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¥Kpaina, 10014, M. utomup, syn. JlepmoHTOBCHKE, 5, T. 48-11-31, 1/th. 48-11-28
Ceprudikar cepii Nikapcbkoro 3acoby Ne 22832

1. HasBa npoaykuii: IHO3UH NPAHOBEKC

2. KpaiHa-pupobuuk: YKPAIHA

'3. Homep peectpauiitinoro noceigyenwa:  UA/19126/01/01

4. Cuna pii/aKTusHicTs: 1 rabneTka MicTuTb iHO3UHY NpaHobekcy 500 Mr

5, Nixapcuka thopma: TabreTku no 500 mMr

6. Poamip Ta Tun MaKyBaHHA: no 10 Tabnerok y 6nictepi, no 4 Bnictepu y navui 3 M3pKYBaHHAM YyKpalHCbKOI0 MOBOKO
7. Homep cepii: 11024 Poamip cepii: 3 318 wr

8. NaTta BMpoGHULTEA: 10.2024

9. DaTa 3akiHYyeHHy TepMiHy npupnaTwocTi: 10.2026

10. Hasew, agpecu Ta wHomepm niwensii Bupobnero, akniovaioun NaKyBaHHA/MapKYBaHHA Ta KOHTPOAL AKOCTI Ha AinbHAL 3

BCIX  minbHUuL 3 BUpoBHMuTBa Ta BUpOBHUUTBA pIAKUX Ta M'AKmux Nikapcbkux  3acobis TOB "KM "®apmauyesTuyna

KOHTpont  sakocTi: thabpuka™ 33 appecow HUToMUpCHKa 061, MuUTOMUPCHKWI  palioH, ¢.CtaHuwigka,
Byn.Koponsoea, 6.4; nideHsis N:AB 588036; ceigoutso nipo aTecrauilo OXJ1 Ne127,
CBIIOUTBO npo aTecTauiw MES Na227

11. CepTudikaru BinnosigHocTi GMP Ans BCix RiNBHUUL, HaBeneHUX Yy n.10:

12. PesynuraTu ananisis:

fMokazHmku Bumoru HT L PesynstaTu

Onuc ' TabneTku kpyraoi dopmu, sig Maike binoro no HoBTYyBaTO-6inoro BIdE ae
KGNLOPY, 3 ABOOMYKNOK NOBEPXHEID, 3 NErKUM cneuudiyHuM 3anaxom

laenTugikauin 3rigHo MKS N3 Bianosigae

OnHopigHicTe Macu . i omin

CRHONO30BMX NpenapaTis 3riano MKA 113 iAnoginae

Poznapauun He binslue 15 xp Bigmoeipae

Cynposigxi aoMiwku 3riaHo MKS N3 Bianosigae
KinbKicTs [HO3uHY NpaHobekcy, wo nepeiiwna ¥ PO34uH 38 15 x8, Ma€e Binnosinae

PeiMnenny 6yTu He MeHne B0% (Q)

OanopiguicTs noszoBanux 2 T

OnMHULD 3rinHo MKA 13

Mikpobionoriyua yuetora 3rigHo MK$ N3 ’ Bignosinae

MakysaHusn 3rigHo MKS N3 Bignoeigae

MapkyBaHHs 3rigqo MKS N3 Bianosipae

CepenHa maca TabneTku 650 Mr+ 5.0 % 651.25 Mr

icT i Npadobexcy y nepepaxyHKy Ha cepefHio Macy oaHIel
KinbkicHe Buanavyenns E:é;;;’;f””y paxobexcy y nepepaxyHky P 493.6 Mr

npu BUNyCKyY: Big 475 Mr go 525 Mr
nij 4ac 36epiradHs: gig 450 Mrao 525 Mr

13. KoMeHnTapi: - -

14, 3asBa an; Uum A 3acsiguyio, Wo HaseneHa sulle iHhopMaLin e ,aocﬁgipnc_n_t_o Ta To4Hotw. Lo cepiio npoayKuii ﬁyno EVIPP?ISHQHD

cepTudikauino: (BKRHOMaI0MHK naKyBaHHﬂ/MapKyaaHHﬂ) Ta npoBe,ﬂer Koprc‘:i;ph Il AKOCTI Ha BUILE3a3HaYeHin ,ulemeuis yHrloao
BIANOBIAHOCTI 3 BUMOramMu GMP, BCTaHOBNEHUMU MICLEBUM DEryISTOPHUM OPraHoM, a TakoX BiAnas ;1 i:éq L
criedudikauii, wo MicTaTeca y peecTpaLuinHomMy no%;,;ﬂpﬁﬁ}ggﬁ@ BUPOGHUUTRA, nakyBaHHs Ta aHanlzle Gy
NEPErNsHYTO Ta BCTAHOBASHO BIANOBIAHICTL GMP, Fot o\ \ Ve P

15. Npiseuwie Ta nocaga ocobu, ska BUAana po3ein Ha Bunyck Ge] .m f-ynggkosaxrena ocoba 3 ”K.OCﬂ ] !

16. Nignuc ocobu, ska BuKana Qosein Ha BUNYCK cepii: eV 4T S 17. Data MANACEHHS: A /¢ /s e Ly
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