EBpasuiicknii IKOHOMHUYECKUIA COI03
PI'Y «Komuter MeAHLIMHCKOro 1 pJapMaleBTHIeCKOr0 KOHTPOILA
MunucrepeTsa 3apasooxpanends Pecnyonuku Kaszaxcrany

CEPTH®UKAT
COOTBETCTBMA HPOI/IB’BOI[CTBAuHEKAPCTBEHHI)IX CPEJICTB TPEBOBAHWAM [IPABHII
HAJUIEXNKAULEH TIPOU3BOJACTBEHHOW MPAKTHUKH
EBPA3UHCKOIO 9KOHOMHUYECKOI'O COM3A
Ne GMP/EAEU/KZ/75-12-2023

Cpok nevicteus ¢ 1 nexabps 2023 r. no 30 nos6ps 2026 r.

B!JI,ZIELH o Hroram IMpOBEINCHHUA Q)apmauesm‘{ecmﬁ HHCIICKIIMH B COOTBETCTBHUH C HpaBHJ]aMPI TIPOBEOCHHUA ¢

(hapmaneBTHUCCKMX MHCMEKIMIA, yTBepkaeHHbIM Pemenuem Copera Erpazuiickoll 5KOHOMHYECKOR KOMHCCHH)
ot 3 Hoabpa 2016 r. Ne 83.

KoMHTET MEAHLIMHCKOTO M (hapMALIEBTHYECKOrO KOHTDOIS
MunucTepersa sapasooxpanenus Pecnybnuku Kasaxcran

MOATBEPKAAET ClIeYIONIEE:
1poBe/iena (hapMaleBTHIecKas HHCTICKLIUA

Corden Pharma GmbH

Otto-Hahn-Strasse 1, 68723 Plankstadt, Germany
HA OCHOBAHHH:

- 3aseieHus or 16.02.2023 rosa na npoBeieHME MHCNCKLUMH HA COOTBETCTBHE TPeOOBAHMAM Ha/leKallcH
NPOM3BOACTBEHHOM NMPAKTHKK EBPasHiicKoro sKOHOMUYECKOr0 COI03a (MHOE OCHOBaHME).
Ha ocuoeanmn ceeflenuii, nmonyueHHBIX NpH npopeneHMM (apMALCBTHYECKOH HMHCICKUMM, NOCHEIHAS M3
KOTOppIX  ObUTa mnposesera ¢ 28  moa®ps no 01 pexabps 2023 roma, YCTAHOBNEHO, 9TO JAHHOE. G
(apmaLeBTHYECKOE MPOM3BOACTBO COOTBETCTBYET TpeGoBaHMsIM [IpaBun Hajexkalleidl HPOM3BOACTBEHHON 5
NpaKTHKK EBPasHiACKOro 9SKOHOMHHECKOTO COKO3d, IKBUBANEHTHBIX [TpuHLMNaM u PykosoncTy EBponeiickoro
coro3a NO  HaANeXKALECH MPOM3BOACTBCHHOH TIPAKTHKE [ICKAPCTBEHHBIX CPEACTE JUIA  MEAMLMHCKOLO M
BCTEPHHAPHOTO TIPUMEHCHUA U npuHurnam CucTemsl CoTpyIHHUECTBA (PAPMAUERTHYECKAX HHCTIEK LML (PIC/S). £,
Hacroswmii  ceprudukar  orpakaet cTaTyc npou3BOACTBEHHOHM IUIOWAAKH HA  MOMEHT TIPOBEICHHHA | ¥, &
(hapmaueBTHUYECKOIH MHCIIEKLMM W 110 HcTedennn Gosiee 3 JeT OT JaThl NpoReIEHH TOCIEIHETO AHS TIOCTENHEro, .
MHCIEKTUPOBAHMS HE MOXKET CUMTATLCA JOKYMEHTOM, CBHICTENLCTBYIONIMM O CTaryce cooTBercTBHs. Cpok

JICHCTBUS CEPTHQMKATA MOXKET ObITh COKPALIeH TTPH HCTIOIb30BAHHH COOTBETCTRYIONIMX [IPHHLATIOR YTpaBieHus | %, ©

PHCKaMu NpyH HAIWUWH COO’FBCTCTBYIO_LLLG!;'I 3anucu B 1oJie ((OFpB.HM‘lBHHFI WK TIOACHHUTEIILHBIE 3aMETKH
Kacarowmecs obaacru NPHUMEHCHHA HACTOALLETO CepTH(bHKaTa)).

