EBPA3UMCKUI DKOHOMUWUYECKNWI COI03
MUHHUCTEPCTBO 3IPABOOXPAHEHUA PECITYBJIMKU BEJJIAPYCbH

CEPTHU®UKAT )
COOTBETCTBUSI TPEBOBAHUSIM ITPABUJT HAJUTEXXALLEN [TPOU3BOJICTBEHHOU
TIPAKTHKU EBPA3UICKOIO DKOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/BY/0173-2022
Cpoxk aeitctus ¢ 17.06.2022 mo 16.06.2025

Beigan mo uroraM MpoBeleHHS (apMalleBTHYECKONW HHCIICKIIMA B COOTBETCTBMM C
[MpaBunaMu npoBeneHus papMaleBTUIECKUX WHCIIEKIWHI.

MuHHCTEpCTBO 3aApaBooxpaneHus PeciyOmiku benapych moarsepkaaeT-eineAyomee:

npoBeeHa hapMaleBTUIECKas HHCTIEKLIUSA
BSP Pharmaceuticals S.p.A.

(nojIHOE HAUMEHOBAHUE MPOU3BOAUTEIS)

Via Appia Km 65,561 (loc. Latina Scalo) 04013 —Latina’ (LK), Haly

(ampec MPOU3BOACTBEHHOM MIoLaAKm)
Ha OCHOBAaHHMH TpMKa3a MuHHCTepcTBa 3ipaBooxpaHeHusi Pecry@umku bemapych Ne 736
ot 1 nrons 2022 r. «O npoBeAEeHUNA UHCIIEKTUPOBAHUY.

Ha oOcCHOBaHMM CBEIECHHUH, MOJYyYEHHBEIX (MIPH ~NPOEENCHHU (papMaleBTHYCCKON
MHCIIEKIINHY, TIOCTIeIHSA U3 KOTOphIX Oblia mposefena’c 1300 17 urons 2022 1., cyunraercs,
YTO JAHHBIA (apMaleBTMYECKUI MPOU3BQAKTENb CQOTBETCTBYET TpeOoBanusMm IIpaBui
HaJIJIC)KAIICH MPOU3BOJICTBEHHOM MpakTHKi, BEBpasniiekoTo 9KOHOMUYECKOIO COH03a.

Hacrosmuii cepTuduKaT OTpakden, cTaTyCcy IPOU3BOJCTBEHHON IUIOMIAJKU HA JaTy
poBeeHAs (papMaLeBTHUECKONW HHCIIEKLMH 110 UCTEUSHHH 3 JIET C NaThl IPOBEICHHUS dTOH
(bapManieBTUYECKOM WHCIEKIMU \HE JOQJPKEH INPUHMMATBCS B KaueCTBE JOKYMEHTa,
CBHIETENLCTBYIOIIETO O CTaTyce ¢oOTBERTBUsA. CpoK JeiicTBHS cepTuduUKaTta MOKET OBITH
COKpAIllCH WIH pacIIupeH HpH,CIOB30BAHUN COOTBETCTBYIOIIMX MPUHIMIIOB YIIPABICHU
PUCKaMHU TIpH HAJIWYMU COOPBETCTBYfOINeH 3amucu o6 3ToM B 1moje «OrpaHnyueHHs W
TIOSICHUTENbHBIE 3aMeTKH, KacaroIiecs 001acTi MPHUMEHEHHS HACTOSIIETO CEPTUHUKATA.

CepTuhuKaT/SBISCTCAJICHCTBUTEIIFHEIM B CIy4ae IPEACTaBICHUS BCEX €ro CTPaHMIL
(KaK OCHOBHBIX {THCTOB, TAK\I IOTIOTHUTEIBHBIX JIUCTOB).

AYTeHTHHHOCTS (ONMHHOCTH) HACTOAMIETO cepTH(hUKAaTa MOXKHO NMPOBEPUTHL B Oase
NaHHBIX AVIMEMCTEpEIBa 3apaBooxpaHeHus PecmyOiauku benapych, pacroyioKEHHOH 10
anpeCys http://minzdrav.gov.by/dlya-spetsialistov/lekarstvennaya-politika/index.php (Peectp
cepruuxkaTro GMP EADC).

Benu ¢epTuduKar He TPEACTaBlIeH B yKa3aHHON 0a3e JaHHBIX, CIEAYET OOPaTUTHCS B
YIOJTHOMOYEHHBI OpraH, €ro BbIIaBLINIA.
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[ JlekapcTBeHHbIE CPEACTBA I MEAULIMHCKOTO NPUMEHEHHUS
0] BeTepuHapHbie ieKapCTBEHHbIE CPEICTBA
U OxcnepumeHTanbHbIe cpeacTsa

