EBPA3UNCKUN SKOHOMUNYECKUI COIO3
MUHUCTEPCTBO 3IPABOOXPAHEHU S PECITYBJIMKHU BEJIAPYChH

CEPTU®UKAT 5
COOTBETCTBUI TPEBOBAHUSIM TTPABUJT HAIJIEXAILIEN ITPOM3BOJICTBEHHOM
[TPAKTUKY EBPA3UKCKOI'O 3KOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/BY/0072-2021
Cpoxk getictus ¢ 02.07.2021 mo 01.07.2024

Beiman mo wmroram mnpoBeneHus (apMaleBTHUECKOM HHCIEKLUM B COOTBETCTBUM C
ITpaBunamu npoBeneHus GapMaeBTUIECKUX HHCIIEKIIUIA.

MuHucTepcTBO 3a1paBooxpaneHus PecyGuiku benapych MOATBEPKIAET CIEAYIOLIEE:

npoBefieHa (apMaLeBTHYSCKas HHCIEKIIHSA
Santen Pharmaceutical Co., Ltd., Shiga Plant, SInonus
(HOJIHOC HaMMCHOBaHHUEC I'IpOI/I3BOIIHTeJ'I$I)
348-3 Azasuwa Oazashide Taga-cho, Inukami-gun, Shiga 522-0314, Japan
(ampec mMpoU3BOACTBEHHOM TLIOLIAIKH)

Ha OCHOBaHUM IpHKasa MuHHCTepcTBa 371paBooxpaneHus PecrmyGnuku bemapycs or
07.05.2021 Ne 509 «O mpoBeneHMH HHCIEKTHpOBaHWsA», W Ilpukasa MuHHCTEpCTBa
3apaBooxpaneHus PecryOmuku Bemapycs ot 01.06.2021 Ne 641 «O mpoBeneHuu
VHCIIEKTUPOBAHUIY.

Ha ocHoBanumM cBeleHMIl, TONyYEHHBIX MpU IPOBEAEHUM (apMaLEeBTUYECKOI
UHCIICKIMHY, IOCIEIHAI U3 KOTOpHIX Oblla mposemeHa ¢ 28.06.2021 mo 30.06.2021,
¢ 01.07.2021 mo 02.07.2021, cuuTaercs, 9To NaHHBINA (apMaleBTUYECKHIl TIPOM3BONUTEND
CooTBeTCTBYeT TpeOoBaHuaAM IlpaBun Hamnexamedl HPOU3BOACTBEHHOM IPaKTUKH
EBpa3niickoro 3KOHOMHYECKOTO COHO3a.

Hacrostiuii cepTudukar orpaxkaeT CTaTyc NPOU3BOACTBEHHOW ILIOMAAKM HA ATy
NpOBeAeHHs HapMalEBTHYECKONH HHCTIEKIUH ¥ 110 UCTEYEHUHM 3 JIET C JaThl IPOBEICHHUS 3TOM
(hapManeBTUYECKO MHCHEKIMM He JODKEH INPHHUMAThCS B KAauyecTBE JOKYMEHTa,
CBUJIETENBCTBYIOIIErO O CTaTyce COOTBETCTBUA. CpoK AeiicTBUS cepTH(hUKATa MOXKET OBITH
COKpAIlCH WK PAaCIINPEH MPU MCIOIb30BaHUN COOTBETCTBYIOLIUX MPHUHIIMIIOB YIPABICHHSA
pUCKaMU IPH HAIWYUM COOTBETCTBYIOLIEH 3amucu o6 3ToM B moje «OrpaHuyeHHs W
MOACHUTE/IBHBIS 3aMETKH, KacaloIuecs 001acT NPUMEHEHHUS HACTOSMIETO CepTH(hHUKATAY.

Cepru¢unkar sBiseTcss NeHCTBUTENBHBIM B Cilydae NPEACTABIEHHA BCEX €ro CTPAaHHIL
(KaK OCHOBHBIX JIUCTOB, TaK U JOTIOJHUTEIHEIX JINCTOB).

AYTCHTHYHOCTD (TIOJJIMHHOCTH) HACTOSLIErO CepTH(UKATA MOXKHO MPOBEPUTH B Gase
JaHHBIX MuHHKCTepeTBa 3apaBooXpaHeHUs PecmyGnuku bBemapych, pacmonoXeHHON o
anpecy: http:/minzdrav.gov.by/dlya-spetsialistov/lekarstvennaya-politika/index.php (Peectp
ceprudukatoB GMP EADC).

