EBpa3uniiCKUi1 SKOHOMUYECKUIA COHO3

PI'Y «KoMHTEeT MEAMIIMHCKOTO H (apMallCBTHYCCKOrO KOHTPOJIA
MunucrepcTsa 3/pagooxpaienus Pecnydnuku Kasaxcran»

CEPTHO®HUKAT

COOTBETCTBHSA IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPEGOBAHUAM TTPABHJI
HAJUIEXAILEH ITPOU3BOJICTBEHHOW IMTPAKTHKH
EBPA3HHCKOIO SKOHOMUYECKOI'O COIO3A

A DAl D ANEAY

Ne GMP/EAEU/KZ/202-06-2025

Cpox neiictsus ¢ 04 anpens 2025 r. no 03 anpens 2028 r.

bk

Boyjlan 1o HTOraM IpoBelcHHs (hapMallcBTHUCCKOH HHCNeKIMK B cooTsercTsun ¢ llpagumamu
nposesictust  hapMALCETHICCKHX  HMHCHCKIMI,  yTBepsKieHibMi - Peteniem Copera  Lipazmiickoii
IKOHOMHUECKOiT KOMHCCHM 0T 3 HoAOps 2016 r. No 83.

KoMHuTeT MeIHIIMHCKOrO H (papMalcBTHYCCKOrO KOUTPOJIs
MunucrepeTsa 3apasooxpancHud PecniyOimku Kazaxcrau

NOATBCPAAACT CJIC/IVIOLICC!
Hpose/icHa ¢1apmauc3m(icc1<aﬂ HHCIHCKILHS

LEO PHARMA MANUFACTURING ITALY SRL.
Vid E. SCHERING, 21, 20054 SEGRATE(MI) Fimanus

Ha OCHOBAHHU:

- sassienns ot 15.08.2024 roja Ha BPOBEACHUC HICIICKIHH HA COOTBETCTBUE TPEOOBAHIAM HajuleKallCil
[IPOM3BOJACTREHION IIPAKTHKH EBPa3niickoro 5KOHOMITIECKOr0 COk03a (HHOE 0CHOBAHME).

Ha ocroBaniy cBeACHHI, MOJYUCHHLIX MTPH MpoBeIicHii hapMaleBTHICCKOH HHCHCKIMH, 10C/Ie/IHAS 13
KoTopbixX Gbia nposesicna ¢ 31 Mapra no 04 anpenst 2025 rojia, yCTaHORICHO, YTO JaHHOE (apMalieBTHYCCKOE
NPOM3BOACTBO COOTBETCTBYET TpeboBatnam IIpasii Ha/uesKaleii npou3BoICTBCHHOMN NPAKTHKH LiBpasuiickoro
SKOHOMUYECKOrO COI03a, HKBHBaNcHTHBIX [Tpiimmnam u Pykosojcrsy Epporieiickoro coiosa no najuiexaiiei
NPON3BOJCTBEHHOIT IPAKTHKE JIEKAPCTBEHHBIX CPE/ICTB Ul MEIHIMHCKOIO 1 BCTCPHHAPHOTO NpHMCHCHHA 1
npuiipniamM CHeTeMbl coTpy iHndectsa apmariesrudecknx uncnexuuii (PIC/S).

HacTosumit cepTHUKAT OTpaKacT CTATYC MPOM3BOJCTBCHHON NIOME@IKN Ha JaTy [MpOBC/ICHUS
(apmareBTHHECKOIi HHCIIEKIHM i 110 HCTEYEHIH DOJiee 3 JICT OT JaThl [IPOBE/ICHIS TIOCTIC/IHETO JIHs 110CICHETO
MHCIEKTHPOBAHHA HE MOXKET CYMTAThCA HOKYMCHTOM, CBHACTEILCTBYIOU(HM O CTaryce COOTBCTCTBHA. Cpox
JeiicTBus cepTUdHKaTa MOKeT ObiTh COKPALICH MPH HCNO/IL30BAHII COOTBCTCTRYIOLIAX NPHHIUIIOR yIIPABJICHI
pHUCKaMH NPH HAJIMYHK cooTBercTBYlowleH 3amucu B nose «OrpaHuyenus WIH IOACHHTCALHLIC 3aMCTKH,
Kacatolecs 061acTH TPHMCHCHIS HACTOAIIEro cepTHpuKaTay.

Ceprudmkar sBiseres J1elicTBHTEILHBIM B CIIydac MPEICTAB/ICHNS BCEX €ro JIMCTOB (KAK OCHOBILIX THCTOB.
TaK W JIONOJIHUTENBLHBIX JTHCTOR).

