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1, Hassa npoaykuii: MVP&I.LIHHHI?I CNWPT-BILL®A

2, KpaiHa-BupobHuk: YKPAIHA

3. HoMep peecTpauiiHoroe nocsipyeHHn: UA/16944/01/01

4. Cuna pii/akTHBHICTB: 100 mn npenapaTy MICTATL KACIOTH MypawnHoi 1,4 r

5. Nikapceka hopma: PO34YWMH ANA 30BHIWHLOr0 3aCTOCYBaHHSA, CNMPTOBUIA

6. Po3mMip Ta TN nakyBaHHA: no 50 Mn y hnakoHax 3 MapKyBaHHAM YKPaiHCLKOIO MOBOIO

7. Homep cepii: 20925 Po3mip cepii: 37800 wr
8. flaTta BupobHULYTBA: 09.2025

9. flaTta 3akiHyeHHA TepMiHy npupgaTHocTi: 09.2028

10. HaaeW, appecu Ta HoMmepwu nlueusli BupobneHo, BKNWO4AKYM MakyBaHHA/MapKyBaHHA Ta KOHTPONMb AKOCTI Ha AlNbHWUI 3

BCIX  AlNbHMUL 3 BUPOGHMUTBA  Ta BupobHMUTBA PIAKAX Ta M'KUX nikapcbkux 3acobis TOB "fKM "®apMaueBTUYHa

KOHTPONK  AKOCTI: abpuka" 3a aapecoid KUTOMUPCbKA 06N, XKUTOMUPCLKMUIA panoH, c.CraHuwieka,
Byn.Koponoosa, 6.4; niueHsis N:AB 598036; csigoutso npo aTectauiio ®X1 N:127,
cBigouTso npo artecTauito MBJT Ne227

11. CeptudikaTtn BignosipHocti GMP gns Bcix ainbHnub, HasegeHnx y n.10; 106/2025/GMP

12. Pe3syneTaTH ananisie:

NokasHuKK Bumorun HTQ PesynsTaTn
Onuc MNpo3opa Ge3bapeHa piauHa I3 cneundivHUM pi3KUM 3anaxoM Bianosinae
InenTudikauin 3rigHo MKA N3 Bianosinae
MposopicTe MNpo3opui Bianosinae
Konboposictb Be3lbapBHWM Bianosinae
BmicT eTanony Bin 67 % 8o 72 % 06/06 Blanosinae
Mixkpobionoriyna uncrora 3riaHo MKA N3 Bianoslnae
06'eM BMICTY KOHTelHepa He MeHwe 50 mMn Bianosinae
Ynakoeka 3riaHo MKS N3 Bianoeipae
MapkyBaHHA 3rigHo MKSA N3 Bianosinae
KinbkicHe BuanavenHn MypawwHa KMcnoTa einbHa - He MeHwe 6.0 Mr/r 12.28 mr/r
KinekicHe BuaHauyeHHa MypalwmnHa kucnoTa 3araneHa - Big 11.9 mr/r go 12.6 mr/r 12.18 mr/r

13. KomenTapi:

14. 3assa npo  Llum 5 3acBiavyio, WO HaBeAeHa BULLE IHOPMALIA € AOCTOBIPHOK Ta To4Holo. Llio cepiio npoaykuii 6yno supobneHo

cepTudikauilo:  (BKNOYAIOYU NaKyBaHHA/MAPKYBaHHA) Ta NPOBEAEHO KOHTPONb ii AKOCTI Ha BULLE3a3HAYEH R AiNbHUL y NOBHIR
signoslgHocTi 3 BUMoramu GMP, BCTaHOBNEHUMK MICLUFRAM perynaTOPHUM OpPraHoM, a TakoX BiAnoBiAHO A0
cneundikauini, wWo MICTATLCA ¥ peecTpauifHoMy AOCk, KONW BUPOBHULTBA, NakyBaHHA Ta aHanisie 6yno
nepernsHyTO Ta BCTaHOBNEHO BiANOBIAHICTE GMP,

HoBaxeHa ocoba 3 akocrl

17. fava nianucanns: /8 10 LAOA
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