EBpasniickunii aKoHOMUYEeCKuii coto3

PI'Y «KomuTeT MEAMIMHCKOTO H hapMaLCBTHIECKOTO KOHTPOJIS
Munncreperra 3aparooxpanenns Pecnybnuxu Kazaxcrany»
CEPTHD®UKAT
COOTBETCTBHSI ITPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHWM ITPABMII

HAJUIEXKAIIEH [TPOU3BOACTBEHHOM IPAKTUKH
EBPA3UICKOI0 KOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/141-10-2024
Cpox peficteus ¢ 13 centabpst 2024 r. no 12 cenrsGps 2027 r.

Bbizan no wuroram mposejenus (GapMmaiieBTHUECKOH HWHCTICKLMM B COOTBETCTRHH C Ipaennamu
NPOBE/CHHA  (apMALCBTHYECKUX WHCIEKUMH, yTepskaeHHBIMH Pewenmem Cosera Espazuiickoit

IKOHOMHYECKOH KOMHCCHH 0T 3 HosGpsa 2016 r. Ne 83,

Komurer Meauumuickoro u GapMalieBTHIECKOro KOUTPOIs
Munucrepersa 3pasooxpanetns Pecny6nukn Kazaxcran

[IOATBEPAKAACT CIEAYIONIEE:
poBejeHa (papMaleBTHYECKad HHCTIEKIHS

«Allergan Sales, LLC doing business as Bioscience Laboratories Irvine (BLI)»
2525 Dupont Drive, Irvine, California, 92612, CIIIA

Ha OCHOBAHMH:

- sagBieHua oT 21.02.2024 rona Ha npoBeaenue MHCIEKIIMY HA COOTBETCTBUE TpeDOBAHUSM HaJUIekauiei
[IpOM3BO/ICTBCHHON NPaKTHKY EBPaZHiiCKOro 5KOHOMUYECKOTO COI03a (MHOE OCHOBAHUE),

Ha ocnosanuu cBeneHui, NOIy4eHHBIX NpU TPOBE/IcHM (apMalleBTHYECKOil HHCIICKIMH, NOCTENHsI 13
KOTOpHIX Obla mposencHa ¢ 9 mo 13 centsadps 2024 roja, YCTAHOBNEHO, UTO JAHHOE dapmaleBTHYeCKOE
TNPOU3BOACTBO COOTBETCTRYET TpeboBanusm [Ipasun Hanmeskaniell Npou3BoACTECHHON NpakTHky EBpasuiickoro
OKOHOMMYECKOrO COK3a, SKBUBANEHTHBIX [lpuninaM u Pykosojctey Epponeiickoro coro3a no Haiesxameit
MPON3BOJACTBEHHON MPAKTHKE JICKAPCTBEHHLIX CPEACTB TS MEAMLMHCKOTO M BETEpPHHAPHOrO NPUMEHEHHs U
npunLmnam CUCTeMBI COTPYIHHYECTRA (apMaleBTHIeCKuX uncnekmumit (P1C/S).

Hacrosiumit  ceprudukar orpakaeT crartyc NpPOHIBOMACTBEHHOM IUIOMAAKH HA JIaTy IpOBECHMH
(papMaLeBTMYECKOH HHCTIEKIIMN M 110 MCTEYEHHH GONee 3 JIeT OT JAThl IPOBE/IEHUs OCTENHEr0 il MOCIEHEro
MHCHCKTUPOBAHNA HE MOXET CYMTAThCH NIOKYMECHTOM, CBUIETEILCTBYIOUIMM O CTarTyce COOTBETCTBUs. Cpok
JeHCTBIS cepTH(UKATa MOKET ObITh COKPAIICH IIPH HCTIONB30BAHUN COOTBETCTRYIOIIHX NPUHLMIIOB YIPaBICHHS
PUCKaMi TIpH HaNM4UM COOTBETCTBYIOWIEH 3anncu B none «OrpaHudeHuss WM TIOSCHUTENLHBIE 3aMETKH,
Kacaioniuecs 00J1acTu NpUMEHeHHA HACTOALIEro cepTH(HUKaTay,

Cepruduxar sB1SeTCSH ICHCTBUTENBHBIM B CJLy4ae IIPE/ICTABICHHS BCEX IO NUCTOB (KAK OCHOBHBIX JIHCTOB,
TaK ¥ JONOIHUTE/IbHBIX JIMCTOR),

AYTEHTUYHOCT (IOANMHHOCTS) HACTOSIIErO CepTH(UKATA MOKHO TIPOBEPHTL B Gase AaHHbIX Komurera
ME/IMIIMHCKOTO | (hapMaleBTHHECKoro KOUTpons MusucTepeTsa sapapooxpanenus Pecry6mukn Kasaxcran.