AYTEHTHHOCTh (ITO/UIMHHOCTE) HACTOSUIErO cepTH(HUKATA MOKIHO [IPOBCPUTD B Oaze jansbx Komurera
MEIHLLITHCKOI'O 1 (papMalieBTHUCCKOIG KONTPO/Is MUHHCTCPCTBA 3PAROOXPAHCIIA Pecnybrmikn Kasaxcran.

Econn cepriudukar He UpE/ACTaBIcil B yKasaiiloi dase JAHHBIX, ciejyet o0parHThes B YIOIIHOMOUCHIIDI
opram, ero BbIABILHIL
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EBpa3nMiCKMiA SIKOHOMUUYECKUIA COIO3
Ne GMP/EAEU/KZ/ 202-06-2025

X ﬂCKapCTBEHHbIC cpe/cTra Ui MC/IHIIMHCKOIr O IIPUMCHEHHA

JlekapcTBEHHbIE IperapaThl I KIHHHYCCKHX ucesIe0BaHUH (MCIIbITaHHI)

Kon

HaumenopaHue

1. IPOU3BOICTBEHHDBIE OTNEPALIUU - TEKAPCTBEHHAS 1TPOLYKIINSI

18

CrepuiibHas NPOJLYKLMA

1.1.1 TTpon3BO/IHMAs acenTHYCCKHM ITyTeM (orepailiit 00paboTKH JUIA CJIEAYIOLIIX JICKAPCTBCIHLIX dopm):

1.1.1.1. JKuaxue aekapcTreribie (opmbl Gopmoro odbema

1.2. Kuakue siekaperseribie GopMbl Maioro odnema

1.3. Jlnogpunuzarn

1.5. Markue jiekapcTBEHHBIE (POopMbI

L.,

L.l

1.1.1.4. Teepuble JIEKAPCTBEHHbIEC (POPMBI W HMILIALTATHI
11

ik

1.1.6. Tlpouasi IPOJIYKIIA, NPOU3BOUMAA B ACCHTHYCCKHX YCIOBHAX

1.1.2. INonsepracMas (pUHHIINOI CTEpHIN3ALIN (Onepaluti 00pabOTKM Juis CHIE/YIOIIHX JICKAPCTBCHHBIX thopm):

1.1.2.1. Kuakue nekapctsenble GopMbl HoibILIONo 00beMa

1.1.2.2. J)Kuxue nekapcTeeHHbIe (POPMBI MAIOro odheMa

1.1.2.3. Teepiibie JCKapCTREHHbIC (POPMBI H HMIIIANTATLI

[.1.2.4. Msrkue jickapcTBeHHbIE GOpPMBI

1.1.2.5. Ilpouas npoxyKIis, o/1Bepraemas (puinuiHoil cTepuin3auim

1.1.3. BeITycKa il KOHTPOIIL Ka4ecTsa (BLITYCK Cepii)

HecrepnibHas POIYKLS

1.2.1. HectepuiibHas IIPOJTYKILMA (TEXHO/IOTHYECKHE OLICPALlH JULE TIONYUCHHS C/IC/AYIONIIX JICKAPCTBCHILIX dopm):

1.2.1.1. KancyJisl B TBep/10ii 0boiiotke

1.2.1.2. Kancyinl B Msirkoit o0ojiouke

1.2.1.3. AeBarciibHbIe JICKAPCTBCHHBIC POPMBI

1.2.1.4. UMIperiypoBantible JICKAPCTREHHBIC (OPME

1.2.1.5. JKujikue JiekapcTBenibic (PopMbl JUis HAPYKHOIO NPHUMEHCIIHA

1.2.1.6. Aukue jickapeTseHibIc GOpMBI LTS BIYTPCHHCTO HPHMEHCHHS

1.2.1.7. MEIHUITHHCKHC 1'a3bl

1.2.1.8. TTpoune TBep/ible JIeKapcTBeHiible POPMBI

1.2.1.9. [Ipenaparsl, HAXOAAIIHECHA [10]T JIABICHHCM

1.2.1.10. PagyoHyKIH/IHbIE TEHEPATOPDLL

1.2.1.11. Msarkue jiekapcTBeHHble (opMBbl

1.2.1.12. Ceeun (cyiuo34TOpPHH)

1.2.1.13. TabneTku

1.2.1.14. TpaicuepMalibible IIacThipy

1.2.1.15. Tlpouasi HeCTEPHILHAS [POLYKIHA

1.2.2. BoinycKaionmii KoHTpoJib KauecTna (cepTuukaitiis cepiti)

