EBpasuiickuii skoHOMMYecKuii colos

PI'Y «Komurer menmumnckoro u (hapmauesTHECKOrO KOHTPOIS
Munucrepersa sapasooxpanenus Pecnybiikn Kaszaxcrany»

CEPTH®UKAT
COOTBETCTBUA HPOH3BO}IC’TBA’ JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHUWSAM IIPABIJI
HAJUIEXAIUEX [TPOU3BOJICTBEHHOM NPAKTHKH

EBPA3UHUCKOIO IKOHOMHMYECKOI'O COH)3A

No GMP/EAEU/KZ/88-03-2024
Cpox nelictens ¢ 16 despans 2024 r. o 15 berpans 2027 r.
Bblian no wuroram npoeenenus (papmatieBTHHECKOH MHCTIEKLIHM B COOTBETCTRUM ¢ Iparunamu
(POBEREHUs  (DAPMAEBTHUCCKHUX UHCIIEKLNH, yTBep:K/IcHUbIMH Pemenuem Copera EBpazuiickoii

IKOHOMHUECKOH KoMMcehu oT 3 HosGpa 2016 r. Ne 83,

KomureT Menuumnckoro u (hapMaLeBTHYECKOrO KOHTPOIS
MunucrepeTpa 3apasooxpatens Pecnybnmku Kazaxeran

NOATBEPAKIACT CII CAyrouce:
LipoBeeHa KbapMaL{EBTPII!ECKaH HHCIICKLIHA

HBM Pharma s.r.o.
Sklabinska 30, Martin, 036 80, Slovakia

Ha OCHOBAHUU:

- sasaBiiedus ot 16.11.2023 roaa na [IPOBECHNC MHCIICKIUH HA COOTBETCTBME TPEGOBAHMSM Haznexkateki
MPOU3BOACTBEHHON MpakTHKHM EBPasHiickoro skoHOMIMECKoro cotosa (MHOE ocHoBaHuE).

Ha ocosanuu ceegenuii, nonyuennpix lpi NpoEeneHuil hapmMaleBTUUeCKOH UHCHEKIMH, MOCASAHAS 13
KOTOPBIX Obina TipokeneHa ¢ 12 no 16 espang 2024 rosxa, ycTanosieHo. 4TO - JaHHOe (papMaleBTHIeCKOe
HPOM3BOLCTBO cooTEETCTRYET Tpebosaumam [pasun nagnexauieii [IPOM3BONACTBEHHOM NpakTUKK Epasuiickoro
IROHOMIYUECKOTO €003, IKBUBANEHTHBIX TTpUHIMIAM 1 Pykoeoactey Esponelickoro cowsa o Hajexale
TIPOM3BO/ICTBEHHOA MPAKTHKE JTEKAPCTBEHHLIX CPEACTE A1 MEAMLMHCKOIO U BETEPHHAPHOrO MPUMEHEHUS
npuHuMnaM CHCTEMEI COTPYAHUYSCTES hapmauesTHICCKIX HHCTEKINMI (PIC/S).

Hacrosumii - cepruduxar OTPBKACT  CTATYC NPOM3BOACTBEHHON [MIOMANKH HA Jaty TpoBeseHNus
hapmavieBTHYECKOH MHCTIEKUHI 1t 110 HeTeweHHH Goiiee 3 neT OT AaThl IPOBENEHNS NOCTENHETO JHsL [TOCTE\HEro
HHCHICKTHPOBAHUS HC MOXET CUMTATLCH JICKYMEHTOM, CBUACTENLCTBYIOUMM O cTatyce cootsercreus. Cpok
AeficTBus ceprudukaTa MoskeT GbITh COKPALLEH NIPR MCTO/IL30BAHMM COOTBETCTBYIOUIMX IPUHLMIIOR yhpasnenus
PHCKaMU TIPH HAMMYKMKM COOTBETCTRYIOINEH 3amicH B nojie «OrpaHuveHua WM TIOSCHUTENbHbIE 3aMeTKH,
Kacaiouinecs 001aCcTH NPUMEHEHNS HACTOALETO cepTuuKaTay.

Ceprupukar sensercs neiicTBUTE TbHbIM B Cllytae MPEACTaBNCHMS BCEX €r0 MHCTOR (KAK OCHOBHBIX JIHCTOR,
TaK 1i JONONHHTENbHLIX JHCTOR).

