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CEPTUDIKAT AHAI3Y Ne 440176

BI®PEH®,
Kancynas mo 250 mr

no 10 kancya y 6xicrepi, no 6 bxricTepie B mauni

Crnan na ofxy xancyny airogux pedeBRH: GeHifyTy 250 Mr

Homep cepii; 1051024

Hara supoSaunTsa: 31.10.2024
Hata xouTpomo: 13.11.2024

Homep Teaedony: +38 044 281 23 33
E-mail ¥nosnoonaeno! ocolie VA_QP@ncino.swisy

Ne peectpauiitiiore nocpigueHs;
UA/12087/01/01

Tepwmin gif peectpattiiinoro
TOCBIANEHHS; 6E3CTPOKOBO

Kinsxicrs mpomyxii s cepii: 15958 o, yi.
Tepmin npupataoeti: 10.2026

Konrpons sinnosizuo zo: MK 13 Bix 07.05.2024

HAUMEHYBAHHS TOKATHRKA

Omue

Inenrudiraiin

. Imentudikauis

Cepennst maca smicry Kancym

Onwopinaicrs nozonanimy
OMHHHETE
AV

cepeane
MAaKCHMYM
Mimisym
RSD
Posursenus
cepeame
piBeHs
MaKCHMYM
MiHiMyM

Cynporiani mominmen

e

BAMOTH HOPMATHBHO]I [OKYMENTAIT
Taeppi skenaTHEOB] kancymy, 3 Ginoto HEIPOIOPOIO KPHIIETKCIO Ta

PEIYABTAT

Binnosinag

Gimn Benposopm kopiycom. Baicr Karcyn — nopolnok 6inoro abo
Maibke 6lnoro konsopy. omyckaersen naphicrs CHpEcoBATIx
CTOBIHKIB 260 IPYNOTOK, AXi NPH HATHCKARHI posnagaloTLCR.

1. Yisrpadionerosutt cuiekrp mormsmanms BHOPoSOBYBANOTO poswHNy,

Binnosigac

OTPHMAHOrG NIPH NpoBenenni Bunpolysanns «Kinpkicne BH3HAHCHHAY, Y
Aianasoni sig 220 5M 10 300 M MOBHEEH MaTH MaKCHMYMH, MiiMyMn
TIONTHHAHHA T4 7CH] IPY THX CRMHX JOBXHHAY XBIIE, IO |
yisrpagioneropuit cnexTp morAuHANHA PO3YHRY HOPIBHARNSA {E 2 M),

2. Ha xpomarorpami sunpofosysanioro po3uuny Mae crocrepirarien

Binnosinac

QCHOBHA nAAMa Ha pIBI[l OCHOBHOI IAsIMH Ha kpomamrpam po3unny
HOplBl{HlIHH, iifs] m,unoamae 1t 33 pDBMlpDM Td KONBOPOM.

332.5 - 367.5 mr (350 Mr 5 %)

=15 Kpurepii npmiinsrrocTi Mators sianosinarn
suMoram JIGY, 2.9.40.

> 80 % (Q) denibyTy 22 30 xs.

=80 % (Q)
280% (Q)

C.1iz2

351.9 mr

Bintiorigace

Binnosinac
Binnoninac
Bimnosinac
Bignorizae

Binnorinae
Bimmosinae
Binnorinae
Bianosinae

bpan SIS
A4 %%/?




HAHMEHYBAHHSI nﬁimsrmfa([ - BEMOT'H HOPMATHBHO! JOKYME eaTAl PEIVALTAT

Byus-axoi necneisbirosamol <0.10% ' Bianoninac
RoMimxy ’ |
Homivia 4-(eximiponinon-2 =0.15% Binuosixac
C}rma JOMIIIOK [ < 1.0 % BiﬂﬂﬂBi}lﬂE

' Kinbkicne Buanayenny ' 237.5 - 262.5 my/xanc, © 252.8 Mr/xanc.

I

" Ynaxoaxa J TlosuHHa BiguorinaTH BrMOras M JT3.  Bignosinae

: Maprypainia ! IloBrEHO Bignorigar: BuMoraM MK JI3, Binnopinae

: . -l — e . - et e - iea. . A . . . . N -

Koutpoms 3a nokasmmxom "MikpobGionoriuna wmerora® 3piiCHIOETECA B pesci MOHITOPHEIY Ha nepwmiit cepii =
poui Ta e pigme, Hixk na Koxmil 10-i cepii. Pesymmrary MOHITOPUHTY BimnoBixaroTs BCTAHOBJICHIM BHMOTAM.

Baenosok: Bianosinace Bumoram MICGT I3 sig 07.05,2024

Kepirusx JTICS Aap's KOCEHKO 13.11.2024
Heit noxyment mignnecanit s CREKTPOHHOMY BRIMIANI Ta Nie Gez BJIACHOPYYHOIO HiamHey,

Bucnosox:

Hem ¢ DiXTBepILKYI0, To NpHBEReHA BMMe indiopmanmin ¢ mocroBipHor i Toumolo. IOa  cepin Gyna
BHIOTORJICHA  (BRIOYAIONH YOaKOBKy/Mapxysanns) i byes  mposexenmii KOHTpone i  s#Akeoeri 1na
BHMesRazanii  pinnumni Yy mnoBuiif Bigmomigmoeri 3 BEMOTAMH  GMP, a Takox ¥ Bimnonigaoeri 3§
coennbiramismy, #ri micrarses g peccrpamiiimony  moche, pororonn BHPOOHHUTBR, ynakoBRH 1Ta
anaxisin Gynmn neperasgyTi i BeTanosMens BinnoBixHicTs BHMoranm GNMP,

IIpenapar nozsoncio A0 peanizanii,

Vnosuosaxena ocofia Oxkcana JHEHKO 14.11.2024 Pt

Llett noxyntercr miAnscani B CHEKTD dmeMy Buriani Ta gie Gez pnackopyusoro migme,
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