue nexapcrsesHsie GopMbl Masioro obbema

1.1.2.3. Trepjplc nexkapcTBeHHbe GOPMBL M MMIIANTATEI

1.1.2.4. Msrkue nexapcrBeHHbIe POPMBI

1.1.2.5. TTpoyast IpoAyKLs, TI0JBepraeMas (PUHHUIIHON CTCPHIM3ALIMY

1.1.3. Beinyckaioliil KOHTPOJIb KauecTBa (BLINYCK CCpHu)

1.2

Hecrepm:;uaa TNPOJLY KL M

1.2.1. Hectepmishas mpoAyKLHst (TEXHONIOMHYECKHE ONEPALIMH LIS NOMYYEHMS CIISAYIOIMX JCKAPCTREIHBIX hopM):

1.2.1.1. Kancynsl B TBEpAOH 0305104 Ke

1.2.1.2. Kancynis B MATKoH o00n04Ke

1.2.1.3. Xesarelnblible IeKapeTBCHHbIE (POPMBI

1.2.1.4. UMnperuupoBanHble TeKapcTBEHHBIE (OpMBI

1.2.1.5. Xujxue JiekapcTeeHHble (OPMBI A HAPYKHOTO NPHMEHEHMs

1.2.1.6. Muykne jickapcTBeHHBIC (GOPMBI IS BHYTPCHIEr0 MPUMCHCHMS

1.2.1.7. MeAMIIMHCKHE ra3bl

1.2.1.8. [Tpoune TBep/ible JICKapCTBEHHBIE (JOPMBbI

1.2.1.9. llpenapatsl, HaXoALIKCCA 101 1ABJICHHCM

1.2.1.10. PaHonyKIMAHBIE TEHEPATOPI

1.1.1.11. Markue J¢kapcTBEHHLIE (POPMBL

1.2.1.12. Ceeun (Cynno3HTOpHM)

1.2.1.13. TabneTku

1.2.1.14. TpaucyepMalibHBIC ILIACTBIPU

1.2.1.15. Ilpouas HecTepHIbIAs NPOAYKLIMA

1.2.2. Beimyckarouiuii KOHTpoIib KauecTsa (cepTrdukalus cepun)

1.3

Buojoruueckas IeKapcTBEHHasA IPOLY KIS

1.3.1. Buopornueckas JeKapeTBEHHAL IPOJTY KIS

1.3.1.1. Ilpoayx1sl XposH

1.3.1.2. MmmyHONOrHYccKkas NPOAYKIHA

1.3.1.3. IIpoyKIis Ha OCHOBE COMATHYECKHX KICTOK (MPOYKIHA JUlsl TEPAIMH COMATHYECKUMHU KIIETKaMM)

1.3.1.4. 'eHoTepaneBTHUECKAS TPOLY KL

1.3.1.5. buorexHonoruyeckas npoayKIusa

1.3.1.6. IlpofyKius, BeIEJICHHAS U3 JKMBOTHBIX MCTOUHMKOB WM OPraHoB (TKaHEi) 1enoBeka

1.3.1.7. TkaHeHKeHEPHAs NPOLYKIHA (IPOAYKLMS TKAHCBON HHKEHEPHH)
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EBpasuniickuii 3SKOHOMUUYECKUIA COL03
Ne GMP/EAEU/KZ/213-07-2025

