_ EBpaswuiickuii akon MUYECKUIA coto3
PT'V «Komurer METULIUHCKOTO M (hapMalleBTHUCCKOMO KOHTpPOJL

Munucrepersa 3ApaBooxpaHenus Pecnybiamkn Kazaxcrans
CEPTH®UKAT

COOTBETCTBUS [IPOH3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHHSIM T1PABMT
HAJUIEXXALUEH TIPOM3BOJICTBEHHOM [IPAKTHUKU
EBPASHICKOTO 5KOHOMHUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/127-08-2024
Cpok neiicteus ¢ 12 wroing 2024 r. 1o 11 wong 2027 r.

Beitan mo wroram nposeacuus  hapManerTHyecKoii VHCIIEKIMY B cootBercTBhu ¢ [lpaBuiamu
NpoBe/cHNsT  (hapMalleRTHYECKIX VHCIEKIME,  yTBePKICHHBIMU  Pemenuen Corera  Enpasuiickoit
IKOHOMUWYECKOH KOMHCCHUM oT 3 Hos0ps 2016 r. Ne 83.

Komurer meauumnckoro u hapManesTHyeckoro KOHTPOJIS
MHHHCTep(:TBa 3/1paBooxpanenus Pecnybunumkn Kazaxcran

NOATREPKAAET clienylomee:
npoBe/iena apmaleBTHYeCKas HHCIEKIIHSA

Vetter Pharma-F. ertigung GmbH & Co. KG
Helmut-Vetter-Strasse 10, §821 3, Schmalegg, Ravensburg, Germany

Ha OCHOBAHHH:

KOTOpbIx Obula nposenena ¢ § o 12 wona 2024 roaa, yCraHOBICHO, 4HTO JaHHOE thapmariesTyeckoe
[IPOU3BOJICTBO COOTBETCTBYET TpeGoBaHmsM llpasun najnexameii [IPOM3BOACTBCHHON npakTukyu Erpasuiickoro
IKOHOMHYECKOTO €O1038, SKBUBAJICHTHLIX Ipunnunam u Pykosonctey Esponeiickoro coiosa o HaesKaei
TIPOU3BOACTBEHHOH MpakTuke JICKAPCTBEHHBIX CPEACTB Il MEIMIMHCKOrO W BCTCPHHAPHOTO NPUMEHEHHS W
lpuHnunam CUCTeMbl COTPYIHHYCCTRA dbapmanesruyeckux uncnexknuii (PIC/S).

Hacrosumii  ceprudmgar OTPaXKACT CTATYC NIPOU3BOJCTBEHHOIN NJIOAKK  Ha JAaTy TpoBeieHus
{apmauesTHyeckoii MHCTIEKIII ¥ 110 HeTeuenny Gonee 3 et ot gath] NIPOBELICHNA TOCSAHETO HS IOCIICIHEr0
WHCIICKTHPOBAHMA He MOXKET CUMTATLCH HOKYMEHTOM, CBUIETEILCTBYIOUIUM O cratyce coorsercTBHi. Cpok
ACHCTBHS CePTH(UKATA MOMKET BbiTh COKpAlIeH IPH HCTIONb30BAHMNI COOTBETCTBYIONMIMX NPHHIMIIOB yNIPaBJICHHS
PHCKAMM TIDW HaNMYMN COOTBETCTBYIOUIEH 3armucH g none «OrpaHMyCHHs UMM NOSCHUTENLHBIC 3aMETKH,
Kacarommecst 06nacTH npuMeHen s HacTosmero ceptudukaray.

Ceprudukar sensercs HeHCTBUTE/ILHBIM B cilyyac TIPCACTABICHUSA BCEX €0 JIMCTOB (KaK OCHOBHBIX JIMCTOB,
TaK H JIONONHUTENBHBIX JIHCTOB).