buosornyeckas NeKapCcTBEHHAA IPOJYKILHA

1.3.1. Buonoruyeckas ACKApCTBCHHASA NPOJIYKIUIA:

1.3.1.1. Tlpoaykrel KpoBH [

1.3.1.2. MMMyHOJOrHYeCKas IPOAYKILIA

1.3.1.3. TIpoyKItHs Ha OCHOBE COMATHYCCKHUX KJICTOK (IPOYKIIA JUIS TCPAITIH COMATHUCCRIMIL KJIETKAMI)

1.3.1.4. Nenorepanesrnyeckas NpoyLyKuns

1.3.1.5. BHOTEXHOJIOIMMCCKaAs TIPOJY KL

1.3.1.6. IlpoayKiuis, BblIeNeiHas 13 KHUBOTHLIX HCTOUHIKOR MK Opraton (Tkaneil) yejoncka

1.3.1.7. TkancuipkeHepHAs NPOLYKINSA (IPOIYKUHA TKAHCBOI! HHkeHepyn)
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EBpa3snincKMii 3KOHOMUYECKUIA COIO3
Ne GMP/EAEU/KZ,/202-06-2025

1.3.1.8. Tlpouas Guostoruycckas JickapCTBCHIIas HPOLYKILA

3.2. Beinyckamomii KoHTpollb (cepTudukalius cepui) (nepeuciih BUIOB TPOJLY KILHH):

1.3.2.1. TlpoayK1bl KpoBH

1.3.2.2. UIMMynoJornyeckas HpoayKis

1.3.2.3. TIpoyKThl Ha OCHOBE COMATHUECKHX KICTOK (MPOAYKLHS LIS TepAMTHi COMATHICCKHMI KIIETKAMHM)

NQ Y
¢

1.3.2.4. 'eHoTcpalleBTHYCCKA 11PO/LYKLLHA

1.3.2.5. bHoTexnoJI0rHiecKas MpoIyKIms

1.3.2.6. TIpo 1yKitis, Bbieelias i3 KUBOTHRIX HCTOUHNKOB WM OPraHOB (TKaHei) YeloBeKd

1.3.2.7. TxkanemkenepHas HPOAYKIIA (MPOAYKIMS TKAHCBOIT HIUKeHepHH)

1.3.2.8. ITpouas OHoslorHYecKas JIEKApCTBEHIias POy KM

1.4

Hp()‘-lﬂﬂ JICKAQPCTBEHHAA NPOJIYKIIMA HITH IPOH3BOJICTBCHHAS JICATCIILHOCTh

1.4.1. I1pou3BOJICTBO:

1.4.1.1. Pacturesnyast poAyKIHg

1.4.1.2. 'omMconaruueckoil poiyKIm

1.4.1.3. Ilpouas npoayxius =

.\nﬁz N eXa%

142 CT(.leJlHSBHHH {l]apMﬂl[EfBTH‘{CCM’[\ cyomalmuu BCIIOMOTATEIbHBIX BCHICCTB, TOTOBOI l[pO’l\’i\lUI]!

1.4.2.1. @uanTpanns

Q

1.4.2.2. CyxoxapoBas CTepHIn3aIius

1.4.2.3. Crepunuzaniis napomM

1.4.2.4. XuMUUecKas CTepu/inzalusg

1.4.2.5. Crepuansalis raMMa-i31y4cHHEM

1.4.2.6. Crepinizaiiist 2JIeKTPOHHBIM H3yUCHIEM

1.4.3. Ipoyee

VinakoBka

1.5.1. IlepBuunas yraKkoska:

oy,

1.5.1.1. Kancyiist B TBEp10ii 000s10uKe

1.5.1.2. Kancyiasl B Markoit oGosouke

1.5.1.3. HerarcabHble JICKapCTBEHHBIE GOPMBI

1.5.1.4, MIMIperiHpoBaHbie JICKapCTBEHHbIC (POPMBI

J5.1.5. Wuakue JickapeTBeninbie opMbl UL (APYIKIIOTO NPUMEHeHHs

5.1.6. JKnsxie aekapcTBCHHBIC (POPMbI U BHYTPEHHETO HPHMCHCHHSA

‘J’\

1.7, MeinnHCeKHe rasbl

'_l\

|.8. Ilpouite TBEp/IbIe JICKAapCTBEHbIE OpMbI

1.9. Ipenapatbl, HAXOALLHECA TIOJT JIABJICHICM

1.10. Pajtony KJINJIHBIE TE€HEPATOPhI

1,11, Msrkie jekapcTBeiibie GopMbl

'J1LhU‘|Lh

.1.12. Ceeuu (cynnozuropuu)

