EBPA3UNCKNN DKOHOMUYECKHWI COHO3
MUHUCTEPCTBO 3JPABOOXPAHEHUS PECITYBJIMKU BEJIAPYChH

CEPTU®UKAT ) )
COOTBETCTBUSI TPEBOBAHUSIM ITPABUIJI HAJIJIEJXKAIITEW ITPOU3BOJICTBEHHOU
[TPAKTUKH EBPA3UMCKOI O SKOHOMHUYECKOI'O COKO3A

Ne GMP/EAEU/BY/0187-2022
Cpoxk neiictBus ¢ 08.09.2022 no 07.09.2025

BrlgaH mo WTOraMm TMpoBeAeHUS (apMaleBTHUYECKON WHCIEKIMH B COOTBETCTBHH C
ITpaBunamu niposeeHyst GapMalieBTHUECKUX UHCIIEKLMHA.

MuHHCTEPCTBO 3/ipaBooxpanenud Pecrybnuku benapycs NOATBEPKIACT CIEAyIOLICE:

IpoBeieHa (hapMalleBTUYECKas MHCIEKIHS
WHOCTPaHHOTO TPOU3BOJCTBEHHOIO YHUTAPHOT'O IPEAIIPUITHSL
«BUK-310p0OBbE 3KMBOTHBIX»
(nonHoe HAMMEHOBAHKHE TTPOU3BOAMTENS)
210040, r. Butebek, ya. 1-s Xypxkenckas, 25, Pecriybnuka benapych
(anpec NpoU3BOACTBEHHOMH MIOIIAAKH)

Ha OCHOBaHHMH Tpuka3za MuHHcTepcTBa 31paBooxpaHenus PecnyOimku benapycs ot
19 aBrycra 2022 r. Ne 1087 «O0 opranu3zalui HHCIIEKTHPOBaHUM.

Ha ocHoBaHMM CBeJ€HWH, ITONYUYEHHBIX IIPH TPOBEAECHUH (PapMalEBTUUECKON
MHCIIEKLMH, TIOCIEIHSSI U3 KOTOPBIX OblIa mpoBefeHa B mepuon ¢ 5 no 8 centsadps 2022 r,
CUMTAETCS, UTO JAHHBIHA (apMalleBTHUYECKUN MPOM3BOAUTENE COOTBETCTBYET TpeOOBaHUAM
IIpaBun Hage:xamel MpoN3BOACTBEHHOM [TpakTHKU EBpazniickoro 3KOHOMUYECKOIO COI03a.

Hacroamnmii cepTudUKaT OTpajkaeT CTaTyC IPOU3BOJCTBEHHON IUIOMIAJKM Ha JaTy
NIPOBEACHAS (hapMalleBTUYEeCKONH HHCIIEKIIUM U 110 UCTEYEHUH 3 JIET C JaThl IIPOBEICHHS 3TOH
(hapMalleBTUYECKOH WHCIEKIIMM He [ODKEH NPUHUMATBCS B KadecTBE [OKYMEHTa,
CBHIICTEIBCTBYIONIETO O cTaTyce cooTBeTCTBUsA. CpoK NeHcTBUA cepTudUKaTa MOXKET OBITH
COKpAllleH WM PaclliUpeH MPH HCIONB30BAHUU COOTBETCTBYIOLIMX IIPUHLMIIOB YIIPABICHHS
pPHCKaMH IIpH HaJIWYMU COOTBETCTBYIOLIEH 3amucu o0 3ToM B mone «OrpaHuyeHus HIHA
NOACHUTEIBHEIE 3aMETKH, Kacarolliecs 00/1acTH NIPUMEHEHU HACTOSINEro cepTUdUKaTay.

Ceprudukar sBisercs IeHCTBUTENBHBIM B ClIydac NPE/ICTABICHHs BCEX €r0 CTPAHMII
(KaK OCHOBHBIX JIUCTOB, TaK U JONOMHUTEIBHBIX JIUCTOB).

AYTeHTUYHOCTh (TIOATTMHHOCTE) HACTOAIIETO CepTH(UKAaTa MOMKHO IPOBEPUTH B Oase
naHHeIX MuHucTepcTBa 3apaBooxXpaHeHHs PecrmyOnuku benapych, pacrosioKEHHOH T10
anpecy: http://minzdrav.gov.by/dlya-spetsialistov/lekarstvennaya-politika/index.php (Peectp
cepruduxaroB GMP EADC).