?

CepTHdukar aBnseTcs NeHCTBUTENLHBIM B ClIyYAE NPEACTABIEHHS BCEX €r0 JHCTOR (KaK OCHOBHBIX JIUCTOB, TaK 4

W OOMONHUTEbHBIX JIMCTOB).

AYTEHTHYHOCTL (MOUIMHHOCTDL) 1ACTOSIErO CepTH(UKATA MOIKHO npoeepute B Oase maHHeIx Komwurera|” <f
ME/IMLMHCKOIO M (PAPMALIEBTHYECKOrO KOHTPoss MUHHCTEPCTBA 34paBOOXPAHEHNS Pecnybnuku Kazaxerihl

Ecnn ceprudmrar ne npecraeieH B ykasanioi 6ase MaHHbIX, cieayer 0OpaTUTBCS B YIIOMHOMOYEHHEIH Oprar
CrO BhIJABLIHH.

>
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EBpasuitickuii 3KOHOMUYECKHUIA Colo3

GMP/EAEU/KZ/75-12-2023

X I HGKﬂpCTBCHHbIG CpelACTBa AJi1d MCAMIIMHCKOTO NMPpHMEHEHUS

JlekapcTBeHHbIE NpenapaThl 17 KIMHHYECKUX UCClelopanmil (MenbITaHmiT)

Hanmenopaunue

1. IIPOUSBOJACTBEHHBIE OTTEPALIMH - IEKAPCTBEHHA S [TPOVKLIUS

CrepunsHas nmponykius

1.1.1 lpoussoauman acentruecknm nyTem (onepauun o6paGoTku 1ns CeayOmX JIEKAPCTREHHEIX hopM):

1.1.1. "Kunkue nexapersenusie hopmnl onbworo odsema

-1.2. JKunkue ekapeTBeHHbe (pOPMBI Manoro oGbsema
1.3, Jluogunuzare:

-1.4. Teepasie nexapcreeninic GOPMbI U UMONAHTATLI

1
1.1
1.1
1.1
|

1.1.5. Markue nexkapcTBeHHbie (OPMbI

1.1.1.6. [Tpoyas nponykus, MpON3BOANMAN B ACCHTHYECKMX YCTOBHAX

1.1.2. Tlonsepraeman dunnuinoii crepunusauni (onepauun o6paGoOTKH AMA CEAYEOLLIX TEKapCTBEHHbBIX
bopm):

1.1.2.1. Xunkue Tekape1Benubie GopMbl 60NL1IOr0 0GbemMa

1.1.2.2. Xuakue nexaperrennsie GOPMBEI MAOro 06Lema

1.1.2.3. Teepabie sexkapcreenuie GopMbI H HMIIAHTATLI

1.1.2.4. Markue nekapcTBeHHble (OPMBIL

1.1.2.5. Ipouas npoayxuus, noaeepraemas GUHHLIHON CTEPUNMBALIHH

1.1.3. Buinyckatouui KOHTposlb KadecTsa (BbINycK cepun)

Hecrepuiniag nponyxuns

1.2.1. Hecrepunbnas npoaykins (TeXHONOTHYECKHE ONIEPALMH [T N0y YEHHS CIeaYOIMX JIEKAPCTBEHHBIX HOpPM):

1.2.1.1. Kancyunsr & Teepnoii obonouxe

1.2.1.2. Kancynnl B Markoii o6onouxe

1.2.1.3. XeparenbHhble EKAPCTEEHHDIE (OPMBI

1.2.1.4. IMnperuupoBaHHbIe JeKapCTBeHHbIe (JOPMBI

1.2.1.5. Kuxue nexaperseHHbic (hOPMbL A1 HAPYKHOIO PUMEHEHUS

1.2.1.6. Muakue nexapernenubie Gopmbl JUis BHYTPEHHEIO PUMEHSHMS

1.2.1.7. MenuunHCKHE rasbl

1.2.1.8. TIpouue TBepable TeKkapcTBeHHbIE (OPMBI

1.2.1.9. Ilpenaparst, HAXOAAILMECH NOM AABACHHEM

1.2.1.10. PapuonyKIuaHele reHepaTophl

I.1.1.11. Msarkue nekapcTsennnie (popMbl

1.2.1.12. Ceeuu (cynnosuropun)

1.2.1.13. Tabnetku

1.2.1.14. TpancaepmansHeie MIACTLIPH

1.2.1.15. TIpouas HecTepuibHAs NPOAYKLMS

1.2.2. Brinyckaiomui KOHTpOIib KauecTsa (cepTHUKALEA cepun)

buonoruueckas JICKAPCTBEHHAA TIPOAYKIHA

1.3.1. Buonornyeckas ekapCTBEHHAs NIPOAYKLLIS:

1.3.1.1. Ilpoaykrel kposn

1.3.1.2. UMMyHOMOrHY€CKas TTPOJIy KIS

1.3.1.3. lpoayKums Ha 0CHOBE COMATHYECKNX KACTOK (NPOAYKLMS NS TEPAMHM COMATHYECKIMMU KISTKaMU)