.1.13. Tabnerku

(Ji lJ\

.1.14. Tpanc/icpMalibHbI¢ IUIACTHIPH

1
Is
L
1.
1.
1.
L
L.
1
1.
s

5.1.15. Ilpoyast HecTepHIbLHASL JICKAPCTBCHIIAA TIPOJLY KITHA

1.5.2. Bropuinas yIIakoBKa

KoHTpoib KadecTna

1.6.1. MHKpOOHOIOT HYECKUE UCTIbITAHIA! CTEPHIILIIOCTD

1.6.2. MIKpoOHOJIOrHYCCKOE HCIIBITaMA: MUKPOOHOII0r Y eCKas YHCToTa

1.6.3. Xumuueckue {(PH3MYECKUC) HCIIBITAH I

1.6.4. BHoJIOrHYECKHES HCLILITAHNA

B otnouienun 1o0bix orpannt{crmn HIIM NOsiCHEH. OTHOCAINMXCH K JaHHBIM TMTPOH3BOACTBCHHBIM OIepalam (34 HCKJIIO4CHH
CAyUuacs, KOrja noacnetue fau. AseTes o0ImM KOMMCHTApPHEM K lIpoleccaM 1a HMPOUIBOACTBCHHOM 00BeKTE). 1/1¢ Obl HU TIPHAMCHSJTH
Tl OTpatMveHHs Win MOSCHCHUA., HCOOXOIHMO BKIIOUATh OTChUIKY K COOTBCTCTRYIONIEMY HOMEDY HYHKTaA LLpTH(I)lH\de GMP.
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EBPa3uniACKMi1 SKOHOMUYECKUIA COIO3
Ne GMP/EAEU/KZ/ 202-06-2025

2. UMIIOPT JJEKAPCTBEHHOM NPOYKLIUH

2:1

KouTposnh KauecTsa MMIOPTHPYEMOit JICKApCTBEHTIOH HPOILYKIMH

2.1.1. MukpoOHOJIOrHYCCKHC HCIIBITAHUA: CTCPHIILHOCTD

2.1.2. MHKPOGHOI0I HYECKOE MCTIBITAHMA: MHKPOOHOJIONHYECKAA UHCTOTd

2.1.3. Xumuueckue (Pusndeckue) HCrbITaHust

2.1.4. buostoruueckmne UCrblTaHus

2.2

CeprudyKalus cepii HMIOPTUPYCEMOIt JICKapCTBECHION IPOYKIINH

2.2.1. CrepuiibHasg ITPOJIYKLINA:

2.2.1.1. [pon3BoAHMAs B aCCITHUYCCKHX YCIOBHIN

2.2.1.2. lloaeepracMas (PMHHIIHOH CTEPIIIH3ALLITH

2.2.2. Hectepiibias IPOJYKIIHA

2.2.3 BHONIOrHICCKAS JICKAPCTRCHHASL PO KIS

2.2.3.1. llpodyKrbl KpOBH

2.2.3.2. UmMynosiornucckas UpoJ VKM

2.2.3.3. [IpoJLyKIits Ha OCHOBE COMATHYCCKUX KICTOK (IIPOJIYKINS JUIS 1epaIli COMATHYCCKIMIT KICTRAMH)

2.2.3.4. I'enorepaleBTHUCCKUE TPOAYKThI

2.2.3.5. BHOTEXHOJIOIHYCCKAs TTPOIYKIIHS

2.2.3.6. [IpoyKiusi, BLLIC/ICHHAA W3 KHUBOTHLIX HCTOUHHKOR HIH OPratos (‘TKaneit) uclloBeka

L.

2.2.3.7. TkancuipkeHepHas MPOILYKLS (1IIPO/LYKI TKAIICBOI HITKCHEPI)

2.2.3.8. llpouag GuoNOrHUCCKas JICKAPCTRECHHAN HPO/LYKIIHA

1[pouas JIesTelLIIOCT) 110 UMIOPTY (BBO3Y)

i\-)

3.1 Thomaaka (pH3HYecKoro HMIopTa (BBo3d)

3.2, IMIOpPT 1IpOMEIKY TOUHOIT IIPOILYKILHIN, TojBepralouiciics jaibueiiiueii odpadorke
.3.3. Ipouee

IS

MapMaiieBTHMCCKad cyOCTanIs (cvBeTaHum);