Ecnu ceprudukar ne npescrannen s yxasauuoli 6ase JaHubIx, ciegyer o0paTnTLCA B YHOMHOMOUCHHBIH
Opra, ero BIIABIIHH.
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EBpa3suicKuii SKOHOMMUUECKUIA Coto3

Ne GMP/EAEU/KZ/141-10-2024

X HCK&pCTB&HHblE CpeaCTBa AN MCIOHILIMHCKOTO IIPpUMEHCHUS

JlekapcTBeniiple Npenapars! JUis KIHHU4ECKUX MCCTeoBatni (MCIbITanuil)

Kon

Haumenopanue

1. IPOM3BOACTBEHHBIE OIEPALIMU - IEKAPCTBEHHAS IMPOTYKLIUSI

CrepunnHad IponyKLms

1.1.1 [pousBoiumas acenTHueckum nyteM (omepariu 00paboTky Juis CeayIoLuX JIeKapCTBEHHBIX (GopM):

1.1.1.1. Kupkue mexapcTsennbie Gopmbl 60LIIOr0 00bEMa

1.1.1.2. unxue nexapersetnbie GopMbl Mazoro oGbema

1.1.1.3. Jlnodunuzarsi

1.1.1.4. Teepiple NeKkapcTBEHHbIE (JOPMBI M HMILIAHTATE]

1.1.1.5. MArkue JiekapcTBeHHbIE HOPMBI

1.1.1.6. [Npoyas npoayKuust, NPOU3BOIHMAs B ACCITHYCCKIX YCIOBHAX

1.1.2. Iousepraemas hunuimHoi crepunusaiuy (onepatuy o6padoTKM JUIS CIEIYIONIHX TeKAPCTBEHHBIX thopm):

1.1.2.1. Xuakue siekapcrenHbie GopMBI GONLIIOrO 00beMa

1.1.2.2. Wujkue nexapcreeHHbie JOPMBL MATIOTO 00beMa

1.1.2.3. Teepanle nekaperseHHble GOpMBbI M HMILIAHTATHI

1.1.2.4. Markue nekapcretinbie Gopmbl

1.1.2.5. Tlpoyas npoaykuus, noasepraeMas YuuuIHOM cTepUIH3ALNH

1.1.3. Beimyckaiomuii KOHTPoIb KauecTsa (BLIIYCK CCPHH)

Hecrepunbnas npojtykims

1.2.1. Hecrepwisnas npostykius (TeXHONOrHYCCKHE OTIEPALMH JUIA IOTYYEHHS CIIEAYIONMNX JexapcTBeHHbIX gopm):

1.2.1.1. Kancynel B TBepioii obonouke

1.2.1.2. Kanicynel B MATKO# 0601049Ke

1.2.1.3. HeraTeabHele JiekapcTBEHHbIE (OPMBI

1.2.1.4. VIMIOpernupoBaHHble IEKapeTBeHHbIE (OPMbL

1.2.1.5. JKunxue nexapcTBenHsie GOPMBI I HAPYIKHOrO TPHMEHCHHS

1.2.1.6. 2KupKue 1eKapcTBEHILIC (POPMBL JU15 BHYTPCHHETO NIPUMEHEHHS

1.2.1.7. MeauiMicKue rasst

1.2.1.8. TIpouue TBepiblC JICKAPCTEEHHBIE (OpMII

1.2.1.9. Ilpenapare!, HAXOASIIMECH 101 OABICHHEM

1.2.1.10. PajiuoHyKNUAHEIC FEHEPATOPEl

L.1.1.11, MaArkue JckapcTBeHHEIE (GOPMBI

1.2.1.12. Cpeyn (CyNIo3uTopun)

1.2.1.13. Tabnerku

1.2.1.14. TpaHcepMalibHbIC IUIACTBIDH

1.2.1.15. Tlpoyas HecrepuibHas MPOAYKIIHI

1.2.2. BpilycKaiOMii KOHTPOJIb KauecTBa (CepTHHUMKALEA CEPUH)

1.3

Buonoruueckas JIEKApCTBEHHAA TTPOAYVKIIHA

1.3.1. buonoruyeckas JIeKapCTBEHHAN TPOAYKLHS:

