;: LisicHui Ha TepyTopii Yepaibiy
V’Sh!’ha TOB "DKI "®APMAUEBTUYHA ®ABPUKA"

pabpuxa nixla
Cyuacsi Gopmyns 2a0pos’s M, )‘(HTOMMD

YkpaiHa, 10014, m. XXutomup, syn, JlepMmoHToRCsKaE, 5, T. 48-11-31, T/¢h. 48-11-28

Ceptudikar cepii nikapcekoro sacoby Ne 22274

1. Ha3Ba ﬂponyK“ﬁ: MYPALLUMHWIA CNUPT-BILL®A

2. KpaiHa-BupoBHKK: YKPATHA

3. HoMep peecTpaliiHoro noceiguyeHHs: UA/16944/01/01

4. Cuna Ail/akTUBHICTb: 100 Mn nNpenapaTy MICTATE KUCNOTU MypawuHer 1,4

5. Nikapceka gopmMa: PO3YMH ANA 30BHILHLOMG 33CTOCYBAHHSA, CNIUPTOBUA

6. Po3mMip Ta TUN nakyBaHHA! no 50 MN y hIaKoHaX 3 MAPKYBaHHAM YKpalHCBKOI MOBOID

7. Homep cepii: 10924 PoamMip cepii: 37785 wr
8. flata BupobHUuyTRa: 09.2024

S. flaTa 3akiH4eHHA TepMiHy npuaarHocTi: 09.2027

10, Ha3BW, agpecn Ta HOMEpU RILEH3IT BupobneHo, BKAKYAIOYM MaKyBAHHA/MAPKYSaHHA Ta KOHTPOMb AKOCTI Ha AilsHuul 3

BCiX  OinbHMUL 3  BUPOBHUUTEa  Ta gUpoBHALTBA PIAKUX Ta M'AKUX AiKapcbkux 3acobis TOB “AKT "®apmaueBTU4Ha

KOHTPONK  AKOCTI: thabpuka" 3a aapecoio MuToMupcbka obn. KuTomupcbkuin pahoH, c.CTaHwmwieka,
syn.Koponewosa, 6.4; nidensia NeAB 598036: ceigouTso npo aTecTaiitc ®OXJT Nel27,
cmripouTBO npo aTecTtaulilo MBJT Ne227

11. CeprudikaTu ignoeiaHocTi GMP panna BCix pinsHuue, HaBegeHUX Yy N.10:

12. Pe3zynetaTtu ananisis!

fokasHUKK Bumoru HTH Pesysnbrarm
onuc Mpo3opa HezbapsHa pPIAMHS i3 CNeLntiYHUM PI3KMM 3aMaxom ‘Bianoeinae
lpenTudikauin 3rinno MKA N3 Bianosinae
MpazopicTs Mpo3zopuit Binnosinas
KonsopoBicTb be3bapeHuUn Bignosinae
BMicT eTaHony Bin 67 % pno 72 % ob/o6 Bianosinae
MikpobBionoriyHa uucToTa 3rigHo MKS 113 Bignosinae
(6'eM BMiCTY KOHTEeWHepPa He meHiue 50 mn Bianosinae
YnakoBKa 3rigHo MKA N3 Bignoeigac
MapKyBaHHA 3rigHo MKA 13 Bianosipac
KinekicHe BUIHa4eHHA MypaiumH;a KUCNOTa BiNbHE - He MeHule 6.0 mr/r 12.1 mr/r
KinbKicHe BUZHaYeHHA Mypaliitia KUCNoTa 3aranska - 8ig 11,9 Mr/r 1o 12.6 mr/t 12.4 mrir

13, KoMenTapi:
14. 3ansa ﬂ;‘; LM A 33CBiAYYH0, IO HaBeaeHa BuILe iHdopMaLin € AoE ré}pmm a TouHoio. Lo cepilo npoay«uii ?ynosgﬁgkﬁgneﬁu
ceprudpixauio:  (BKnYaOUN naKyBaHHﬁIMapKyBaHHﬂJ Ta NpOBENEeHs KOHTRONL 1l AKOCTI Ha BuLle3a3Havuerin gineRull Y -
pinnosigrocTi 3 BUMaramu GMP, BCTaHOBNEHUMHU wc!{ SEUICPRIYNFTOPHUM OPTraHOM, a TaK0X anoaajzﬁarsﬁn m}
chneLpbirallin, Wo MiCTaThen Y peeapaumuomy noc(; ﬂpzﬁmkonw ampoﬁﬂﬁu"ma nakysaHHA Ta aH v
nepernaHyTo Ta BCTaHOBJIEHO BiOMOBIAHICTE GMPX; - X
15. MNpizsuuie Ta nocaga ocobu, Aka BUAana no3Bin Ha annycu cepu ) Vnoaﬁ-mﬂaxeua ocoba 3 AKOCT. =5 7
16. Mignuc ocobu, ska sugana no3ein Ha BUMYCK C© epii: > : 17. LaTta nianucards:e FPAr A0
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