1.3.1.4. 'enoTepanesTHyECKas NPOAYKLIHA

1.3.1.5. buorexHonoruyeckas npoaykuus

1.3.1.6. TTpo/y KU, BBUICACHHAN W3 KHBOTHBIX MCTOUHMKOR HITH OpraHoe (Tkadeil) uenonera

1.3.1.7. TranennxkeHepHas npoAyKUHs (POYKLHUS TKAHEROIH HHYKEHEPHH)
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EBpasuiiCKMiA SKOHOMWYECKUIA COK03

Ne GMP/EAEU/KZ/75-12-2023

1.3.1.8. Ipoyas Guonornueckas NekapeTBeHHas NpoyKius

1.3.2. Boinyckatolmii KouTpons (ceprudukauns cepun) (repeueHs BUIOB NPOAYKIFH):

1.3.2.1. IlpoaykTsl kpoeu

1.3.2.2. UmmyHonoruyeckas npoayxims

1.3.2.3. TIpOAYKTEI Ha OCHOBE COMATHYCCKUX KIETOK (MPOLYKIHS /1Sl TEPATHH COMATHIECKHX KICTOK)

1.3.2.4. l'enoTepanesTHYECKas MPOAYKIS

1.3.2.5. bunoTexHonoruueckas npoasyKIns

1.3.2.6. [lpoaykuns, Belienennas u3 KUBOTHBIX HCTOUHHKOB HITH OpranoB (TKaneil) 4enosexa