ITpoussoacTeo 1 koutpons kadectsa 1. [TIPOU3BOJICTBEHHLIE OTMEPALIMH - IEKAPCTBEHHAA
[MPOAVKIIUA
1. Cmepunsras npooykyus
1. Mpoaykuust, PUrOTOBJIEHHAs ACENTUYECKUM MyTeM (orepauuy oGpaboTKy 471 CIEIYIOLKMX JIEeKAPCTBEHHBIX
dopm):
O sxuaxue nekapcTeeHHble GOPMBI GONBLIONO 06beMa
0 sxuakue nekapcTeHHbIe GOPMBI MANIOro 0GbeMa
O nucnepcuu
M nuodunnzarel
U] TBepable nekapcTBeHHbIe GOPMbI M UMILIAHTATHI
0 mMsrkue nexapcTBeHHbIE GOPMBI
U] mpoyas npomyKius
0 2. ITpoayxuus, MOABEPraroLIascs GUHAIIHON CTEPUITM3ALMH (ONepaLyy 00pa0OTKI LIS CIEAYIOLINX
JIEKapCTBEHHBIX (hopM):
0 sxuakue nexapcTeeHHble POPMBI GONBLIONO 06beMa
O sxupxue nexapcTBeHHble GOPMbI MATIOT0 06beMa
0 TBepasle JiekapcTBEHHbIE (HOPMBI U UMIIIAHTATHI
O msarkue nexapcTBeHHbie HOPMbI
O npouas nponyKuus, NEKapcTBEHHBIE (POPMBI:
I 3. Beimyckarouiuii KOHTPOJIb KA4ECTBA
2. Hecmepunerasnpodyxyus
I 1. HecrepunbHasi npoxykuus (onepaiun o6padoTky s CHgAyIoMuX JEKapCTBEHHbIX (HOpM):
O karncyJisl B TBEpAO# 06010UKE
[ kancysisl B MATKOit 060J104Ke
[ sxeBaresibHbIe JieKapcTBEHHBIS(DOPMEL
O nMnperipoBaHHblie JIeKapeTBEHHBIE (GOPME!
[ skunkue nekapcTBeHHbIE POPMBI ISl HAPYKHOTO TIPUMEHEHHUS: PACTBOPHI
O sxupkue nekapcreeHEsie GOPMBI AJNBHYTPEHHETO TIPUMEHEHHUS
[ menunuHckue rasel
0 npoune TBepabIcyiekapeTBEHEBIEC HOPMBI;
0 npenaparthi, HAXOASIMEOSN\ITO ] AaBIEHIEM
[ reHepaTopsl panMoHyKIMAOB
O markueiexapcTBeHHbie HOPMBbI
[=] cBeru (cynno3rcopun)
UJ radaerku
L1 TpaHcagPMaNbHBIE MIACTHIPH
0 ycrpoitc¢Tea st MHTpapyMHHAILHOTO (BHYTPUPYOLIOBOTO) BBEACHHS
M gipoyas npoayKLus: aKTUBHEIE (apMaleBTHYECKHe CyOCTaHLINHU
M 2.\Boinyckaroiuil KOHTPOJIb KauecTBa
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3. Buonozuueckas nexapcmeenHas NPOOYKyus
M 1. Buonoruyeckas JeKapcTBEHHAs MPOAYKLIMS:
O npoaykTsl KpoBH
O uMMyHoJIOrHuecKas NpoayKLs
U npoayKThbl Ha OCHOBE COMAaTHYECKHX KIIETOK
0 reHoTepaneBTUYECKHE TIPOAYKTHI
0 nponykTbl TKaHEBON MHKEHEPUH
M 6uoTexHoNOrHUECKas NPOAYKLHUS
[J mpoayKTbl, 3KCTPArupoBaHHbIE U3 JKUBOTHBIX HCTOYHMKOB HJIM OPraHOB (TKaHEH) vesioBeka
[ npouast NPOAYKLMS: aKTUBHBIE (hapMalleBTHYECKHE CyOCTaHLIMK
M 2. Beimyckatouii KOHTpOJIb Ka4ecTBa (MepeueHb THMOB MPOIYKLIMH):
U] nponykTsl KpoBH
U nMMyHosioruueckas npoLyKLus
0 npoayKTbl Ha OCHOBE COMATHYECKHX KIETOK
0 reHoTepaneBTHYECKUE TIPOAYKTEI
0 nponyKThl TKAaHEBOM UHIKEHEPUH
M 6uoTexHoNOrHYECKas NPoayKLHUs
[J npoayKTbl, 9KCTPAarupoBaHHbIE W3 JKUBOTHBIX HCTOYHMKOB WiV OPFAHOB (TKaHeH yuelioBeka
[ npouasi npoAyKUMs: aKTUBHBIE (hapMaLeBTHIECKHE CyOCTaHLMK
4. IIpouas npodykyus uiu npou3so0CmEeHHaOesmeiohocms
O 1. ITpousBoacTBO: _
O pacTuTenbHOM NPoAYKLIMH
O] romeomnaTnyecko NpoayKLuu
U npouas npoaykuus
0 2. Crepunusaums akTUBHBIX BELIECTB, BCIIOMOIaTebHbIX BELIEGTB, FOTOBOMH MPOLYKLMY:
[ ¢punbrpanus
O cyxoxaposasi cTepunuzauus
[ crepunuzauuns napom
0 xumuyeckas crepuinsanus
O crepunuzaiius raMma-us/yaeHnem
U crepunuzanus 3neKTpOHHBIMA3NYueHdeM.
O 3. Ipouee
O 4. TTepeuunas (BHYTpeHHAA) yrakoBKa:
O xancynbl B/FBep0ii 06051GUKe
O kancyJisl B MACKO# 0GeloHKe