1.3.1.8. ITpoyas Guonoruyeckas JekapcTBeHHas NPOJIYKIUS

1.3.2. Bolnyckarouuii KonTposb (cepTudHKauus cepuu) (nepeuens BUAOB NPOAYKIMK):

1.3.2.1. IlponyKTsl KpOBH

1.3.2.2. UIMMyHOJIOTHYECKAs TIPOIYKLIAS

1.3.2.3. ITpoJlyKThl HA OCHOBE COMaTHUECKUX. KICTOK (IPOJYKLMS U1 TEPATINU COMATHIECKUMM KIICTKaMM)

1.3.2.4. I'enorepaneBTHYECKas [IPOLY KL

1.3.2.5. BuoTtexHoyornyeckas npoayKius

1.3.2.6. TIpoayxius, BeIIETEHHA M3 XKUBOTHBIX MCTOYHUKOB MIIM OpraHos (Txaneif) yenopexa

1.3.2.7. TkaneurkeHepHas NpoayKuus (IpojLyKius TKAHEBOH HIKEHEPHH)

1.3.2.8. Ilpouas Guonoriueckas JeKapCTBEHHAS HPOIYKIMSL

1.4 | Tpouas JekapcTBEHHASA POAYKIMS WM IPOM3BOJICTBCHHAN ICATCIIBHOCTD

1.4.1. llpom3BoacTBO:

1.4.1.1. PacTutensHas NpOAyKLIMSA

1.4.1.2. T'oMeonaTHyecKOoi 11pOLyKIHK

1.4.1.3. Tlpo4as npouyKuus

1.4.2. Crepwimszauyst papMateBTHICcKuX cybcTaHIMi, BCIIOMOTaTe/IbHbIX BEIICCTB, TOTOBOH NPOJIYKIIHH:

1.4.2.1. QuiwTpanmg

1.4.2.2. CyxoapoBas CTepUIH3ALHA

1.4.2.3. CrepuiiMzanivs mapom

1.4.2.4. XuMuucckas crepuiH3alms

1.4.2.5. Crepuinzanys raMMa-u3ay cHHCM

1.4.2.6. Crepunuzalis 2ICKTPOHHLIM H3JIYUCHUCM

1.4.3. Ilpouee

1.5 | Ynakoska

1.5.1. IlepBudHas ynaKoBka:

1.5.1.1. KancyJinl B TBEpIoH 000I0MKE

1.5.1.2. Kancysl B Msirkoi 0601104ke

1.5.1.3. XenarensHple JekapcTBCHHBIC HOPMBI

1.5.1.4. IMOperuupoBanHeIe JICKApCTBEHHBIC (POPMBbI

1.5.1.5. XKujkue nekapcTeeHHble GopMBl A/ HAPYXKHOIO MPUMEHCHMS

1.5.1.6. Xuakne nekapcTBeHHLIE (OPMBI /U BHYTPCHHCIO IPUMEHCHHS

1.5.1.7. MeanupHcKUe rasnl

1.5.1.8. Ilpouue TREpILIE JTeKapcTREIHbIE (HOPMbI

1.5.1.9. llpenaparsl, HAXOMALMECS TIOJ] TABICHHCM

1.5.1.10. PajiMoHyKIUIHBIE TEHCPATOPHI

1.5.1.11. Msrkue IeKapcTReHHbIe (hopMbl

1.5.1.12. Ceuu (CYNIIO3UTOPUH)

1.5.1.13. Tabnerku

1.5.1.14. TpancaepMalibHbIe TIACTLIPU

1.5.1.15. Ilpovas HecTepuIIbHAS JIEKAPCTBEHHAS POLYKIHS

X 1.5.2. BTopuuHas ynakoBka

1.6 | Konrtpois kauecTBa

x | 1.6.1. MukpoBGHOIIOTHYeCKHe MCIIbITAHMA: CTCPHITLIOCTD

1.6.2. MUKpOGHOIOrHYECKOE HCIIBITAHIIA: MUKPOOHOIOTHICCKAs THCTOTa

X 1.6.3. Xumuueckue (Ppuanucckue) UCIIHTAHUs

% 1.6.4. BHOJIOTMYECKUE UCTIBITAHHUS

B oTHOIEHHNA JIOOBLIX orpauwlclmié WM NOSCHCH, OTHOCHIMXCS K JAaHHBIM TPOHM3BOUACTBCIILIM OTICPALIHIM (33 UCKINOYCHHE
cjyyaes, Korja 1OsSCHCHUC ABJIACTCH o0muM KOMMCHTAPHEM K IIPOICccaM Ha IPOU3BO/ACTBCHHOM OG'bCK.TC), rae Obl Hi [IPUMCHATIGI