AYTEHTHUYHOCTB (MOANMHHOCTL) HACTOsLErO CEPTH(MKATA MOXKHO NPOBEPHTH B Gaze JaHHbIX KoMuTeTa
MEAHIUHCKOrO 1 {papMaleBTHUYeCKOro KOHTpOsiA MittncTepeTBa 3apaBooxpateHus Pecnybnukn Kasaxcran,

Ecin ceprugurar ve npencrapnen s YKazanuoii Gase nanusix, cnemyer 00paTHTLCA B YIIOTHOMOYGHHbLI
OpraH, ero BolIaBLIk.

Copanimaadnas
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EBpasuiickuii skoHomMMUYecKuii cotos

Ne GMP/EAEU/KZ/88-03-2024

X ’j]eKapCTBeHHBlE CpeacTBa anst MeIHLIMHCKOTD IIPUMEHECHUSI

Kop

JlexapeTeenusie npenapars nas knunugecknx MCCAEA0BAHMIH (MCMLITAHMIA)

Haumenoranue

1. NTPOU3BOACTBEHHBIE OINMEPALMMU - TIEKAPCTBEHHAS NPOIYKUUA

1.1 | Crepunbhas nponykuus

I.1.1 lMpousBoaumas acentuueckum nyrem {(onepaunn o6paboTku s CNEAYIONNX TEKAPCTBEHHLIX (JopM):

1L.1.1.1. XKuskue nexapersenHbie (opmbl Gonboro oGhema

1.1.1.2. Xnnkue nexapcreenmnie dopmbl Manoro oobema

1.1.1.3. Tucniepcun

1.1.1.4. Jluodunnzarer

L.1.1.5. Treparie siekapcTeenubie (opMbl 1 uMONALTATH

|.1.1.6. Markue nexapcrsentste Gopmbi

1.1.1.7. Ilpouas npoaykums, npouseomimvas s ACEMTHYECKHX YCIOBUAX

X

1.1.2. loneepraemas (punmuiHoi CTepHAN3aLH (onepaliny 00paboTKE MUTS CIIENYIOMMX JIEKAPCTBEHHBIX (hopM):

1.1.2.1. #uakue nexapeTsentbie (opmst Borbioro obrema

1.1.2.2. JKunkue nekapcrsentpie (hopmbl Manoro odnema

1.1.2.3. Tepasle nekapcTsenHbie (hopMBI H HMILIAHTATDI

1.1.2.4. Msrkue nekapcreeHHbie dopmel

1.1.2.5. TTpouas npoayxums, noagepraeMas PUHULIHONA CTEPHITH3IAINN

1.1.3. Brinyckarowuuii KOHTPOJIb Ka4€CTBA (BBITYCK CEpHI)

1.2 | Hecrepunbhas nponykims

1.2.1. HecTepunbHan npoaykums (TexHoIorHIeckHe OMEPALIMH 1A 1101y YSHHUS CAENYIOIMX IEKAPCTECHHBIX thopm):

1.2.1.1. Kancynel B teepoit o6osnouke

1.2.1.2. Kancynel B Markoii o6onouxe

1.2.1.3. JKepaTebHbie ekapcTBeHHbIe dopmbi

1.2.1.4. MmnperaupopanHbie JICKapeTBEHHBIE (HOPMBI

1.2.1.5. JKuakue nekapcTeeHHble (GopMbI 107 HAPYKHOTO NpUMeEHEHUs

1.2.1.6. XKukue nekapersenHbie dopmsl 115 BHYTperHero NPUMEHEHHS

1.2.1.7. MenuuuHCKHe rass

1.2.1.8. TIpoune teeppie JEKAPCTECHHBLIC (JOPMbI

1.2.1.9. Tlpenapatel, HaxoAALMECH MO ZABNCRIEM

1.2.1.10. Pajionyknummele reHepaTophbl

L.1.1.11. Markue nekapcTseHHble OpMbi

1.2.1.12. Creun (cynnoszuropim)

1.2.1.13. Tabnetku

1.2.1.14. Tpaucaepmanshsie [IACTBIPH

1.2.1.15. Yerpoiictea ans MHTPapyMHHANLHOTO (BHYTPHPYOIOBOTrO) BREAEHHS

1.2.1.16. Ipovas nectepuibHas TIPOAYKIIHA

|.2.2. Brinyckarommii KOHTpONb KayecTsa (cepThdukalms cepun)

