LlicHus Ha TepuTopil Yepalu

TOB "OKMN "®APMALIEBTUMHA GABPUKA"

M. XKuToMup
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Vishpha

datipune nivis
Cydancni Goprayist sRoRoB’s

Ykpaita, 10014, M. XKuromup, By, JlepmorToseska, 5, T, 48-11-31, T/¢p. 48-11-28

Ceprudikar cepii nikapcokoro sacoby Np 19023

1., Haszsa nponyxyii AMIA}_‘
2. Kpaina-supoGHuk;: YKPAIHA
3. Homep peecTpauiiinoro nocsigqenns:  UA/3179/01/01

4. Cuna ail/akTNBHICTS!?

5. flikapceKa hopmai
6. Po3mip Ta THN nakyBaHHA:

7. Homep cepil:
8, flava BrpobHUUTEA!

44 mn

PO3YUH A5t 30BHILUHBLOrO 3acTocyBakHa 10 %

1o 100 mMa Y (hnakoHax 3 MapKyBaHHAM YKpPaiHCbKOIO MOBOK
60524 Po3smip cepii: 17660
05,2024

100 M NpenapaTy MICTUThL: aMiaky PO3HUHY KouueHTposarore (y Buriani 25 % PO3UNHY)

T

9. flaTa sakiHueHHA TepMiHy npuaaTHocTi: 05.2027

10. Hasew, agpecu Ta Homepu niuedsii BupobneHo, BKAWOHAYW NaKyBaHHA/MAPKYBAHHA Ta KOHTPONbL SIKOCTE Ha RinbHUUl 3

BCiX  AinbHUUL 3 BUPOGHMUTBA  Ta pupoBHMUTBA PIgKUX Ta M'AKUX AlKapCbKuX 3acob6is TOB "AKIM “"®apmalesTvyiHa

KOHTROA  AKOCTS: dabpuka® 3a agpecoi MutoMupceka 0671, 2KUTOMUPCLKWIA  paidoH, c.Cranuwiska,
BY . Koponbosa, 6.4 nieHsis NeAB 598036; caipourso npo avecrauilo OXJI Ne127,
csipouTao npo artecrauin MBJl Ne227

11. Ceprudikaru signosinnocti GMP nns Beix pifbHUWLE, HaBegeHnX y 11.10:
12. PesynwTaTtu aHanisis:

NoxKasHnKu Bumoru HTH, PesynsraTn
Onuc Ha MOMEHT BUNYCKY: Npo3opa, Besbapsxa, NETKA, AyXKe AYXKHa PianHa Binnosiaae
3 pl3KMM 3anaxom.
Ha Tepmin npuaaTHocTi: nposopa, 6esbapera, NeTKa, AYXKe NyxHA
piavia 3 piskum 3anaxom. JOrnycKaeTsCs, Npu 30epiranhi, HagsHICTL
BANCKITOK (/UM sierkol KanamyTi
{npenTudikauis 3ripHo MKS 113 Bianosipae
. Ha MOMEHT BUMYCKY: npozopmm ; :
Mposopicty Ha Tepmin fpuraartHocTi: npenapaTt mae By Ty TPo30pUM abo roro Bianosinag
KANAMYTHICTL HE MAE NEPesULYBaTI KanamyTHOCT] eTaora |
Koneoposicts BesBapsHuii Bignosinae
Baxkki meTanu He Binsiwe 0.0001 % Bianosinae
PeyoBuHY, WO OKUCIIOIOTLES BurpuMye BunpobysamHa Bianosipae
06'eM BMicTY KoHTeRHepa He mexuie 100 mn Binnoginae
flakysaHWA 3rinHo MK N3 Bignoeigae
MapKyBaHHs 3rigHo MKS 13 Binnosifae
Cyxuit 3anMLoK Ha MOMEHT BANYCKy: He Glnbwe 0.02 r/n~ 0,01 1/n
Ha Tepmid npuaaTHocTi: He Binbie 0.2 rin
KinaKkicHe BU3HaveHHA Bin 9.5 % 40 10.5 % M/M 9.9 %

13, KomeHraph
14, 3asnsa npo
ceprudikanio:

LM 8 3acsiguyo, U0 HaseeHa sule iHgopMaLlia € Aoc*roalpﬁo;o Ta TouHow. Ll ceplio npogyKuu 6yno BVIpOGJl(,HO
(RKJTOMEIOYM NARYBAHHS/MAPKYBAHHA) T IPOBEAGHO KOHT&dnqll AKOCT] Ha BULLe3a3HaYvenii AlbHLL Y NOBHINA
sinrosigHocTi 3 BuMoramu GMP, BCTaHOBNGHUMU MiCLI@BAN pef‘yﬂﬂTOpHMM opraHoM, a TakoX BiUNoBiAHO Ao
cneyudikauii, Wo MiCTATLCR Y peGCTpauMHomy nocse. NP63 W BMPOBHULTEE, NaKyBaHHs Ta aHanizis Byso
reperfsHyTo Ta scrarosneHo sipnosipRicTs GMP. ;

15. MpissuLye Ta nocana ocobn, AKa BUZANE RO3BIN Ha BUNYCK €
16. Mignuc ocobu, AKa BuAana [O3BIN HA BUMYCK ceplit

2 “‘u
> 1) !}p ”{/B)KG‘HER ocoba 3 AKocTi

17. fava nipaucanus: f§7 @) 0 J0247
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