OTH Or'paddHeH s WK TIOACHCHHH, HEOOXOAMMO BKIIOUATEL OTCLUIKY K COOTBETCTBYIOUICMY HOMCPY IIYHKTA cep’rmbm{a'ra GMP.
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EBPa3smUiiCKMUil SKOHOMUYECKMIA COIO3 |
Ne GMP/EAEU/KZ/213-07-2025

2. UMIIOPT JIEKAPCTBEHHOM IMMPOYKLIMH |

2.1

KoHTpoJib KayecTBa MMIOPTHPYEMOH JICKAPCTBENHON POAYKIHH I

2.1.1. MuKpOOHONOTHUECKHE UCTIBITAHMS: CTEPHIIBIIOCTD

2.1.2. MuxpoGHOIOrHIECcKOe HCIIbITAUMA: MHKPOOHOJIOrHYECKas UHCTOTd |

2.1.3. Xumuueckue (pM3M4ECKHUE) HCIIBITAHMS l

2.1.4. Buojgornyeckue HenplTanus

2.2

CepridHKalug cepui HMIOPTHPYEMOH JeKapcTBEHHON NPOLYKIHH |

2.2.1. CTepunbHas NpoLyKIHsI: |

2.2.1.1. Ilpon3Bosiumas B acCITHYECKUX YCIOBHAX

2.2.1.2. llopsepraeMas (PMHUIIHON CTEPHITM3ALINK

2.2.2. HectepunbHas npoJIyKuus |

2.2.3 brojorudeckas JeKapCTBCHHAA IPOIYKIIMS:

2.2.3.1. TlpoayKrbl KpOBH

2.2.3.2. UIMMyHOJIOTHYCCKAsH TIPOLYKIIASA

2.2.3.3. [lpomyxitis Ha OCHOBE COMATHUCCKHUX KJICTOK (IPCAYKUMS U1 Tepaliy COMaTHYECKUMH KICTKAMH)

2.2.3.4. I'eHoTCpaNeBTUY ECKHC ITPOLYKTDI

2.2.3.5. buorexnonoruyeckas NpoLyKums

2.2.3.6. [lpoayxius, BbIENEHHAA U3 XKHBOTHBLIX HCTOUHUKOB MM OPIaHos (TkarcH) yenosexa

2.2.3.7. TkaneumKeHepHAas N OLYKLHS (IPOJIYKIHS TKAHEBOH HIKCHEPUHK)

2.2.3.8. lIpoyast GuonorMyecKas JeKapeTBEHHAS NPOLYKIIHSI

2.3

Ilpouas fesTeAbHOCT 10 MMIOPTY (BBO3Y)

2.3.1. Inowaka Gpu3Haeckoro UMnopra (Bpo3a)

2.3.2. UIMnopt npomeskyTouHOl IPOIYKLKUH, TIOABEpraioeiics najbLueniiei odpaboTke

2.3.3. Ilpouee S

MDapmatieprryeckas cydcrannus (cyocTanumm):