BMOROI'I!“[ECK&H JCRKAPCTBEHHAas npoayKuud

1.3.1. Buosioruteckas nekapcTeennas MPONYKLHA:

1.3.1.1. MpoaykTsl kposu

1.3.1.2. MmMmyHomoruseckas npoaykims

1.3.1.3. [lpoaykims Ha OCHOBE COMATHUCCKIK KICTOR (IPONYKIMSA 115 TEPANUE COMATHYECKHMHU KIETKamu)

1.3.1.4. Tenotepanertuueckas NPOAYKLMS

1.3.1.5. Buorexnonoruyeckas MPOAYKLHA

1.3.1.6. T1ponyKims, BbIIENIEHHAS M3 KIBOTHLIX HCTOURNKOB MM OpraHog (TkaHei) yenoreka

1.3.1.7. TxaneutkeHeptas nponykuus ( IIPOJYKUNS TKAHEBOH MIDKEHEpUn)

Crpamidba2uzs.
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1.3.1.8. Tlpouas Guonoriueckas JEKAPCTBCHHAS NPOAYKIHS

1.3.2. Brinyckatonnii KOHTPONIb KAYECTBA (CepTUdUKALINA Cepunt) (nepeueHs BHI0B TTPOOYKIIHN )
1.5.2.1. TpomykThl kposu
1.3.2.2. ImmyHonorugeckas NPOAYKIHS
1.3.2.5. IIpOlyKThI Ha OCHOBE COMATHYECKMX KICTOK (NPOAYKIMA /151 TEPAITMH COMATHICCKUX KJIETOK)

1.3.2 4. TenorepanesTireckas OPOJIY KL
1.3.2.5. BuoTtexnonoruueckas OPOAYKIIH

1.3.2.6. [lpoaykuius, BblgeeHHas 13 KUBOTHBIX HCTOYHHUKOB M/lM OPratoB (TKaHell) yenoreka
1327, TkaHenH:KeHepHas npoayKLus (npoaykims TkaHeBoit HMHIKEHEpHH)

1.3.2.8. Ipouas Guonoruyeckas JEKAPCTBEHHAA NPOAYKIMA

1.4 | Ipouasn siekapereennas MPOAYKUMA WU (1POH3BOACTREHHAS JAESTENLHOCTS

1.4.1. Tlpouseoncteo:

[.4.1.1. Pacturenbhas npoaykums

1.4.1.2. Tomeonatnueckoii OPOAYKUHU

1.4.1.3. Ilpovas npoayxkuus

1.4.2. Crepunusauns dhapmauestHuecknx CYOCTAHLIM, BEMOMOraTenbHbIX BELIECTB, TOTOBOH IPOAYKLIMU:
1.42.1. Duarrpauus

1.4.2.2. Cyxoxaposas crepunmsanns
1.4.2.3. Crepunusauns napom

1.4.2.4. Xumunueckas crepunmsaims

1.4.2.5. Crepunuzats raMma-u3iy ieHHeM
1.4.2.6. Crepunusaums MEKTPOHHBIM H3JYYEHHEM
1.4.3. Tlpouce

1.5 | Voakoeka

1.5.1. Tlepsuuras ynakopka:
1.5.1.1. Kaucysel B TRepaoit 06onoure

1.5.1.2. Kancynbl B Msrkoii obonouxe

1.5.1.3. J{erarentueie JleKapeTBeHHbIC hopMb

1.5.1.4. UmMnperuupoBanHsie JICKAPCTEEHHBIE JOPHbE

[.5.1.5. Kunxue nexapcTeenubie (opmbL 015t Hapy#ioro NpHUMEHEeHHs

1.5.1.6. Wunkne nekapereennpie Gopmbl mas BHYTpeHHero NPHMEHEHHS
1.5.1.7. Meanunnckue rasel
1.5.1.8. lpoune TBepabie nekapcTeeHHbIC dopmul

1.5.1.9. llpenaparel, Haxoasumecs moa naeieHnem

1.5.1.10. Pannonykiuasble FEHEPATOPb!

L.5.1.11. Msrkue nekapcrBenHbic (hopmel
1.5.1.12. Cgeun (cynnosuropun)