S

1.3.1.1. I1poJtyKTEI KpOBH

1.3.1.2. UmmyHosiornyeckas npoayKis

1.3.1.3. IlpoayKuusi Ha OCHOBE COMATHYECKUX KICTOK (POLYKIMS /IS TEPAIMM COMATHYECKHMU KIETKaMI)

1.3.1.4. I'eHoTepaneBTHyecKas NPOAYKLIHS

1.3.1.5. BuotexHonoruyeckas npoaAyKIUs

1.3.1.6. llponykius, BEIIENEHHAs U3 )KMBOTHLIX HCTOYHHKOB MM OPraHoB (TKaueil) qe/oBeka

1.3.1.7. TrauenmkenepHas npoykuus (IpoIyKiMa TKAHEBOH UHKEHEPHH)
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1.3.1.8. TIpouas Guosorydeckas NEKAPCTBCHHAS NPOAYKIIUSA

1.3.2. Buinyckaromuii KouTpodib (ceprudrkaiiua cepun) (nepeiens BUIOB NPOLYKLAN):

1.3.2.1. IIponyKThl KpoBH

1.3.2.2. UIMmynonorudeckas IpoIyKius

1.3.2.3. IIpOAyKTEl HA OCHOBE COMATUYECKMX KIeTOK (MPOAYKIS Ul TepauMH COMATHIECKUMI KICTKAMHE)

1.3.2.4. I'eHoTepaneBTHIeCKAS. IPOJYKIMS

1.3.2.5. buoTexHonoruueckas npoayKLUus

1.3.2.6. [lpojyKkuus, BeIIeIeHHAA M3 SKMBOTHBIX HCTOYHWKOB MM Opratos (Tkaneil) ycnoseka