AyTeHTHuHOCTE (IMOIMHHOCT) HacTosmero cepTHdUKATA MOKHO NPOBEPHUTH B Gaze JHanubix Komurera

Opram, ero BhIJIABLIHIT,
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EBpaswuiickuii 3KOHOMMUECKUIA coo3

Ne GMP/EAEU/KZ/127-08-2024
HIIMHCKOTO LIPHMEHEHWUs

Jlexapcreenuble cpencTra juis MeJ

Jlexapcreennsie npenapary: AT KITHHHYECKHX MCCNeI0BaHUi (McTibITaHuil)

Kon Haumenosauue
1. HPOI/BBO,Z[CTBEHHBIE OHEPAHHH - JIEKAPCTBEHHAS MNPOIY KL

CreprnbsHasg np OJIYKIIHS

1.1.1 Ilpoussosumasn acenThacckim nyTem (orieparum obpaboTkm mis CICAYIOMNX TEKAPCTBEHHBIX (hopm):

L1.1.1. JKunkue nexapcreenmsie (opmsl Gosbinore obvema

1.1.1.2. JKuaxue JICKAPCTBEHHLIE (POPMBI MATTOTO 0BBeMa
1.1.1.3, Hucuepenn
1.1.1.4. Jiwodumuzars:
1.1.1.5. Teepasie JACKAapCTBEHHBIE (POPMbI H UMITIAHTATLI

1.1.1.6. Msirkue siekapcTrenmnie (opmMrI
1.1.1.7. Ipoyas HPOLYKIHS, IPOH3BOAMMAN B ACCITHICCKIX YCIIOBHUSIX

1.1.2. [oxpepracmas bHHMIIHOIH CICPUIH3ALMY (onepauni 00paboTku s CACNYIOIUMX JICKAPCTBEHHBIX dopm):

1.1.2.1. Xugxue JIEKAPCTBEHHDLIE BOPMBI BONEBLIOr0 00beMa

1.1.2.2. XKunkue nexapcreerimmbic (opmer Masoro odnema

1.1.2.3. Trepasie JICKAPCTBEHHBIC (POPMEI M UMITIAHTATHI

1.1.2.4. Msrkue JIEKAPCTBEHHbIE JOPMBI
1.1.2.5. Tlpoyas HPOAYKUKS, NOABEpracMas GuHHILHOM CTEPMIM3AIHU

1.1.3. Brimyckaronimii KOHTPO.NL Ka4ecTBa (BBITYCK Cepun)

1.2 | Hecrepuibuas mpoayxius

1.2.1. Hecrepunsnas nponykims (TEXHONOrMYECKHe OnepaLmH JuIs MOILYHCHHA CIENYIOUIHX IEKAPCTBEHHBIX (hopm);
1.2.1.1. Kancyut 8 TEEPIOH obomouke

1.2.1.2. Kancyis! B Msrkoii obostouke
1.2.1.3. JKepaTennurie JICKapcTBeHHEIE (JOPMEI

1.2.14. MuMnperuuposannsie JICKAPCTBCHHBIE (HOPMBI

[.2.1.5. Kunxue NEeKAPCTREHHEIE hOPMBI AIA Hapy#RHOTO lIpUMEHEeHHS

1.2.1.6. Kunkne nekaperrenmpie popmrt nia BHYTPCHUCIO IIPUMCHEHUS
1.2.1.7. Memumsckue razel

1.2.1.8. ITpoumne TBEPARIC JIeKapeTBEHHbIC (OpMb
1.2.1.9. lpenapare, Haxoamuecs T10J1_IaBJIeHUEM

1.2.1.10. Panuonyknunsie TeHEPATOpLI
1.1.1.11, Markue JIEKapCTBEHHbIE HOPMBI

1.2.1.12. Cpeuu (cynmnosuropum)
1.2.1.13. Tabnerkn

1.2.1.14. TE&HCZ[GEM&JT!:HLIC TUIACTBIPH

1.2.1.15. Yerpoitcrsa nns MHTPAPYMHHAJILHOTO (BHYTPUPYBLIOBOIO) BREACHHS

1.2.1.16. Ipouas HECTCPUILHAS IIPOIYKIHA
1.2.2. Beinyckarommii KOHTPOJIb KayecTra (ceprudiurartis cepun)

1.3 | Buonoruuccxkas JCKAPCTBEHHAS IPOYKIMS

1.3.1. Buonoruyeckas JICKAPCTREHHAS NPOJIYKLHS:
1.3.1.1. TIpozykTsl KPOBH
1.3.1.2. HMMyHosOrHgeckas poaykims
1.3.1.3. TIpoayxkiis Ha ocHoOBe COMATHYCCKUX KIETOK (IPOMYKLMS [7Ist TCpaIii COMATHYECKUMHM KIICTKaMH)