Ecnu cepTudUKaT He TPENCTaBIeH B yKa3aHHOM 0a3e JaHHbIX, ClleflyeT 0OpaTHUTHCA B
YIIOJITHOMOYEHHBIN OpraH, €r0 BhIIABIIKIA.
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[ JlekapcTBeHHbIE CpecTBa AT MEIHLMHCKOrO NPUMEHEHHS
] BeTepHHapHbIE NEKapPCTREHHbBIE CPENCTBA
[J DxcnepUMeHTaNbHbIE CPEICTBa

[MpoK3BOACTBO M KOHTPONb Ka4eCcTBa
[. IPOU3BOJICTBEHHELIE OITEPALIMH - TEKAPCTBEHHASA IMPOJYKLUA
. Cmepunvras npodykyus
M 1. TpoayKuus, NTPUrOTOBIEHHAS ACENTUYECKUM MyTeM (onepauuy o6paboTKH AN CAeAYFOLINX TIeKAPCTBEHHBIX
thopm):
M sxuakHe nekapcTBeHHble hopMel 60nbILOTO 00beMa
M xunkue nekapcTBeHHble GOpMBI Maioro odbema
L] pucnepcun
O nuodmnuzatsl
[J Tepable nekapcTBeHHBIE GOPMBI U UMILIAHTATHI
[0 markue nexapcTBeHHbIE (OPMBI
[ npouas npoxyKuus
O 2. INpoxyKumst, nogsepramiuascs GHHALIHON cTepHn3aLuy (onepanuy o6paboTky MNd CIeIyOLnX
NeKapCTBEHHBIX GopM):
0 sxuakue nekapeTeeHHble hopMbl O0nbIIOr0 00beMa
[ sunkue nekapcTBeHHbIe HOPMEI Maioro o0beMa
[ Teepabie NekapcTBeHHbIE (DOPMBI M UIMILTAHTATEI
[ msrkue nexapcTBeHHbIE GOPMBI
[J npouas nponyKius, TeKapcTBeHHbIE QOPMBI
V1 3. BeinyckaroLuii KOHTPONb KauecTBa .
2. HecmepunvHasa npodyxyus
V1 1. HecTepunbHaa npoaykius (onepaiuu o6paboTku AN cleMyloLInX TeKapcTBEHHBIX GopM):
L1 xancynsl B TRepaoi oGonouke
[] kancynsl B Markoi obonouke
(] seBaTenbHble JeKAPCTBEHHEBIE (OPMBI
[J uMNperHipoBaHHbBIE JIEKAPCTBEHHBIE HOPMBI
[ »unKkue nekapcTBeHHbIE HOPMBI U HAPYKHOTO NPUMEHEHHS
] xumkue nekapcTBeHHbIS GOPMBI UTS BHYTPEHHETO NPUMEHEHHH
[ MenHIIMHCKHE ra3bl
[J npoune TBepable TEKAPCTBEHHBIE (POPMBI:
O] npenapatsl, HAXOIAMIKECH MO AABIEHHEM
[ reHepatopsl paNHOHYKIHAOBR
[ msrkue nekapcTBeHHbIE HOPMBI
L1 cBeuu (cynno3uTOpHH)
[ tabneTin
[0 tpancaepmansHble MIACTBIPH
[ ycTpoiicTsa Ui HHTPAPYMHHAILHOTO (BHYTPHPYOLIOBOr0) BBEASHHS
[ npouast TpOYyKIHA, TeKapCTBeHHbIE POPMBbI
V] 2. Brimyckaroluii KOHTPO/Ib KauecTsa
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3. Buonozuyeckas nexapcmeenHas npoOyKYUs

[01. Buonoruyeckas NexkapcTBEHHAS IPOLYKIUA:

0] npomyKThl KpOBH

[ umMyHoNOrM4ecKas MPOIyKIUA

[] npoyKThl HA OCHOBE COMATHYECKHMX KIETOK

[J reHoTepaneBTHUECKHE TPOLYKThI

O npomyKTe! TKAHEBOH HHKEHEPHH

L] GuoTexHONOTMYECKAS MPOLYKLMA

O npoayKTe!, 3KCTparMpoBaHHble M3 KHUBOTHBIX HCTOUHUKOB WM OPTaHoB (TKaHell) uenoseka

(] npouas mpoaykiuHs
[ 2. Beimyckalonmil KOHTPOIE KauecTsa (IepeueHb TUNIOB MPOIYKLINH):

0] nponyKTe! KpoBH

U] uMMyHOTOrHYecKas NPOIy KLU

[] nmpomyKThl Ha OCHOBE COMAaTHYECKHX KIIETOK

U renoTepaneBTHUECKHE NPOLYKThI

0] npomyKThl TKAaHEBOH HHKEHEPUH

O 6uoTtexHOIOrMHECKAR NPOLYKLIHA

[] npoaykThl, 3KCTparipoOBaHHbIE U3 HUBOTHBIX HCTOYHUKOB MM OPraHoB (TkaHel) uenosexa

O] npouas nponykuus

4. llpovyas npodyKyus Wi RPOU30ICMEeH A OeAMeabHOCINb

O 1. INpoussopcTeo:

