EBPA3UVCKUI DKOHOMMYECKHUI COIO3
MUHUCTEPCTBO 3JPABOOXPAHEHUS PECITYBJIUKU BEJIAPYChH

CEPTUOUKAT 5
COOTBETCTBU: TPEBOBAHUSIM ITPABUJT HAJUIEXKAILE! I[TPOM3BOJCTBEHHON
ITPAKTUKY EBPA3UMCKOI'O SKOHOMMWYECKOI'O COIO3A

Ne GMP/EAEU/BY/0090-2021
Cpoxk neiictus ¢ 17.09.2021 mo 16.09.2024

Brinan mo wWrToram mpoBeneHHs (apMaleBTHYECKOil HHCIEKIWH B COOTBETCTBUH C
IIpaBunamu npoBeneHust hapMaleBTHUECKUX HHCIICKITHIA.

MunucrepcTBo 31paBooxpanenns Peciy6irku Benapych oaTBep:kIaeT ClIe/IyoLee:
IpoBezicHa (papMaleBTUYeCKas HHCIIEKIIUSI

LEO Pharma A/S, Tanus

(mosTHOE HaMMEHOBaHHe TPOU3BOIUTEIS)
Industriparken 55, DK-2750, Ballerup, Denmark
(ampec MpoHU3BOACTBEHHOM TLIOLIAIKH)

Ha OCHOBaHMM TIpuKasa MHUHHCTEpPCTBA 31paBooXpaHeHHs Pecny6iuku bemapych ot
09.07.2021 Ne 837 «O TPOBEICHMH HMHCIEKTHPOBAHHAY; npukasa MuHucTepcTBa
3gpaBooxpanenus PecnyOmumku  Bemapycs  or  05.08.2021 Ne 953  «O MIPOBEACHUH
MHCIIEKTUPOBAHUS.

Ha ocHoBaHMM cBeneHMi, TONy4eHHBIX MpW TPOBENEHHH (hAapMALEBTHUECKOL
MHCIICKIIUY, TIOCIEAHAA U3 KOTOphIX Oblma mpoBeneHa ¢ 13.09.2021 mo 17.09.2021,
CUMTACTCA, YTO JAaHHEIH (hapMaleBTUYECKUl IIPOU3BOJUTENL COOTBETCTBYET TPeGOBAHMAM
IIpaBui HaIesKalelt MPOU3BOACTBEHHON IPAKTHKH EBPasuiickoro 3KOHOMHUIECKOTO CO03a.

Hacrosmu#t ceprudukaTr oTpakaer cTaTyc IpOM3BOACTBEHHON ILTOMANKY Ha JaTy
POBEICHHA hapMaLEeBTHIECKON MHCTIEKINH U 110 MCTEUEHHH 3 JIET C JaThl IPOBEACHHS STOM
apManeBTUYECKON HMHCICKUMH He JODKEH MPHHUMATHCA B KAuecTBE JIOKyMEHTa,
CBUJICTEIECTBYIOIICTO O CTAaTyce cOOTBeTCTBUA. CpOoK AEHCTBUS cepTH(hHKaTa MOXKET OBITH
COKPAIICH UM PACIIUPEH IPH UCIOIb30BAHUI COOTBETCTBYIOMIUX MPHUHIMIIOB YIIPaBJICHHUS
PUCKaMH TIpH HaJIMYUM COOTBETCTBYIOIIEH 3amucy 00 3ToM B mosie «OrpaHuYeHus Wi
TOACHUTEIIBHBIC 3aMETKH, Kacarolnecs: 001acTi IPMMEHEHHS HaCTOSIIErO cepTU(HKATA.

Ceprudukar sBiseTca NCHCTBUTENBHBIM B CIydae MPEACTABIEHHS BCEX Ero CTpaHUI[
(KaK OCHOBHBIX JIUCTOB, TAK M JOMONHUTEIBHBIX JIUCTOB).

AYTEHTHYHOCTB (TOMTMHHOCTD) HACTOAMIErO CEPTH(HUKATA MOKHO IIPOBEPUTH B Oase
AaHHBIX MuHucTepeTBa 3npaBooxpaHeHns Pecry6nuku Bemapych, pacrionoxkeHHOH 110
aznpecy: http://minzdrav. gov.by/dlya—spetsialistov/lekarstvennaya-politika/index.php (Peectp
cepruukaroB GMP EADC).