3. IPOM3BOJCTBEHHLIE ONEPAUNY — ®PAPMALHEBTUUYECKHUE CYBCTAHUNH

3.1 | IlpoussoacTso hapmaueBTHiecknx cydcTaniui METOIOM XUMHYECKOTO CHITE3d
3.1.1. TTpou3BOACTBO IPOMEKYTOUHBIX HPOAYKTOB (hapMaueBTHUCCKOM cybeTauu
3.1.2. [Ipou3BOICTBO HEOUMILEHHO (papMaleBTHYCCKOil cyDcTaniuy
3.1.3 Coneobpasosaine (0MHCTKA):
3.1.4. Ipouce
3.2 | [lpousrojctso GpapMaLEBTHYCCKUX CYOCTAHIMIA METO/IAMH BhIICICHHA W3 IPUPOIHBIX HCTOUHNKOB
3.2.1. Beigenernne papMaleBTHUCCKHX CYOCTAHIMI H3 MCTOYHMAOB PACTHTC/ILHOTO IPOHCXOKICHHUS
3.2.2. Brienenne (papMaicBTHICCKHX CyOCTauIil M3 HCTOUIHKOB HKHUBOTHOIO [IPOHCKOM/ICHNS
3.2.3. Boyenenve dapMalesTHucckix cyberaniuii u3 opranos (Tkanei) uejoseka
3.2.4. Buiyenenye GapMaICBTHUYCCKIX cyBcTaniii U3 NCTOUHUKOB MUHEPAILHOCO IIPOHCXOMICHHUA
3.2.5 Mojudukaiws BracacHHoR papmauestuycckoii cyberannuy (ykassipacTes u3 nynkros 3.2.1-3.2.4)
3.2.6. OunCTKA BHICNCHNOM BapMaleBTHICCKOM cybeTaniinn (yKasbiBaeTes MCTOUHUK 13 myHkToB 3.2.1-3.2.4)
3.2.7. Ilpoyee
3.3 | Ilpou3pojcTiO (papMaleBTHICCKHX CYGCTaHLMit ¢ UCIIOIB30BAHNEM OHOJIOIHYECKHX IPOLIECCOB
3.3.1. depmeHTaLHA
3.3.2. [lpou3BOACTBO € MCIOJIL30BAHMEM KJICTOUHBIX  KYIBTYP (yxasaTh THI
MCIONMB3YEMBIX KIETOK) (MOJI YKa3aHUEeM THIA KICTOK MOHMMACTCA MX THIOBAA CHELUM(UIHOCTD, JIMHUA, IITAMM
npoyee)
3.3.3. Beigenenue (04UHCTKa)
3.3.4. Momndukanusa
3.3.5. Ilpouee _
3.4 | TIpou3BoAcTBO cTepiiIbHbLIX (apMaieBTHIeckux cyGcranuuit (pasuenst 3.1, 3.2, 3.3 JOJDKHBI ObITh 3ATIONHCH

¢ IPHMEHUMO)
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EBpa3suincKkmnii SKOHOMUUYECKUIA COIO3
Ne GMP/EAEU/KZ/213-07-2025

3.4.1. dapmanerTHUCCKHE CyOCTaHLMK, IPOM3BOJIUMBIC B ACCITUHECKHX YCJIOBUAX

3.4.2. dapmaleBTHICCKUE CyOCTaHIMy, No/BepracMblc GUHUIIHON CTepHIM3allM

(95
wn

3aBepinaoliye CTalii IPOU3BO/ICTBA (PAPMALCBTHIECKHUX CYOCTAHIMIT

3.5.1. Crajuu dpuznyeckoii 00paboTxu:

3.5.2. llepBuuHas ynaxoBka

3.5.3. Bropuynas ynakoBka

3.5.4. Ilpoyee (ykaszars Junt ollepalyi, He ONMCANHBIX BAILIQ

KonTpois kKauecTa

3.6.1. ®usnueckue (XUMHUUECKNE) HCIILITAaHUS

3.6.2. Mukpofuronoruyeckie HCIbITaAHUs (BKIIOUAS MCTILITARUS HA CTEPUIIBHOCTD)

3.6.3. MUKpOGHOIOrHYECKHE MCTIbITAHMS (MCKIIOYas UCOILITAHUA HA CTEPHILHOCTE)

3.6.4. BHONOTMYEeCKHE HCTIbITAHMS

4, IPOYME ONEPALIUH - DAPMAIEBTUYECKHE CYBCTAHIHNH

OT‘pElHPI'-ICHHH FUIA HOSICHATEIIbHBLIC 3aMCTKH, KaCalOMCCsi o0s1acTn npruMeHCHUs CCpTHL]JHKElTaZ

Baiiryoaes E.H.

H. o. 3amecrurens Hpencenarens
Komurera MEIULMHCKOIO M
(hapMaleBTMUECKOro KOUTposs
MunncTepeTBa 31paBoOXPAHCHHNs
Pecnybnnku Kazaxcran

(noamies)

(®.11L.0., foKHOCTH)

0f. 07 JoA5

(nara nmodynrcass, A Mec.ri )
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