[ xxeBaTeslbHbIE JIEKAPETBEHHBIE GOPMBI

L1 iMmperHupoBadinble iekapcTBEHHbIE GOPMBI

L xuAKKe nekapcTBeHHbIe GOPMBI LTS HAPYKHOTO IIPUMEHEHHUS

L sxuakugseKapcTBeHHbIE QOPMBI ISl BHYTPEHHETO NPUMEHEHHUS

L1 MmeamuuHcKye rassl

L] Apotivie TBepAbIE TEeKAPCTREHHBIE POPMBI

(N '\ipenapartsl, HAXOAALMECS TTOJ JaBJIEHUEM

I'] renepartopsl paaAnoOHYKIMAOB

[ markue nexapcTBeHHbIe GOPMBbI

O cBeuwn (cynmnosuropun)

[J ra6retku

O TpaHcAepManbHbIE MIACTHIPH

O ycrpolicTBa 011 HHTPapyMUHAILHOTO (BHY TPUPYOLIOBOr0) BBEIEHHUS
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M npouast npoayKuus: akTHBHbIE hapMalleBTHYECKIE CYOCTaHLMK
M 5. Bropuunas (MOTpeGUTENbCKAs) YHIAKOBKA
M 6. Beimyckarouuii KOHTPOJIb KauecTsa
[ 7. MUKPOGHOIOTHYECKOE TECTUPOBAHUE: CTEPHILHOCTD
M 8. MUKpPOGHONOTHUYECKOE TECTUPOBAHHE: HECTEPUILHOCTD
M 9. Xumuueckoe (pU3NUECKOE) TECTUPOBAHKE
M 10. BronOrHYeCcKOe TECTHPOBAHYE

11. KOHTPOJIb KAYECTBA ITPU UMIIOPTE JIEKAPCTBEHHOM! MMPOJIYKLIUU
[J 1. KoHTpob KauecTBa UMIIOPTHPYEMOIi JIEKapCTBEHHOH NPOLYKLIMM:
0] MUKpOGHOIOrMYECKOE TECTUPOBAHUE: CTEPUNLHOCTD
[J MHUKpOGHONOrHYECKOE TECTUPOBAHHE: HECTEPUIBLHOCTD
[J xumuueckoe (Gpusnuyeckoe) TECTUPOBAHUE

(J 6uoiornueckoe TeCTHPOBAHHE. Q\Q

U 2. Beimyckatoluii KOHTpoJIb (cepTUdUKALIMA CepHil) IMMOPTUPYEMO#i MPOAY KLU <
O CrepunbHas npoayKuus: . 06

O npoxyKuys, MPUrOTOBIEHHAS ACENTHIECKUM NyTeM \\

0] npomykuust, noaseprarowascs GUHULIHON CTEPUIN3ALMH \L~
U HectepuibHas npoayKuus ()\
O Buonornueckas ieKapcTBEHHAS TIPOLYKLMS: ,Q

L] mpoaykThl KpOBH *(b'

0] umMMyHoNoruueckas npoayKuus o

0 npoaykThl HA OCHOBE COMATHYECKUX KJIETOK Q

O reHOTepaneBTHYECKUE NPOLYKTHI @Q}

9

0 nponyKThl TKAHEBOW HHKXEHEPUH N
0 6uoTexHonoruyeckas npoayKuus Jox
[J npoAyKTbI, 3KCTPArupOBaHHbIE U3 KUBOTHBIX I/ICTO‘{I-%@B WJIM OpraHoB (TkaHell) yenoBeka
O npouas npoaykuus S
L1 3. [poyas neATeNbHOCT 10 MMIOPTY (BBO3Y): \,O
O nnowanxa Gpusnyeckoro uMnopma (BBO32) N
0] uMIOpT NPOMEKYTOUHOTQ TIPOYKTa, n@pra}omerocx JanbHelmeit oopadoTke
O npouee <
R
OrpaHnueHNs UK NOSCHUTEbHbIE %@éﬁﬂ, Kacarouecst o0J1acTi NpAMEHeHUs cepTUduKaTa:

seTCd Ha MPOM3BOACTBO JHOGUIN3ATOR Ha yuacTke Sterile 1, a Takxe Ha

neiicTBue cepruukaTa pacnpxl
€BTHYECKUX cyOcTaHLmi Ha yuacTke Conjugation 2.

NPON3BOACTBO aKTUBHBIX (ay

A *
Yepenmmue K\@I{.B.,
3aMECTHT MHHCTpA 3IPaBOOXPAHEHHSI
Pecry6 benapych
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