Ecmu ceptudukar He mpencrasieH B ykasaHHOMN 6Gase JaHHBIX, CIeNyeT OOpaTUThLCSA B
YIIOJTHOMOYCHHEIN OpraH, €ro BEIAABIINIA.
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[ JlekapcTBeHHBIE CPEACTBA T MEIUIMHCKOTO MPHUMEHEHHS
[J BerepuHapHEIe JIeKapCTBEHHBIE CPEICTBA
[J OxcnepuMeHTaNIbHBIE CPECTBA

[TponssoacTeo 1 kKOHTpONB Kauectsa I. [IPOU3BOJICTBEHHLIE OITEPALIUU - IEKAPCTBEHHAS
MPOAYKLMA
1. Cmepunvnas npooykyus
U 1. Tlpoaykuus, PUrOTOBNEHHAS aCENITHIECKHM MyTeM (OTepaliy o6paGoTKH TS CIIE/LyIOIIHX JIEKapCTBEHHBIX
dbopm):
0] xunkue nekapcTBeHHbIE HOPMBI GOMBIIOr0 06beMa
0 sxunxve exapcTBeHHble GOPMBI MaNoro o6bema
O nucnepcun
O nuodunuzatet
[ tBepasbIe ekapcTBEHHBIE HOPMBI X HIMIIAHTATHI
O msrkue sekapcTBeHHBIE HOPMEI
O npouast mpomykius
U 2. Tlponykuwus, moasepraromascs GpUHHILHOM cTepunuzaiuy (orepanun o6paboTKY AN CJle Ly OLIX
JIEKAPCTBEHHBIX (HOpM):
0 xunkue nexapcTBeHHBIE GOPMBI 60IBIIOT0 06BEMa
0J xwuaxue ekapcTBEHHEIE (HOPMBI MaNoro oGbeMa
0] TBepaBIe NekapcTBEHHbIE OPMBI M MMILTAHTATHI
(] mMATKHe JeKapCTBEHHBIE (OPMBI
Unpouas npoayKLust, IekapcTBEHHbIE GOPMBI
[ 3. Beimyckarouuii KOHTPOJIb Ka4ecTBa
2. HecmepunvHas npodyxkyus
I 1. HecrepunbHast mpoykuus (oriepautuu oGpaboTKy [is CJIEYIOIIUX JIEKAPCTBEHHBIX HOPM):
U xancy sl B TBepaoii oGonouke
O xamncyssl B MATKo# 0605104Ke
(] xeBaTeNbHbIE JIEKAPCTBEHHBIE HOPMBI
] uMnperunpoBaHHbIe JIEKapPCTBEHHBIE (POPMBI
U xmunkue nexapcTBEHHBIE HOPMBI A1 HAPYKHOTO MPHUMEHEHHS
0] skupkue JieKapCTBEHHBIE HOPMBI TS BHYTPEHHET0 IPUMEHEHHS
O MenuuuHCKHe rassl
M npouwne TBepaEIe NIeKAPCTBEHHBIE (HOPMBI: OPOLIKH
[ mpenapatsl, HAXOASIIWECS MO/ JABICHUEM
U reHepaTOpEI paaHoOHyKIHI0B
[J MaTKHe JeKapcTBEHHbIE (hOPMBI
U cBeun (cymnmo3uropun)
O Tabnetkn
[J TpancIepMasbHbIE MIACTHIPHU
U ycTpoticTBa Iisl HHTpapyMHHAIBHOTO (BHY TPHDYOLIOBOTO) BBEAEHHS
[ mpoyast mpoyKLus: pacTBOPUTENb
1 2. BelmycKaomuii KOHTPOJIh KauecTBa
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3. Buonozuueckas nexapcmeenHasn npooykyus

01 1. Buosiorneckas jeKapcTBEHHAs POy KLHMA:

OJ npomykThl kpoBH ~

L) ummyHOMOrHY€eCKas MO Ty KIS

L) mpomyKThI Ha OCHOBE COMaTHYECKUX KJIETOK

L] reHoTepaneBTHYECKHE MPOILYKTEL

U] npomykTHI TKaHeBOM MHXeHepHH

L] 6uoTexHOMOrMYeCKas MPOLY KIS

U] mpoyKTEI, 3KCTParMpoBAHHbIE H3 KUBOTHBIX HCTOYHHUKOB HIIH OpraHoB (TkaHeif) yeoBeka

U npoyast mpomy ks
0 2. Beimyckaromwuii KOHTPOJIb KauecTsa (TepedeHb THIIOB MPOIyKIHUH):

O npoxykTsl kpoBu

0 uMMyHOOrMY€eCKas PO Ty KIS

L] NpomyKTBI HA OCHOBE COMaTHUECKUX KIETOK

L] reHoTepamneBTHYECKHE MPOLYKTHI

LU npomykThl TKaHEBON MHXeHepHH

L] GuoTexHoOMOrMYECKas MPOTYKIIKS

U mpoyKTEL, 5KCTparupoBaHHbIE U3 XHUBOTHBIX HCTOUHHKOB MK OpraHoB (TkaHeit) yenoBeka

U npouas npoxyxuus

4. Ilpouas npodyKkyus unu npousz8o0CcmeeHnas desmensHocmey

O 1. Mpoussoxctro:

[ pacTuTenbHON MpOLyKIHH

0 romMeonaTideckoii mpoxykumun

U npoyas mpoyKups: pacTBOPHTEIE
0 2. Crepunusauus akTHBHBIX BEILECTB, ECTIOMOTATE/BHBIX BEIIECTB, FTOTOBOM MPOLyKLIUH:

O ¢unstpannus

I cyxoxapoBas cTeputm3amms

O crepunusaums mapom

00 xuMudeckas crepunmsanys

U crepunusauys raMmva-u3iyderem

U cTepunusartis 3/1eKTpOHHEIM H3JTyYeHHeM.
O 3. Ipouee
I 4. TepBiunas (BHyTpeHHss) yTMaKoBKa:

0] xancynsr B TBepIO# 0G0NIOUKE

[J kancyJisl B MATKOM 060710uKe

L] xeBaTeNbHbIe JIeKapCTBEHHBIE (HOPMEI

U] mMnperaupoBaHHELe NeKapCTBEHHbIE GOPMEBL

U sxmakue siexapcTBeHHbIE GOPMBI TS HAPYKHOTO pUMEHEHHs

0 >kuakue ekapcTBeHHbIE GOPMBI TSl BHYTPEHHET0 NpUMEHEHHsA

0 MenuumsCKHe ra3st

M npoure TBepable NeKapCTBEHHBIE (bopmbI: opoIkK

U] npenapartsl, HaxoAsmIHecs O AaBIEHHEM

0 reHepaTopbl paiHOHYKIHIOB

U msrkue siekapcTBeHHBIe GOPMbI

O ceun (cymmosutopu)

O ra6bnetku

U TpancaepmanbHble MiacTeipu

U yeTpoticTea a1 MHTpapyMUHANEHOTO (BHY TPHPY6LOBOTO) BBEACHHS
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[ mpovast MpoayKLFs, JIeKapCTBEHHBIE GOPMBI: PACTBOPUTEND
I 5. BropuuHas (moTpeGUTENbCKas) YIaKoBKa
M 6. Beimyckarowuii KOHTPOJIb KauecTBa
O 7. MuUKpOGHOIOrHIECKOe TECTUPOBAHHE: CTEPHITBHOCTD
[ 8. MHKpOGHONIOrHYECKOE TECTUPOBAHKE: HECTEPUIBLHOCTD
M 9. Xumudeckoe ((pU3HIECKOE) TECTUPOBAHHE
O 10. BroMormuecKoe TECTUPOBAHKE

II. KOHTPOJIb KAYECTBA ITPY UMITOPTE JIEKAPCTBEHHOM IMPOLYKLIN
O 1. KoHTpoub kayecTBa MMIOPTHPYEMO# JIeKapCTBEHHOH POy KLIMK:
J MEKPOGHOJIOTHYECKOE TECTUPOBAHKE: CTEPUILHOCT
0 MHKpOGHONIOTHYECKOE TECTHPOBAHHE: HECTEPUILHOCTD
O xumugeckoe (Gu3HIeCcKoe) TECTUPOBAHKE
O 6uonoruyeckoe TECTUPOBAHMUE.

0 2. Beimyckaromuit KOHTpOJIb (cepTH(HKALYS Cepuii) IMIOPTUPYEMO POy KLIMK
O CrepusbHast npoLyKLus:
0 mpomyKuust, IPUTOTOBIIEHHAs aCENITHYECKMM My TeM
U npomykuust, moaBepraroiascs GUHAIIHON CTEPUITU3ALUY
U HectepuiibHast MpOLYKIKS
[J Buonormueckast JJeKapCTBEHHAs MPOLY KLU
O npoxykThl KpoBH
O uMMyHoJIOTHYeCKas oMy KLMs
0 mpomyKThl HA OCHOBE COMATHYECKUX KIIETOK
0 reHoTepamneBTHYECKHE TIPOLYKTEI
O npomyKThl TKAHEBOW UHXEHEPUH
O 6uoTexHoIOrMYECKas PO LY KLKS
U NpoyKThl, 3KCTPAarupoBaHHBIE U3 XUBOTHBIX HCTOYHUKOB MJIH OPraHOB (TKaHeilt) uenoBeka
O npoyas npomykuus
O 3. TIpoyas AesTeTbHOCTE MO UMIIOPTY (BBO3Y):
0 mromanxa ¢usmeckoro ummopra (8B03a)
[ uMIopT MpOMeXy TOYHOTO MPOAYKTa, NIOABEPralolIerocs NanbHelei 06paGoTke
O mpouee

OrpaHuueHHs WK TIOACHUTENbHBIE 3aMETKH, KaCaoIIUecs 006J1acTH MPUMEHEHHS cepTH(HKATA:
CepTHGUKAT BBIIAH TO pe3yJbTaTaM TPOBENCHHOTO HHCIEKTHPOBAHMA C  HCTONB30BAHHEM  CDPENCTB
JMCTaHIVIOHHOTO B3aMMOJCUCTBHS.

Tapacenko A.A.

3amectutens Munuctpa — [1aBHBII
rOCYZIapCTBEHHBINA CAaHUTAPHBIIN
Bpau Pecmy6nuku benapych

Z6 HOA 1ue:
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