[ pacTuTensHO POTYKIAK

[ romeonaTuueckoit mpoayKUnm

O npouas nponyKus
0 2. Crepunuzaliis akTUBHEIX BEILECTB, BCIIOMOTATENTLHBIX BEILECTB, FOTOBOM NPOAYKIIHH:

0] dunpTpanus

0 cyxomapoBas CTEPHIN3ALHU

0 crepunusanus napom

[ xuMudeckas cTepunIn3alis

[ cTepunmzaius raMma-u3mydeHHEM

[ ctrepunuzanus 3MeKTPOHHEIM H3TyUEHHEM.
[13. TTpouee
¥ 4. TlepeuuHas (BHYTpeHHsS) yIaKOBKa:

O kancyns! B TBepaoi obomouke

[ kancynsl B MarKoii oGomouke

[ xeBarenbHbIe JTEKAPCTBEHHBIE IOPMBI

[J MMOperHupOBaHHLIE IEKAPCTBEHHBIE (OPMBI

[ ’xuaKHe JeKapcTBeHHbIE GOPMBI LTS HApY/KHOTO IPHMEHEHHS

V] mumkue nexapcTBeHHbIe (POPMBI JUTS BHY TPEHHETO IIPHMEHEHHUS

0 MenuumuHCKHE rasbl

(] mpouse TRepable JeKapcTBEHHBIE (hOPMBI

(] mpenapaThl, HaXOAALIMECS 110, AABIEHUEM

] renepartopsl panHOHYKITHIOB

[ maArkHe JeKapcTBeHHBIE HOPMBI

[ ceeuw (Cynmo3UTOPHH)

O raGnerkn

[ TpaHcaepManbHble MIACTHIPH

O yerpoifcTa A1s MHTpapyMHHAILHOTO (BHYTPHPYOLIOBOTO) BBEIEHHS

Crpanuua 3 u3 4



GMP/EAEU/BY/0187-2022

[ mpouas NpoxyKLKs, JeKapcTBEHHbIE (HOPMBI
¥ 5. BropuuHas (notpeduTenbekas) ynakopka
¥ 6. Beinyckaioliii KOHTPOJIb KA4eCcTRa
& 7. Mukpobuonorudeckoe TECTUPOBAHME: CTEPUIBHOCTD
¥ 8. Mukpobronoruueckoe TeCTHPOBAHNUE: HECTEPHIBHOCTh
M 9. Xumuueckoe (GU3NUECKOE) TECTHPOBAHHE
M 10. Brosoriyeckoe TECTUPOBAHKE

11. KOHTPOJIb KAYECTBA ITPU UMITOPTE JIEKAPCTBEHHOH ITPOJIYKIIMH
1 1. KoHTpons KagecTBa HMIIOPTHPYEMOit IeKapCTBEHHOMH MPOJYKLIHAH:
[ MukpofuoIoryyeckoe TeCTUPOBAHHE: CTEPHIIBHOCTh
[ mukpoGuonoruyeckoe TeCTHPOBAHHE: HECTEPHIBHOCTS
[J xumpkeckoe (pusHyeckoe) TeCTHpOBaHHE
[ 6uonoruyeckoe TeCTUPOBAHHE.

O 2. Beinmyckarowmii KOHTpob (cepTudukanus cepuit) UMNOpTHPYeMOoH NPoIyKLHH
O CrepunbHas npoyKuus:
[ nponykius, NpHroTOBNEHHAA ACENTHIECKUM IIyTeM
0 npoayxims, noAsepramoasca QHHUIIHON CTEPUIH3ALIMHA
[0 HectepuneHas npogyKius
0] Brojioruyeckas neKapcTBEHHAS TPOLY KL
UJ mpooyKThl KPOBH
O ummMyHONOrMYeckas MpoIyKIHs
O npofyKThl HA OCHOBE COMaTHYECKHX KIIETOK
[l reHOTepaneBTHIECKHE MPOLYKTHI
0] mpomykThl TKaHeBOI HHKEHEPUH
L] 61oTexHOIOrMUECKas MPOTYKLHS
O] mponykTel, IKCTParupoOBaHHbIE U3 XKUBOTHBIX MCTOUHHKOB MITH OPTAHOB (TKaHeH) uenosexa
[ mpoyas npoxyxums
[ 3. Mpouas meaTeNbHOCTE 110 UMIIOPTY (BBO3Y):
U] mnomanka Guznyeckoro UMnopTa (BBo3a)
[ uMnopT IpOMEKYTOHHOrO MPOAYKTa, OABEpraolerocs ganeHelmei obpaboTke
[ mpouee

Orpamf'-lemm HIIH MOACHUTEIbHBIC 3aMETKH, KaCaroLuecs obnactu TIpHUMEHEHHA CBpTH(i)MKaTaZ HET.

Kporkosa E.H.,
IlepBrrii 3aMecTUTENs MEHUCTPA 30paBOOXPAHEHHS
Pecny6muku benapycs

10 OKT 2022
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