1.3.1.4. Tenorepanestuyeckas OPOJYKLHs
1.3.1.5. Buorexsonorueckas HPOAYKIMSA

1.3.1.6. Ipoaykuus, Beiencnyas us KUBOTHBIX UCTOYHUKOR HIIH OPTraHOB (TKanel) venoseka
1.3.1.7. Tkauenmskenepnas NPOAYKIMS (MPOLYKIINS TKAHEROI HHKEHEPHH)
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Espasuiickuii IKOHOMMUYECKU colo3

Ne GMP/EAEU/KZ/127-08-2024
- 1.3.1.8. Tpouas Guonornueckas JICKAPCTBEHHAS IPOYKIIHS

1.3.2. Brinyckarommii konTpons KauecTBa (ceprudukaims cepun) (epeyeHs BHIOB mpon KLHHN):
1.3.2.1. [MponyxThl KposM
1.3.2.2. UmMmyHoOnOrMYeckas MPOAYKINS
1.3.2.3. IlponykThl Ha ocHORe COMATHYECKIK KIETOK (POJLYKLIHs 1S TEPANITH COMaTHIECKUX KICTOK)
1.3.2.4. 'enoTepanestuueckas TPOJIYKITHS
1.3.2.5. Buotexnonorudeckas POAYKITHS
1.3.2.6. [Iposykums, Boinenennas u3 KHBOTHBIX HCTOYHHKOB MITH OpraHog (TkaHei) yenopeka
1.3.2.7. Tkanennxenennas NPOLYKIHS (ITPOAYKLHS TKAHERON MIKEHEPHH)
- 1.3.2.8. lpouas Guonoruucckas JAEKAPCTBEHHAS NPOIYKILNS

1.4 | Ipouas sekapeTeennas o ONYKUMA MM OPOU3BOACTBEHHAS ACATEILHOCTE
1.4.1. Tlpoussoncrro:

1.4.1.1. Pactutenphas TIPOJIYKIHS

1.4.1.2. Tomeonarnyeckoii 1 OIYKIHMU
— - < - OMCOIATHYECKOH NPOT

1.4.1.3. ITpoyasn OPOAYKUUS

1.4.2. CTeEMHsaum{ Qagmauesmqecmx cyﬁcTaHunﬁ, BCIOMOI'aTENbHBIX BCLIECTB, TOTOBOM NPOTYKIHIE:

1.4.2.3. Crepunuzauus napom

1.4.2.4. Xumuueckas cre HJIM3aLMs

1.4.2.5. Crepunusauus raMmMa-u3nyyeHHueM
1.4.2.6. Crepuniarms JICKTPOHHBIM H3IYYEHHEM

1.4.2.1. Gunerpanms
14272, CYXODKHEOBHH CTCPHIIM3ALIIUA

X 1.4.3. lpouee Busyannuas HMHCNEKIINA CTePIITbHOR NPONY KKK
1.5 | ¥nakopxka

1.5.1, Tlepeuunas ynaxosxa:

1.5.1.1. Karicysst B TBepaoi 06010uKe
L -2. . 1. RANCYILI B TBep,

1.5.1.2. Kancynel B Msirko#t 060109K0
1.5.1.3. XKesaTensusic JICKapCTBEHHDIC (HOPMBbI

1.5.1.4. UMnpern OBaHHBIE JIEKAPCTBEHHBIE (hOPMBI

1.5.1.5. unxue JIEKAPCTBEHHbIE thopMe! s HaApYXKHOTO IPUMEHEHUs

1.5.1.6. XKunkue JIEKApCTBEHHbIE hopMEI jiis BHYTPEHHETO PHMEHeHUs
1.5.1.7. Meanuuuckue rasng

1.5.1.8. Tlpoune TBEpAIbIC ICKapCTBEHHbBIC HOpMbI
1.5.1.9. Tpenapats, naxonsmuecs 1I0J1 TABJICHHEM
1.5.1.10. Pajonyxiursre I'eHepaTopL!
1.5.1.11. Msrkue JIEKAPCTBEHHBIE (hopMbI