Eciu ceprudukar He mpescTaBlieH B yKasaHHON 6ase NaHHBIX, CeIyeT OOpPAaTUTHCS B
YIIOJIHOMOYEHHBIN OpraH, €ro BHIJaBIINIA.
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4 JlexapcTBEHHBIE CPENCTBA IIsl MEAUIIMHCKOTO MPUMEHEHUS
[J BeTepuHapHEI€e JIeKapCTBEHHBIE CPENICTBA
[J DxcnepuMeHTaNbHBIE CPEACTBA

IIpousBozcTBO 1 KoHTpOsb KayecTsa . [IPOU3BOJICTBEHHBIE OITEPALIUU - IEKAPCTBEHHAS
MMPOAYKLMA
1. Cmepunvnas npooyxyus
M 1. TIpomyKimys, IPUrOTOBIEHHAs aCENTHIECKHUM TyTeM (OrepaLyy 00paboTKH AN CIEMYIOMMX JIEKAPCTBEHHBIX
dopm):
U uakue nekapcTBeHHbIE GOPMBI 60JIBIIOr0 06beMa
M xuaKkue JeKapcTBeHHBIE (OPMBI MOro oGbeMa
O mucnepcun
O nuodunusaTel
0] TBepaBIe JIekapcTBEHHBIE GOPMBI M MMIUTAHTATHI
OJ mArkue nekapcTBeHHBIE HOPMBI
U npoyast mpoxykuus
01 2. Tpoxykuwusi, moasepraromasncs GUHUITHOMN CTepUITH3ALMH (onepauuy 06pabOTKH VIS ClIELyIOMUX
JIEKAPCTBEHHBIX (HOpM):
0 xwuakue TekapcTBeHHbIE HOPMBI 60IBIIOr0 06BeMa
] xumKue nekapcTBEHHbIE HOPMBI MAJIOro 06beMa
OJ tBepabIe nekapcTBeHHbIE OPMBI M HMILTAHTATHI
U] markue nekapcTBeHHBIE HOPMBI
Unpoyas npoxykiws, jekapcTBeHHbIE GOPMBI
0 3. Beinyckarowmuii KOHTpOIs KadecTBa
2. HecmepunvHhas npodykyus
U 1. HecrepuibHas npomykuus (onepaluy 06paGoTKi s CJIeNYIOIIHUX JIEKApCTBEHHBIX HOPM):
O kancyssl B TBepO# 060M0UKE
O xarmcyer B Markoii 060504ke
[ >xeBaTeJIbHbIE JIEKAPCTBEHHbIE (hOPMBI
[ uMnperHupoBaHHbIe JIEKaPCTBEHHBIE (POPMBI
0 sunkue nexapcTBeHHbIE GOPMBI 11 HAPYKHOTO IPHUMEHEHHS
0 sxuaxue nexapcTBEHHbIE GOPMBI 1S BHY TPEHHETO TIPUMEHEHHUS
0 MenuiuuCcKHe rassl
U] npoune TBepasIe NeKkapcTBEHHBIE (OPMEI
0] npenapartsl, HaxoAAIIMeCs TI0] JaBICHAEM
[J reHeparops! paguoHyKIHI0B
[J markue eKapCcTBEHHBIE (OPMBI
[J cBeun (cynmosutopuu)
O tabnetkn
] TpaHCcIepMaibHBIE MUTACTBIPH
[ ycTpoiicTBa 1st HHTpapyMUHAIEHOTO (BHY TPUPYGLOBOr0) BEEASHHUS
O npoyast mpoxy ks
0 2. Beimyckaromuii KOHTPOIb Ka4ecTBa
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3. Buonozuueckas nekapcmeenHas npoOyKyus

[ 1. buonoruyeckas JIEKApCTBEHHAS MPOLYKLIHS:

0O npomyxTs! KpoBH

0 mMMyHoOTOrHY€eCKas MPOLY KM

[J npomyKThl Ha OCHOBE COMAaTHYECKUX KIIETOK

0 reHoTepamneBTHYECKHE MIPOLYKTEL

O mpoxyKTel TKaHEBO UHKEHEPHH

[ 6roTexHOMOrMYECKas POTYKIIKS

0 mpoayKThl, 5KCTParMpoBaHHBIE U3 XKUBOTHBIX HCTOYHUKOB MJIH OPraHOB (TKaHeil) yesoBeka

O npouas nmpoxykuus
] 2. Belmyckaromuii KOHTPOJIb Ka4ecTBa (TepeveHb TUTIOB MPOLyKLHH):

0 npoxykThl KpoBH

U uMMyHoTOrHYeCKas oIy KIKs

0J npomyKTHI Ha OCHOBE COMATHYECKHX KIIETOK

U reHoTepaneBTHYECKHE POy KTHI

O npoaykTsl TKAaHEBOIT HHKEHEPHUH

O 6uoTexHOMOrNYECKAs MPOLY KL

(] mpomyKThl, IKCTParupoBaHHbIE U3 KHBOTHBIX HCTOYHUKOB M OPraHoOB (TKaHel) YesloBeka

O npouast npomyKius

4. Ilpouas npodyKkyus uny npou3e00CmeenHas 0esmenoHoCb

O 1. ITpoussoacTeo:

OJ pactuTensHOM MPOAYKLMH

O romeonaTiueckoii oLy KKK

U npouast mpomyKuus
0 2. Crepunusanys akTHBHBIX BEIIECTB, BCIIOMOTATENbHBIX BEWIECTB, TOTOBOM MPOIYKIIHH:

O ¢unsTparms

O cyxoxapoBast cTepuiH3anms

O crepunusarust napom

O xumuueckas cTepuIn3anus

[ crepunu3saims raMMa-u3ry4eHHEM

O crepunu3arius 2MEKTPOHHBIM H3ITYYEHHUEM.
0O 3. TTpouee
O 4. IMepeuunas (BHy TPEHHAA) yIAKOBKA:

O xamcynsl B TBep0it 060JI0UKe

[ xancyssl B MsArkoit 060J104Ke

[ sxeBaTenbHEIe eKapCTBEHHBIE QOPMBI

[J mMnperanpoBaHHbIe JieKapCTBEHHbIE (HOPMBI

O xunxue nexapcTBeHHbIe (OPMBI LI HAPYKHOTO MPUMEHEHHUS

O sxunxue nexapcTBeHHble GOPMBI 11 BHYTPEHHETO PUMEHEHHS

O MemuuuHCKHe ra3sl

O npouvie TBepabIe TeKapCTBEHHBIE HOPMBI: TPAHYIIBI

U npenapaTsl, HAXOAALIUECS MO AABIEHUEM

O reHepaTopsl paIroHyKIHAOB

[ MArkue JeKapCTBEHHbIE (bopMBI

O cBeuu (cymmosuropun)

O tabnerku

O TpascaepMabHbIe MIACTHIPH

O yerpoitctBa [ist HHTpapyMHHAIBHOTO (BHY TPHPYO6L0BOr0) BBEICHUS
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[J mpovas mpoayKuus, JeKapcTBeHHbIE GOpPMBI
O 5. BropuuHas (oTpeGUTENbCKAsA) YIIaKOBKA
[ 6. Beimyckaromuii KOHTPOJIb KauyecTBa
M 7. MHKpOGHOIOTHYECKOE TECTUPOBAHHE: CTEPUITBHOCT
M 8. MuKpOGHOIOTHYECKOE TECTUPOBAHKE: HECTEPHILHOCTD
M 9. Xumuueckoe (GpuU3HIECKoe) TECTUPOBAHKE
[0 10. Buonoruyeckoe TECTUPOBAHKE

I1. KOHTPOJIb KAYECTBA ITPU UMITOPTE JIEKAPCTBEHHOM IMTPOIYKLIUM
O 1. KoHTponp KauecTBa IMIIOPTUPYEMO1 JIeKapCTBEHHOMN POy KLIHH:
J MEKpOGHOJIOTHYECKOE TECTUPOBAHHE: CTEPHIIBHOCTD
0 Mukpo6roorHieckoe TECTHPOBAHKE: HECTEPIIBHOCTD
0O xuMirgeckoe (hH3HUECKOE) TECTHPOBAHUE
O 6ronoruyeckoe TeCTUPOBAHHE.

0 2. BrlmycKaromuii KOHTPOJIb (CepTUdUKALHUS CepHil) UIMITOPTHPYEMOMN POy KIMK
O CrepuibHast PO Ly KIHs:
U mpomyKius, IPUTrOTOBJIEHHAS aCENTUYECKHM TIyTeM
O npomyxiws, moaBepraromasics GUHUIIHON CTEPUITU3ALAH
O HectepunbHas npoIyKIHs
[0 Bronormyeckas ieKapCTBEHHAS TIPOTYKIIHS:
O npoxykTs! KpoBH
0O nmMmyHOMOrHYECKasT TPOIY KM
0 mpomyKThI Ha OCHOBE COMaTHIECKHX KJIETOK
O reHoTepaneBTHYECKHE MPOLYKTHI
[ npoxyKTsl TKaHEBOM MHXXEHEPHH
[0 6uoTexHOMOTIHYECKAS IPOLYKLIHS
O npomyKThl, 3KCTPAarkpOBaHHBIE U3 KMBOTHBIX HCTOYHHKOB HITH OPTaHOB (TKaHell) yeoBeka
O npouas npomyxuus
OIpouas nesaTensHOCTD IO UMIIOPTY (BBO3Y):
0O mnomanka ¢usudeckoro uMmopra (BBo3a)
[ uMmopT mpoMesxyTOIHOTO MPOAYKTa, IOABEPTAIOIIErocs AaibHelmei 06paGoTke
O npouee

OrpaHmeHm WM TIOSICHUTENIbHbIE 3aMETKH, Kacaroluecs o0JacTi NPUMEHEHUA CCpTI/I(bHKaTaZ I/IHCHeKTHpOBaHI/le

MpOBEJIEHO B (JOpMe THUCTaHIIMOHHOTO MHCTIEKTHPOBAHUA.

Tapacenko A.A.

3amectutens Munuctpa —

I'maBHBIM rocy1apCcTBEHHBINM CaHUTAPHEII
Bpau Pecny6nuku bBenapych

13 Cey 2001
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