3. MPOM3BOJACTBEHHBIE OIEPAUNNK - ®APMAUEBTHYECKHE CYBCT AHU,HP!

3.1 | lpomssoactso dapMaieBTHIecKuX cyOcTaliii MeTO/IOM XHMHUCCKOIO CHITE3a
3.1.1. [Ipon3BOJICTBO MPOMEKYTOUHBIX IPOJIYKTOR (papMaleBTHYCCKOIT cyOeTanim
3.1.2. 11pon3Bo/IcTBO HCOUMLICHHOI (apmaleBTuiecKoii cyocTanium
3.1.3 ConeobpazoBainic (04HCTKA): |
3.1.4. IIpoyee -
3.2 | Hpouseojucrso grapMalienTinueckix cyoeranuni MCTO LM BBUICICHIA 113 HPHPOJIHBIX HCTOUMHIKOB
3.2.1. Bryienenue hapMales rfucckiX cyOcTaniii 13 HCTOMHHKOB PACTHTCILIOIO IPOHCXOWKIICII
3.2.2. Bruteacnne GapMaieBTHHCCKIX cyOcTaniii i3 HCTOUHHKOB AKHBOTHOO HPOUCXOAICHIA
3.2.3. Bolieenne dpapMalieBTHICCKIIX cyOcTaimii n3 opraHos (Tkarcii) ucaonexa
3.2.4. Brijeacnne dhapMaleBTHHCCKNX cyOcTanuuii 3 HCTOYHHKOB MILECPAJILHOTO upoucxomncmw
3.2.5 Moumdukars BeIeICHHOI dapmatenTiteckoil cydcTanimm (YKashiBaciCs U3 MyHKTOB 34 2.4)
3.2.6. OuncTKa BhUIC/ICHHOIN GapMaieBTHyuecKoil cyOcTaniym (YKa3biBAaCTCH MCTOYIHK W3 HYHKTOB 3.2 ] -3.2.4)
3.2.7. llpouee
3.3 | IlpoussoucTso hapMaieBTHICCKHX CYOCTAHIU ¢ HCNOIB30BAHHCM OHOJOTHYECKUX LIPOIECCOB
3.3.1. Depmenraryis
3.3.2. TIpou3BOJCTRO €  HCHONBL3OBAHHCM  KICTOYHBIX  KYJIBTYP % 5 (ykasarb Ti
MCHOJIL3YEMbBIX KICTOK) (1101 YKQ3AHHEM THIIQ KICTOK TIOTHIMACTCS MX THIIoBas cucmiqm'mocu, JOEHMA, ILTAMM
npotee)
3.3.3. Beytencie (01mcTKa) ]
33 4 Mo ukars
3.3.5.Ilpouee
34 Ilponaﬁoquuo CrepuibibIx (hapMaLeBTHICCKIX CyOeTanimii (pas/ic/sl 3.1, 3.2, 3.3 nojuknsl OblTh 3aTi0HCHY

IJ1e [IPHUMCHHMO)
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EBpa3suiAiCKMA IKOHOMMUYECKUI COLO3

Ne GMP/EAEU/KZ/ 202-06-2025

3.4.1. GapmauesTHYeCKie ¢V OCTLHIHN, NTPOH3BOANMbBIE B ACENTHYECKHX YCIOBHAX

w 3.4.2. dapmanesTiyecKie ¢y OCTUHUNM, NOJRepraeMble JUHILIHON CTEPUIN3ALHY

3.5 | BaBepulaoliue CTalii NpoHIzoicTBa (apMaleBTHUECKNX CYOCTaHLMI

3.5.1. Craauu duznueckoii 06padoTKH;
| 3.5.2. TlepBuunas ynaxoBka
3.5.3. BropHuHas ynakoBka
i 3.5.4.?1;1045;7777” ) A =5 (VKa3aTh 1715 onepaunii, He ONHCAHHBIX Bbilile

(¥}
(=,

KoHuTpoab KauecTra

3.6.1. Duinueckne (xu i) PenbITaHNsA

| 3.6.2, MHEpOOHOOMHECKIe 1D BITAHNHA (BKIKOYAA MCTIBITAHNS HA CTEPHIILHOCTB)

3.6.3. MuxpoOuonoryueciate HehblTaHua (MCKI04as HCRLITAHUS HA CTEPHILHOCTD)
6.4. bonoruyeckHe HCNEITAHKA

fad

o 4 MPOYULE OULPAUNM - PAPMALLEBTUUYECKHE CYBCTAHLMNH

Eaitybacs E.H.
W. 0. 3amectrTens Tlpeacenarens
Komurera MeInUMECKOT
:apMaUeBTHUSCKOrO KOHTDO

Munuerepcres 30DaBOCK pAHSHINE

Pecnytiukn Kasaxeran

1A, 2o

_08.06 jod5
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