1.5.1.12. Cpeun (cynnosuropum)

1.5.1.13. Tabnerku

1.5.1.14. Tpaucaepmansubie TLIACTRIPH

1.5.1.15. Ilpouasn HECTCPUILHAA ICKAPCTBEHHAS TPOLYKLUs

1.5.2. Bropuynas (noTpedurennckasn) YIAKOBKA
1.6 | Kourpoins kauecrpa

1.6.1. MukpoSuonoruacckue HCHBITAHUA: CTEPUIBLHOCTD

1.6.2. Mukpobuonoruyeckoce TCCTUPOBaHME: MUKPOOHONOTHYECKAT YMCTOTA

X | 1.6.3. Xumunueckue (busmyeckue) nenstanms

1.6.4. Buonornueckue WUCTIBITAHUS

ITH OTPAHMYEHHA HIIH NOACHEHHS!. HEOGXOMMO BKIIOYATE OTCHLIKY K COOTBEICTBYIONIEMY HOMEPY MYHKT2 cepTudmkara GMP,

B orHomwenun mobuix OTPAHHHCHUHE MIM NIOACHCH, OTHOCILMXCH K JaminmM NPOU3BOACTBEHHBIM ONEpALUAM (32 HCKIIOUEHHe
CIIy4aCeRB, KOTJ2 NOACHEHHUE ABIACTCH 0BMIIIM KOMMCHTADHEM K TpOLEccaM Ha IPOU3BOACTBEHHOM 00BeKTE), rie 0L HE MpEMeHsIH

e
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EBpasuiickuii akoHomuueckuii colo3

No GMP/EAEU/KZ/127-08-2024
2. UMIIOPT JIEKAPCTBEHHOMN NPOAYKLUHM
2.1 | Kourpons xagecTsa umio TUPYEMOH JICKAPCTREHO OIYKLIHH
2.1.1. MukpoBuonornyeckie HCTIBITAHMSA: CTCPHIBIOCTS
2.1.2. Mukpobuonormieckoe tecr OBaHME: MUKPOOHONIOTHYECKAs YHCTOTA

2.1.3. Xummueckne (busnyeckne) ucnsrranus

2.1.4. BHONOIMYECKHE MCITBITANIS [ [
2.2 | Ceprudmkanus CCPUH MMUIOPTHPYEMOMN NPOIYKIMH apr
221, Crepwibnas IPOAYKIHSA:

2.2.1.1. Ipowussoumas B ACCHTHYECKIX YCIIOBHMIX

2.2.1.2. Nongepracmas HHAUTHOW CTepHIH3aIiMu
2.2.2. Hecreprnbuas OPOJYKITHSA

2.2.3 Buonoruueckas JACKapCTBCHHAA IPOOYKIIUS' [

2.2.3.1. llpoxyKTEI KpoRK

]

2.2.3.2. UMMyHOIOTHYECKAs 1T OIYKIIHA
=2, IMMYHOOrHeCcKas POy

2.2.3.3. lporyxums na ocHose COMATHYECKHX KICTOK (IIPOMYKIHs fAs TCpaNui COMATHYCCKUMHE KIIeTKaMI) i
2234, I'cnorepanestuuccrue TPOAYKTEL i
2.2.3.5. BuoTexHonoruueckas o ONYKITHA
2.2.3.6. [lpoaykuus, seigencnmas us KMBOTHLIX HCTOYHHKOB WIH OPraHog (Tkaneii) yenoseka
2237, Txaneumxenepras TPOAYKUHA (MPOAYKLUS TKAHEROI WHKEHEPHH)
2.2.3.8. llpouas Guosormyeckas JICKAPCTBEHHAS TPOAYKLUS
2.3 | Tlpouas ResTeiLHoCTh 110 HMIOPTY (BBO3Y)

i

2.3.1. Inomanka pusudeckoro uMnopra (BE03a)

2432 HM]’IDET IPOMEIKYTOUHOH NPOIYKIMH, loABeprarmeics tansaeimeii 0bpaboTke |
2.3.3. TTpouee ;

3. TPOU3BOJACTBEHHBIE ONEPAIIUA — DAPMALEBTUUECKUE CYBECTAHUMU
dapmauesTHYECKas cyberannus (cyberanimm): | ;
| 3.1 | Tlpoussoncrso dbapmanesTuieckux CyOCTaHIMI METOIOM XMMHYECKOrO CHHTE3a
3.1l HpOHSBO,HCTBO_HpOMe}KyTOlIHLIX UPOAYKTOB (hapMallcBTHYCCKON CyBCTanIN
3.1.2. TIpoH3BO/CTBO HEOUMILICHHOM GbapmanerTHyecKoli cydcTaHumu
3.1.3 Coneobpazosanne (0UMCTKA): KpHCTALTH3AIA