1.3.2.7. TkaneuKkeHepHas MPOLYKIHSA (IPOLYKIMS TKAHEBOH HHKCHEPAN)

1.3.2.8. Ilpouas Ouoorueckas JeKapCTReIHAs NPOLYKIHA

1.4

Ilpouas nexkapcTBeHHAS MPOLYKLMSL MIIH NPOU3BOICTBEHHAS JIEATELHOCTE

1.4.1. TTpoussoncTo:

1.4.1.1. Pacturensnas IpoyKIms

1.4.1.2. ToMeomaTH4eCKO#M IPOYKIMU

1.4.1.3. Ipoyas npoayKLus

1.4.2. Crepunuszanus apMalueRTMIeCKHX CyOCTaHIMI, BCIOMOTATC/ILHBIX BEIIECTR, FOTOBOMH NTPO/IYKITHH:

1.4.2.1. GunpTpanus

1.4.2.2. CyxoxapoBas CTepuiIu3alius

1.4.2.3. CTepunusanus napom

1.4.2 4 Xumudeckas CTepUIH3aLNs

1.4.2.5. Crepunnsanus raMMa-u3iaydeHueM

1.4.2.6. CTepunm3anus 3NeKTPOHHBIM H3TYYCHHEM

1.4.3. Tlpouee

1.5

Ynakoska

1.5.1. IlepBH4Has ynakoBka:

1.5.1.1. KartcyJisl B TBepoit obosouke

1.5.1.2, Kancynel B MArkoii obonouke

1.5.1.3. AeBarenbublc neKapcTBeHHbIE (HOPMEI

1.5.1.4. MiMmperuupoBaHHbI€ JICKAPCTBEHHbIC (POPMBI

1.5.1.5. Mupxue nekapcTReHHbIe GOPMEL A5l HAPYKHOTO NPHUMEHCHHS

1.5.1.6. Kuykue nexapcTBeHHbIC GOPMBI 11 BHYTPEHHETO IPUMEHEHHS

1.5.1.7. MeauuuHcKUe rassl

1.5.1.8. lpouume TBEpibIC NeKAPCTBEHHEIE GOPMBI

1.5.1.9. llpenapatsl, HAXoAsIUMeECH M0, AABAEHUEM

1.5.1.10. Panuonyknuauniec reHCpaTops!

1.5.1.11. Msrkue nekapcTBEHHBIE (OPMEL

1.5.1.12. Caeun (cynmosnTopuu)

1.5.1.13. TabneTku

1.5.1.14. TpancnepMajibHble MIACTEIPH

1.5.1.15. Ilpouas necrepuibHas JeKapCTBEHHAA TPOLY KU

1.5.2. BropuyHas ynakopka

KGH'I'pClIIL KauccTBa

1.6.1. MukpoGHOIOTHUECKHE HCIIBITAHMS; CTEPHIILHOCTE

1.6.2. MykpoBrOJIOrHueCcKOe HCIIBITAHM: MUKPOOHOJIOTHYECKAs YHCTOTA

1.6.3. Xumueckue (pu3nieckie) HCIBITAHMS

1.6.4. buonoru4eckue UCHbITaHus

B oruowmenun modbix orpal—mqesmﬁ WM [OSCHEH, OTHOCSLIMXCS K JAaHHBIM [POM3BOACTBCHHBIM OIICpalluAM (3a MCKiIOUCHHEM

Cﬂy‘laCB. KOTHNA rnosgcliienue apngercs OGUIMM KOMM&?HT&PHCM K HPOHCCCB.'M Ha HPOW3BO‘I];C’I‘B€HHO'M OG’BQK’]"E’)? rae 61 nu []FHMGHHIIHC
9TH OTPAHUYEHHS WM N0ACHEHMS, HeoDX0MMO BKIIIOHATE OTCLUIKY K COOTBETCTBYIOLIEMY HOMepY nyikTa cepTH(ukara GMP,

I
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2. UMIIOPT JIEKAPCTBEHHOM NPOJAYKIIMA

Kontponn kagecTsa UMIOPTUPYEMOii AeKapCcTBEHHOM NPOAYKIMHU

2.1.1. MuKpoOHMOJOrHHECKHE MCIIBITAHUS: CTEPHIILHOCT

2.1.2. MEKpoGHOIOrHIECKOS HCOBITAHIA: MHKPOBHOIOIHYCCKAS YMCTOTA

2.1.3. Xummieckue (Gusnucckue) HCMbiTa U

2.1.4. Bronoryyueckne HCIIBITAHMS

Ceprudukaums cepuy UIMIIOPTHPYEMOIA JICKAPCTBEHHON NPOAYKIHH

2.2.1. CrepuibHasl HPOIYKIMS:

2.2.1.1. TlpomsBonymMas B aCENTHYECKUX YCIOBHAX

2.2.1.2. lloasepraeMas QMHHINHON CTEpUIMBALIHT

2.2.2. HecTepuisHas IpoayKIums

2.2.3 buonornyeckas gekapcTBCHHAS NPOIYKIIHS:

2.2.3.1. IlposyKTsl KpoBu

2.2.3.2. iIMMyHoJOTHYECKas TPOJTYKLINS

2.2.3.3. TIpOAYKIMS HA OCHOBE COMATHYECKNX KIETOK (IPOAYKLMS JUIsl TEPAITHH COMATHICCKUMH KIETKAMIL)

2.2.3.4. I'enoTepaneBTHUCCKHE IPOYKTEI

2.2.3.5. buorexnonoruyeckas IpoayKIusa

2.2.3.6. llpoaykuws, Bblle/eNHas B3 KHBOTHLIX HCTOUHHKOB WIIH OPranos (TkaHel) yejioseka

2.2.3.7. TkanemnKkeHepHas NPoLyKIMs (TIPOAYKLNS TKAHEBOH HHKCHEPUH)

2.2.3 8. Tlpovas Guosoruyeckas NekapCTBEHIfas MPOAYKIMS

Ilpouas JiesTeNbHOCTE 110 UMIIOPTY (BBO3Y)

2.3.1. [Nnomajka guzHyeckoro umnopra (Bo3a)

2.3.2. IMIOPT NpoOMEKYTOUHOMH NIPOYKLHH, HOBepraiolieiics Jansueiimei 06paboTke

2.3.3. INpouee

3. NIPOU3BOJCTBEHHBIE OIEPALIMA —~ ®APMALEBTUYECKUE CYBCTAHLIUU
aUeBTHYECKas cyOcTaHIMA (cyOcTanium):

[Ipou3BoACTRO hapMaleBTHYISCKUX CYOCTAHLMI METOIOM XUMHUECKOTO CHHTE34

3.1.1. ITpOM3BO/ICTRO MPOMEKYTOUHAIX NIPOAYKTOR (hapMalleBTHYECKOM cyOcTaHINi

3.1.2. llpou3so/icTBO HeouMmeHHOH hapMalesTHIeckoH cyGcTanimm

3.1.3 Coneobpazosanue (04KUCTKA):

3.1.4. Tlpouee

IIpounsBoncTro dhapmaueBTHYECKUX CYGCTAHLNN METOAAMM BBLICIIEHUS W3 PUPOAHLIX HCTOYHHKOB