X 1.5.1.13. TaBnetkn

1.5.1.14. Tpaucnepmarbhbie IIACTHIPH

1.5.1.15. Ipouag necrepunsuas NEKAPCTREHHAA NPOAYKLUS
X | 1.52. Bropuunas {(noTpeburensckasn) ynakonia

1.6 | Konrpons kavectsa

X 1.6.1. MukpoGuonoruueckne uenpItanms: CTEPUABHOCTE

X 1.6.2. Mukpobuonoruueckoe TECTHPOBAHINE: MUKPODHOIOTHYCCKAS YMCTOTA
| X | 1.6.3. Xumuyeckne ((pu3uyeckue) uenpiranus

X 1.6.4. Buonornueckue ucnpitanus

B ornoniennn imoGrix orpanmvenni wim UOACHEH. OTHOCHIINNGH K JIAHHLIM [POH3ROJICTEOHIBIN ONEpANHAM (38 MCKILOHYCHNEN
CIYHACE. KOI/1a HOSCUCHHS SBiIMeres obuwum KOMMCHTAPHEM K ILPOLCCCAM HA IPOH3BOICTBCHIIOM ofBeKTe), rae BBl HH UPHMEISLIHC
J1H OPPAlHYCIIAA WM NOSCHCINS. [ICOOXOHMO BKIIOYATE OTEBLLIKY K COOTBCTCTBYIOUICMY TIOMEpY TTYHKTA ceprudurxara GMP,
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2. UMINIOPT JEKAPCTBEHHOM NPOAYKUUM

2.1 | Koutpons kauectra MMIIOPTHPYEMO# JICKAPCTREHHON NPOAYKLMH
2.1.1. MEKpOOHOIOrHYECKHE HCIIBITAHUS: CTEPUIBLHOCTh |
2.1.2. MukpoGronoraieckoe TECTHPOBAHME: MHKPOOHONOTHYECKAS YHCTOTA
2.1.3. Xumuueckne (husuueckue) nerprranus
2.1.4. Buonoruyeckne HenbITanus
2.2 | CepruuKaLlis Cepun HMIOPTHPYEMOI] MPOAYKLIHH
2.2.1. CTepH/IbHAN NPOIYKLIMSA:
2.2.1.1. TlpousBonumMas B acenTHIECKHX YCIOBHAX
2.2.1.2. lopgepraemas GpuANWHON cTepuUIM3aLMUN
2.2.2. HecrepunsHas npoaykums
| 2.2.3 Buonoruyeckas jekapcTBeHHAs NpOayKLUA:
2.2.3.1. TIpogyKTsl KpOBU
2.2.3.2. IMMyHOJIOTHYECKas TIPOLYKLHA
2.2.3.3. [lpoayKuys Ha OCHOBE COMATHYCCKHX KICTOK (IPOLYKILS 1711 TePANNH COMATHUECKHMU KIeTKaMM)
2.2.3.4. leHoTrepaneBTHYECKHE NPOIYKTHI
2.2.3.5. BUOTEXHOMOrHYECKas NPOAYKLHI 1]
2.2.3.6. IlponyKuus, BELICACHHAS U3 SKHBOTHLIX BCTOUHIKOR HIN oprasos (Tkaueit) yejioseka
2.2.3.7. TraHeuHKeHepHAs MPOAYKILIs (MTPOAYKUMA TKAHEBOI MHKEHEPHH)
2.2.3.8. Ilpouas GHONOrMuecKas eKapeTReRHAL NPOIYKUHS
2.3 | Ilpoyas HeATENLHOCTD O UMIIOPTY (BBO3Y)

2.3.1. lnomasika Gpusnyeckoro umnopta (Beosa)

2.3.2. UMOopT npomexyTouHoii NIPOAYKUMH, TOABEPTraOIIEHCA NanbHeliwel oOpadoTie

2.3.3. Tpoyee

3. MPOU3BOJACTBEHHBIE ONEPALIMY — PAPMAUEBTUYECKHUE CYBCTAHUUMK

MapmanesTiieckas cyGeranmus (cyOcranumn):