3.1.4. TIlpouce

-

3.2_| Tlpomssoucrao (hapmatiesTHuecKnX CyGCeTaHUMH METOMAMMN BbIACIICHUS M3 [IPUPOJIHBIX UCTOUHHKOR
3.2.1. BoineneHne (apmanesTuyecknx CyOcTanImii U3 ucTouHUKOR PACTHTEIILHOIO MPOUCXOKICHUS g

3.2.2. Beuenenne dapmanesTiyeckux CyOCTaHUMI M3 MCTOYHHKOB KHBOTHOIO NIPOUCX 0K A HH

3.2.3. Boinenenne dapmanesTHueckux CybcTanumii 13 opranos (TkaHeH) yemoBexa

1

3.2.4. Beienenne thapmauesTHYeckuX cyGeTanmuil i MCTOTHHKOB MHHEPAILHOTO [IPOHCX 0K ICHHUA

3.2.5 Moaudukauus BeCICHIOM dapmauerTHueckoi cydeTanimm (YKasbiBaeTed 13 IYHKTOB 3.2.1-3.2.4)
3.2.6. OumcTKa BBIIENCHHOIN bapmanesTiyecko CYOCTAHIMM (YKa3BIBAETCH HCTOUIMEK M3 IyHKTOR 3.2.1-3.2 4)
3.2.7. Ipoyee

3.3 | Ilpoussoncreo apmanesTHyeckux cybeTanumii ¢ uenonszoBanmnem buosoruyecknx MPOLECCOR

3.3.1. ®epmenTanms
3.32. Tlpowssoneto ¢ HCIOJIE30BAHHEM  KIIETOYHBIX KyImeTyp (yxasath Tum ||
HCTIONB3YEMBIX KIETOK) (1MOJ| YKa3aHHEM THIIA KIeTOK IOHUMAETCA MX THIOBAS CHCHHHIHOCTS, TMHUA, WITAMM
lipouee)

3.3.3. Beinenenue (ouncTra)

3.3.4. Moauduxanus

3.3.5. Ilpouee

3.4 | TlpousroucTso CTEPHIBLHEIX (hapMaleBTHYCCKUX cybdcranumii (pasmens 3.1, 3.2, 3.3 nOmKHBL BBITE 3AMOMHCHEI, T/

NPHMEHHMO)
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Ne GMP/EAEU/KZ/127-08-2024

3.4.1. PapmanerTieckue cybeTanmm, Ipou3BoAMMbIe B ACCNTHYECKHUX YCIORUAX
3.4.2. DapmanesTugecKme ¢ Ocranumm, monsepraevsie (UHUITHOT CTEePHIM3ALUU

3.5 | aBepwaronyte cranmm o OH3BO/ICTBA hapMaleBTHICCKUX cyOcTanmii

3.5.1. Cranuum duznueckoi 06paboTkn: npocensanue

3.5.2. llepBudnas ynakoska

3.5.3. Bropuunas ynakoska

3.5.4. llpoyee (yxasaTs mis onepauui, He ONUCAHNBIX BLIIITE) £

3.6 | Kourpons kauectsa

3.6.1. duzsnyeckue (XMMEYeCKHE) HenbITAR s

3.6.2. Mukpo6uosoruueckue MCObITAHUA (BKIIIOYAS HCHBITAHUS Ha CTEPHIILHOCTE)

3.6.3. Mukpobuonoraueckme MCTIbITaANMs (MCKIIKOYAS MCTIBITANHS Ha CTCPUILHOCTB)
3.6.4. Buonornueckne HCTILITAHUS

4. IPOYME OITEPALIMM - DAPMALEBTUYECKME CYBCTAHLIUH

Orpanuienus wim noscHuTe b AL 3aMCTKH, Kacarouiuecs 06.1acTH npuMeHeHus cepruukara:
Ha npoussoncreennoii mmomajce HPOUIBOANTCH BU3YANLHAS MHCIICKLHA CTEPHALHOMN OPOAYKIIMM M ee cKIanckoe

XpdHeHue

Kemkexanora A. K.
H.o. llpencenarens Komurera
MEJTMLIMHCKOTO M (hapMalieBTHYECKOro
KoHTpoist Munucrepersa

shpaBooxpanenns Pecniybnuku Kasaxcran
(D.1.0., ADAKHOCTE)

73 LOF oOXY

(1ara mopmucania, o Mec.rrr)

&nuﬂrmca]
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