1.3.2.7. TkaneuwxeHepHas npoayKuusa (IPoAYKIHA TKAHEBOIH HHKEHEPUH)

1.3.2.8. [poyas Gronornyeckas JeKapeTBEHHAS MPOAYKIHS

1.4 | llpouas nekapcTBEHHAS NPOAYKUMS HIH POH3BO/ICTBEHHAS AEATENLHOCTE

1.4.1. Ilpoussoacteo:

1.4.1.1. PacturensHas npoaykuus

1.4.1.2. 'omMeonaTuyeckoi npoayKuuu

1.4.1.3. Ilpouas nponykuus

1.4.2. Crepunnzauns papMalieBTHIECKHX CyOCTAHLMIT, BCIOMOraTeIbHbIX BELIECTE, FOTOROH OPOAYKIMH:

1.4.2.1. Duibrpanms

1.4.2.1. CyxoskapoBas cTepunM3anus

1.4.2.3. Crepunusauus napom

1.4.2.4. Xumudeckas CTepunu3anus

1.42.5. CTepuinzalms raMmMa-H3lyyeHuen

1.4.2.6. CTepuanzaums 31eKTPOHHBIM H3NYUEHUEM

1.4.3. Tlpouee

L.y Vrrakopka

1.5.1. Ilepeuunas ynakorka:

1.5.1.1. Kancyast B TBepaoii obonouxe

1.5.1.2. Kancysnsl B Markoii o6onouxe

1.5.1.3. XKeBaTennbie AeKapCTECHEBIE (GOpMbI

1.5.1.4. Umnperuuposatubl¢ IeKapcTBEHHbIE (BOPMbI

1.5.1.5. uakue nckapeTBeHHbIE POPMBI NS HAPY/KHOTO [IpPUMEHEHMS

1.5.1.6. JKuaxue nekapcTeHHbie (JOPMbL [UIS BHYTPEHHETO (pUMEHEHUA

1.5.1.7. MeanuuHckue rasbl

1.5.1.8. Ipoune TBep/bIC NEKAPCTEEHHBIE HOPMET

1.5.1.9. Ilpenapatel, HAXOSILIMECA NOM JABIEHHEM

1.5.1.10. Pamguonykinansie renepatops

1.5.1.11. Msrkue nekapcrBeHHbie GopMBbI

1.5.1.12. Ceeun (cynnosutopuu)

1.5.1.13. Tabnerku

1.5.1.14. TpaucaepmansHbie niacTeipu

1.5.1.15. Ilpoyas HecTepuibHas NEKAPCTBEHHAS MPOLYKLLIA

1.5.2. BropuiHas (notpeQuTebekan) ynakoska

1.6 | Kourpons kauectsa
1.6.1. MuKpoGHOTOrHUECKHE HEMBITAHUS: CTEPIITLHOCTh

X | 1.6.2. MukpoBuoiornueckoe TecTHpoBaHHe: MUKPOOHOIOIHIECKas YHCTOTa

x | 1.6.3. Xumnueckue (pusnueckue) MCIbITaHMA
1.6.4. Bruonornueckue uCnbiTanns

B ornomeim moSuix orpanmucuii wi noagiei, OTHOGAIMNG K A111HM [IPOH3BOJCTRCITHBIM ONCPAITIAM (34 MCKIIOUEHHEM CIlyuae
KOTJA LOACHEHHE SMBIACTCS OBIHM KOMMEHTAPHEM K HPOTECCam Ha 1POU3BOJICTBEHHOM 00BEKTE), Te Obl HH IPUMEHSIACH V1]
OUPAHUYCHHS WJIH LOSCHEHHS, HCODXOIMMO BKIIOUATE OTCHUIKY K COOTRCTCTRYIOWEMY HOMeEPY nyHKra cepruduxara GMP.
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EBpa3niticKnii sSKoHOMUUECKUIA col3

Ne GMP/EAEU/KZ/75-12-2023

2. UMIIOPT JIEKAPCTBEHHOW ITPOJIVKIIMUA

KoHTpO/IL KauecTsa UMIMOPTHPYEMON JeKAPCTREHNOH MPOLYKIIHH

2.1.1. MukpoGHOJOrHueCKHE HCI'BITAHUS: CTEPHIIBHOCTD

2.1.2. MUKpOGHOI0rHYeCcKOe TECTUPOBAHME: MUKPODMONOrHIecKas YucToTa

2.1.3. Xumndeckue (GU3NYECKUE) UCTIBITAHKS

2.1.4. Buonory4eckue ucIbITaHus

CepruduKalya cepun HMNOPTHPYEMO# NPOAYKILUH

2.2.1. CTepuibHas NpoOAYKUMA:

2.2.1.1. IlponsBoauMast B acenTHYeCKUX yCIOBHIX

2.2.1.2. lloagepraemas JMHUILHON CTEPUAM3ALLAK

2.2.2. HectepuabHas npoayKuus

2.2.3 buonoruueckas JeKapcTEEHHAs TIPOLY KM

2.2.3.1. [1pORYKTEI KPOBH

2.2.3.2. IMMyHONOrHyecKkas npoayKnus

2.2.3.3. lIpOYKIMS HA OCHOBE COMATHUYECKUX KICTOK (NPOIYKLMs /il TEPAHHE COMaTHYECKUMH KISTKAMH)

2.2.3.4. ['enoTepaneBTHYECKUE NPOLYKTE]

2.2.3.5. buorexHonoruyeckas npoiyKuus

2.2.3.6. llponykums, BeIIENCHHEAS W3 KUBOTHBIX HCTOUHUKOR M OpraHoe (TKaHell) HenoBeka

2.2.3.7. TkanenHxeHepHas NpoayKuus (NpoayKLUa TKAHEBOI HHKEHEPHH)

2.2.3.8. [lpouas Guosornueckas nekapcTREHHAS NPOIYKLIAS
P ¥

Tpoyas 1edTenLHOCTb 110 HMIOPTY (BBO3Y)