3.2.1. Beigenenue apMaleBTHUCCKHIX CyOCTAHIMI M3 MCTOYHMKOB PACTHTEIBHOIO NPOHCXOKICHHS

3.2.2. Beigenenue dapmaneBTHYECKHX CyGCTaHUMI M3 HCTOUHHMKOB KUBOTHOIO MPOHCXOMICHHS

3.2.3. Beigenenue (hapMaueBTHYCCKUX CYOCTAHIMI M3 OpraHos (TkaHei) yemopexa

3.2.4. Beitenienue dhapMaueBTHICCKUX CYOCTAHLUMI H3 HCTOYHNKOB MUHEPAIbHOTO NPOMCXOMKIEHUSA

3.2.5 Monudukanus peLIeneHHol papmauesTHucckoil cybcTanimy (YkasbiBaeTes U3 MyHKTOR 3.2.1-3.2.4)

3.2.6. Ouncrka BplENCHHON hapManeBTHIecKOil cyOcTanium (yKa3bIBaeTesl MCTOUHHMK M3 TYHKTOB 3.2.1-3.2.4)

3.2.7. llpouee

[1pousBoncTeo papmanerTHIeCkux cyOCTaHIMil ¢ HenoNb30BaHMEM GHOJIONHIECKHX TPOIIECCOR

3.3.1. DepmenTaims

3.3.2. [1pOM3BOACTRO € MCIIONB30BAHKMEM KIICTOUHBIX KYNBTYp Clostridium botulinum Type A Hall strain

3.3.3. Brinenenue (ouncrka)

3.3.4. Mojmdukaums

3.3.5. Tpouee: punalibnoe GopMHpoBaHye cOCTABA GHOIOIHYECKOH aKTHBHOMN papManesTuueckoil cyberanuy

[NpoussoacTeo cTepUNLHLIX QapManeBTHHecKuX cyGcranuuit (pasgenst 3.1, 3.2, 3.3 10mKHB GBITh 3aMONHCHL
IjI¢ IPHMEHHMO)
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3.4.1. apmauesTHICCKHE CYOCTAHIIHN, IPOU3BO/IMMEIC B ACCTITHYCCKHUX YCIOBUAX
3.4.2. DapmaueBTHYECKuEe cyDCTaHIMM, MOABEpraeMble GUHUIIHOMN CTepUIH3ALNN
3apepuaroiye ¢TalHK IPOU3BOJICTEA (DapMALCRTHISCKHX cyOCTaHIMiA
3.5.1. Craguu dusuueckoit 06paboTKu:
3.5.2. IlepuuHas ynakoBka
3.5.3. Bropuunas ynakoBka
3.5.4. Ilpouee (yxazaTk JUIs onepanyif, He ONUCaHHEIX REILIC
KonTpons kauecTsa
3.6.1. Duznyeckne (XMMHUYECKHE) HCILITAHHSA
3.6.2. MuKkpoOHOIOrHUECKE MCIIBITAHMA (BXIIOYAA MCIIBITAHNUA HA CTEPHUIIBHOCTE)
3.6.3. MukpoGHOIOrHYeCKHE MCTIBITAHNA (UCKITIOHas HCTILITAHHA HA CTEPHIIBHOCTE)
3.6.4. buosorudeckre UCIbITaANUs

4. NIPOYHE OINEPALIHH - PAPMALHEBTHYECKHWE CYBCTAHUNH

Orpanuienus WK NOSCHATE/IbHBIE 3aMETKH, Kacariiuecs 061acTi NPUMCHEHUS CePTH(UKATA:

Kemskexanora A. K.

H.o. Ipeneenarens Komurera
MEIMLMHCKOrO U (hapMalleBTHYECKOro
KOHTpO/1s MuHMcTepeTsa

3ApaBooXpaHeHUsH Peci IyﬁﬂHKﬂ Kaszaxcran
(®.1.0., rorxnocvs)

70 70 LOLY

(ATA NOANNCINAN, L. MEC.ITT) . L R, (moanmes)
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