3

N

Ipon3eoncTeo papmaLesTHUECKHX CYBCTAHLINT METONOM XMMHIECKOLO CHITEIa

3.1.1. IIpoM3BOACTBO MPOMEKYTOUHBIX NPOAYKTOR hapMalCBTHeCKO CyGCTaHIHE

3.1.2. [IpoMIBOACTRO HEQUMLIEHIIOL (apmaneeTHICCKOH CYSeTaHLMK

-1.3 Conecodpazoeanue (ouncrka): KpHCTAlAn3aIna

VSR RS

1.4, Tlpouee

(5}

o

[poussosacTro hapmatesTHUECKUX cyBCTAHLMI METOAAMN BBIACTCHHS 13 [PHPOAHBIX HCTOUHUKOR

3.2.1. Belaeneuue hapMaleBTHYeCKHX cyOCTaHUMit 03 HCTOYHHKOB PACTHTENBHOTO MPOKCXOKICHUA

3.2.2. Beiienenye dapmatierTHUCCKNX CyGCTAHIM 13 HCTOURIKOB AKUBOTHOIO NP OHCXOKIECHUS

3.2.3. Bouaenenue hapmanestiuecknx cyGeranimii s OpraHoe (TkaHeil) yenoseka

3.2.4. Beinenenue hapmaneBTHIECKIX cyOcranumii U3 HCTOYHMKOB MHHEPANBHOTO MPOUCXOKAEHUS

3.2.5 Moaudukaims BbUiesIcHHOMN (hapMaLeBTHYeCKOT cySeTaniun (ykaspiBaeTes u3 nyHkTos 3.2.1-3.2.4)

3.2.6. OuucTKa BblIENEHHOI (apMALEETHYECKO cyOcTaHUMK (YKa3hiBACTCH HCTOUHKK U3 MyHKTOR 3.2, | -3.2.4)

3.2.7. llpouee

L

[Tponseonctso thapmaiesTuueckux cyGeTanii ¢ HeHoNL30BaHITeM 010JIOTHYECKHX MPOLECCOB

3.3.1. GepmenTauus

3.3.2. TIpoM3BOACTBO € WCTIONB3OBAHMEM  KICTOGHBIX KynbTYp (yxazats THI

HCTIONML3YCMBIX KACTOK) (MO YKA3aHHEM THNA KAETOK NOHUMACTCI HX THIIORAA CneuHQUIHOCTE, IMHUA, WITaMM
npouee)

3.3.3. Beinenenue (ouncria)

3.3.4. Mopnguxauns

3.3.5. Tpouee

(05

[Ipon3BoacTBO CTeprnbHBIX hapMaleBTHIECKIX cyOcTanimii (pazaensr 3.1, 3.2, 3.3 10mKHB 65ITH 3AMOAHEHSBI, T
MPUMEHHMO)

3
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3.4.1. dapmaleBTHUCCK He CyOCTaHUMI, TPOH3BOAUMBIC B ACENTHYECKIX VCIOBHSX

3.4.2. QapMaueBTHYECKUe CyOCTAHIMIL noasepraemble GUHHLIHON cTepHAN3aLMK

3aBepluarollke CTajnK IPOH3BONCTRA (apmanerTHUecKnX cyGeTanIMi

3.5.1. Craanu usnueckoii o6padoTKH: NMpOoceHBaHe

3.5.2. llepBuunas ynakoeka

3.5.3. Bropuunas ynakoeka

3.5.4. lpouee (YKa3aTh U1 ONEPALIHIA, HE OMICAHHbIX BBILLIE)

KouTtponk kauectra

3.6.1. Guzmueckne (XMMUYECKHE) MCTIBITAHHS

3.6.2. MuKpOGHONOrHYECKHE HCTIBITANNS (BKIIOUAS UCTIBITAHUSA HA CTEPUILHOCTD)

3.6.3. MUKpOGHONOr MueCKHe HCMBITAHNA (HCKIT0TAn MCOLITAHUS HA CTEPHILHOCTS)

3.6.4. buonornueckie UCILITANMS

+. IPOYUUE ONEPALUM - ®APMAUEBTUUECKUE CYBCTAHIUWM

Orpaniuesns nin noacHUTEIbHbIE 3AMETKH, Kacalomnecs 001acTh NpuMeHeH s cepTHUKaTa:

Kenmxexanosa A. 7K,
3amecrurens [penceaarens Komurera
MEAHUMHCKOrO U (bapMalleBTHYCCKOro
KonTpois Munucerepersa
SLPaBOOXpaHeHns PecniyGminku Kazaxeran

(D.I1.0O., JI0-ERHOC )
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