2.3.1. Tnowanka Gu3nUECKOro UMNOPTa (BBO3A)

2.3.2. IMITOpT NpoMesyTo4HOR NpoIyKuiu, NoJBEprarolueiics nanbHeiimei o6paboTke

2.3.3. TIpouee

3. HPOU3BOACTBEHHBIE ONEPALIMH — ®APMAILIEBTUYECKHE CYBCTAHLIUM
aueBTHuecKad cyOcTanuns (cyGeranumn):

[Ipon3soncTeo dapmateBTHueCKUX CYOCTAHILMN METOA0M XHMHIECKOrO CHHTC3a

3.1.1. TIpousEoACTRO MPOMEKYTOUHBIX NPOLYKTOB (hapMaLCBTHIECKOH cybcranuum

3.1.2. TIpoK3BOACTBO HEOUHILEHHOI (apmalesTHIecKoit cyGeTanmm

3.1.3 Concodpazopanne (04MCTKA): KPHCTALIM3ALNS

3.1.4. ITpouce

TIpou3BOACTRO PapMaLEBTHYECKUX CYOCTAHLUI METOAAMHN BBIAENEHHS W3 IPHUPOHBIX HCTOTHUKOR

3.2.1. Beigenenue apmaneBTHUrCKUX cyGCTAHUMI U3 UCTOYHUKOR PACTHUTENLHOIQ NPOUCKOXKICHUS

3.2.2. Beuienenne apMaleBTHYECKHX CyOCTaHLME H3 HCTOYHMKOB KHBOTHOTO TPORCXOKICHUA

3.2.3. Beienenue (apmaneBTiuecknx cydctanumii u3 opratos (TKaHei) yenoBeka

3.2.4. Boizenenue apMaueBTHueckux cyOCTaHLH W3 HCTOYIMKOB MHHEPAILHOTO IPOHCXOXKISHHSA

3.2.5 Monngukauus BeLieneHHONH dapmaliesTuyeckoii cyGeTanmmm (yKaspiBaeTcs M3 IIYHKTOB 3.2.1-3.2.4)

a

3.2.6. OuncTKA BbIEAEHHOM (apMaleBTHIeCKOI cyOcTaHuny (ykasblBaeTca HCTOUHMK M3 MyHKTOB 3.2.1-3.2.4)

S

3.2.7. Tlpouee

Ipon3BoacTBo hapmauesTHICCKUX CYOCTAHIMI ¢ HEMONL30BAHHEM GHOTOrHUCCKIX [IPOLECCOB

3.3.1. depmenTauun

3.3.2. TIpow3BOACTBO ¢ WCMONBLIOBAHUEM KICTOUHBIX KyJIbTYp (ykasaTe THI

HCIOMb3YeMbIX KNETOK) (MO YKa3aHUEM THIIA KNETOK MOHUMAETCH UX TUIIORAS CHeUU(UIHOCTE, AN, IITAMM H
npouee)

3.3.3. Beigenenue (ouncTia)

3.3.4. Moudmranus

3.3.5. [Ipouee

TpousBOACTBO CTEPHILHBIX (apMAlEBTHYECKUX CYOCTAHLMI (pazmenet 3.1, 3.2, 3.3 DOMKHBI OBITH 3aMIOMHEHB
e MPUMEHUMO)

o~ 4
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EBpasuiickuii SKoHOMUYECKui Colo3

Ne GMP/EAEU/KZ/75-12-2023
3.4.1. PapmauesTHYecKiE CYOCTAHLIM, IPOH3BOAMMbIE B aCENTHYECKHX YCIOBHAX
3.4.2. PapmauesTHUeCKHE CYOCTAHLIMM, NOABEPraeMble (PHHULIHOMN CTEPUIN3ALAN
3aBepuiatolMe CTAIHH NPOM3BOACTBA (apMaleBTHUCCKIX CYOCTAHIII

3.5.1. Craaum ¢uzndeckoit obpadoTim (yKa3aTb, HarpuMep: CyLIKa, H3METhueHHe
npocexraHue))

3.5.2. llepruynas ynakoska

3.5.3. BropuyHas ynakoeka

3.5.4. lpouce (ykasarth A1 ONepaLinii, He ONUCAHHBIX BhIILE)
KonTposs kauectsa

3.6.1. Pusnveckue (XMMHUYECKHE) HCIILITAHN

3.6.2. Mukpobuonoruyeckie neubITaHns (BKN0YAs HCIBITAHWS HA CTEPHIBHOCT)

3.6.3. MUKpOOMONOrHYeCKHe UCTILITAUMA (MCKIFOTAs HCNBITAHUS HA CTEPUIBHOCTE)
3.6.4. buosoruueckue UCnbITaHNA

4. IPOYME OIEPALIMH - DAPMALIEBTUUECKHUE CYBGCTAHLIAA

OrpaHnieHns unM NOSCHUTENbHEIE 3aMETKH, KACAONIHEC 06aCTH pUMeHeHNs cepruduxara:

Ken:kexanona A. 7K.

3amecturens [peacenartens Komurera
MEIMUMHCKOro M (hapMaleBTHIECKOTO
koHTposis Munuereperea

3apasooxpaHenus PecnyOnuiu Kasaxcrau
(@10, goamnoers)
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