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Cepragikar sxocri Ne 171 sin 14 nunnsa 2023 pPOKy

Hazga aikapenkoro 3acoby  BIDOK® IC

Jlixaperka gopma, TadaeTKH

Ho3yBaRHs

-

Peccrpauiiine noceiquenns UA/14315/01/01 3i 3minamu gie Bescrpokono

Jitenzin BupoGHHUTBO NikapehKux 3acofis cepist AE Ne293499 pin 20.02.15 P
65080, Oneceka obnacts, M. Ozeca, Jhoctnopderka Jopora, 6yn.86 -
niuensia depxasnoi cnyxbu Yxpainu 3 nikapcexux 3aco6is Ta
KOHTDOIIEO 32 HapKOTHKaMH Bix 14.01.21 p.

Micne nposamceras 65025, M. Oneca, 21-ii kM Crapoxuisesxof nopory, 40-A

AL OCT] :

Ceprugixar GMP T 024/2023/GMP mie 1o 23.12.2025 p.

Homep cepii
Posmip cepii

1710723
5521 ymax, Ne 10

Hara pupobaunrea 05.07.2023 p. .
Cxaan na oxmy Tabnerxy ibynpodreny 0,2000 1 koneiHy gocdar remiripar 0,0128 r (v

1ICPEPaXyHKY Ha KOACIHY OCHOBY MoHoTiapar) 0,0100 r

Ananiz nposenene srixno 3 MKS 3i sminamu Nel-3 o p/m UA/14315/01/01

Haimenysanna c
P Bamorn MK Pesyneraru Bunpoysans
1 2 : 3

Onuc Tabnerin 6inoro abo Maiixke Ginoro KOIEOPY, Tabnetkn Maibie Ginoro KOIbOpY,
TUIOCKO UMAIHAPHHHOT hopmu 3 dackoto. Ha TLIOCKO LMIIHAPHYHOT (opmu 3 dackoro.
ORHIH noBepxiui TabneTku Hadecenmit T0BapHu# | Ha opnili nosepxui taGnerky
3HAK NiAPHEMCTRA, Ha Jpyriii [IOBEPXHI HAHCCCHHH TOBapHHHE 3HaK
TabneTku - pHeka. MiANpHEMCTBA, HA APy s NoOBEpPXHI

TAGNEeTKH ~ pHCKa.

Inentndixauis

Hacu yrprMyganns nikis koneiny Ta ibynpodeny | Bignosigae
Ha XpOMATOTpaMax BHIPoGOBYBAHOTO Po3UKHY
T4 PO3YHHY MOPIBHANK (C), ONEPKAHHX TIPH
Bunpobysanni «Kinpkicue BU3HAYEHHAY, MAIOTS
CIIBIIAJATH.

Cepenns maca

Biz 0,5700 r no 0,6300 T, 0,6102T

Onnopianicrs
RO30BAHUX OAMHHIET

Bumorn OJIO praxkaomses BHKOHAHHMH, AKIIO | KOJETHY 0CHOBH MOHOriapary — 2,7
NpHAManLHe  YHCNo (AV) ans nepmux 10 _ ‘
OMMHHLEL MeHIle abo JopieHioe 1.1 (15,0), y i6ynpodeny — 11;1

BIACOTKAX. SIKIO MpHiiMATEHe YHCO Binbime L1,
Y BHICOTKaX, BHNIPOGYBAHHIO MiAnaioTh HaCTyITHI
20 omuauLE i oBGuHCHIONOTY NpuHManeHe queo.
Bumors OO BUKOHYIOTBCH, SKIIO KiHuese
NpMHEMaNBHE YU, pospaxosane i3 30 OHHHMIIE,
MeHe abo gopismoe L1, y mincotkax, i JKOJIEH |-
THIMBioyaABHHIT BMICT y [030BaHiH OFHHINII He €
MeHDIEM 3a (1 - £2x0,01)M i e € Ginbmmiv sa {1
+ L2x0,0)M. (1L.2=25,0). - '

S
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1 3

PosunHenns Kpurepi#t npuitnathocri ma pisui St NOBHKEH | Kopeity o0cHOBU MoHOTIAPaTY — 99.8 %

6yTi HC MeHme (Q + 5) % 119 xOKHOT 3 6
| opuHune,  Hino "OZIEpXKaHi - pesyssTaru HE | ifynpodeny — 99,6 %

BifTOBI/IAIOTS KpUTEpio NpUAHATHOCT] Ha piBHi
St, BUTPoGYBaHHA NPOAOBKYIOTH Ha pienax Sz
260 S3. O = 75 %. Yac posunnenns 30 xs.

Cynposigui Hna i6ynpodeny:

,[LOMiHl!_(H

~ RoMitiky B iGynpodeny ne Ginsime 0,3%;
~ nomimkn E i6ynpodeny ne Gimsue 0,3%;
— Gyne-sixof nomimky, kpiv xoMimox B, E
10ynpodeny, He Ginbue 0,2%;

— cyMa doMitok He Ginsute 1,0%.

Hns xopeiny docdary remirimpary:,-

~ N-oxcuay xoneiny ne Sinsie 1,0%;

— KozleiHOHY ne Ginse 1,0%;

- BYIb~AKOT AOMIILIKH, xpim N-okcumy KoJieTHy Ta.

KOoOeinony, He Ginswe 1,0%;

He nerextyernea
He nerextyernes
He merexryerecs
Bimnosinae

He netextyernca
0,07 %

He petexryersca

— Cyma foMimok He Oineine 3,0%. 0,07 %
KinrkicHe puznavenss | Buicr CisHuNO; O (koneiny ocsopu
MOHOTifpaty) B TabneTui Mae GyTu Big 0,0095 ¢ 0,0100 r
710 0,0105 r; C13Hy50, (i6ympodeny) — gin
0,1900 r.mo0 0,2100 1, ¥y TIepepaxyHKy Ha CepesHio | 0,2059 1
MAacy TabneTiu. :
MikpoGionoriyua penapar HANEKHTE oo HEBOIHHX
YHCTOTA™* HECTEPUITIBHMX  mikapcekux . 3acobiz  jig
OPaNbHOI0 3aCTOCY BAHHSL
3araneHe YHCAO AepoBHUX MIKDOOPTaHi3MiB
(TAMC): kpuitepiit mpuitsTHOCT - 10° KYO/n 50 KyOrr
3arankHe HHCNO APLKKOBMX Ta  IUNCeHEBHX |
rpubis (TYMC): xputepiii npuiinstaocri - 102
KYO/r _ Menme 25 KVO/r
Bincytricts Escherichia colin 1 T IIpenapary. Biznosigae
Makyganus Ilo 10 tabnerin y Baictepi; no 1 Gnicrepy s Bigmosinae
: adni : :
Mapkygeanns 3rifiHO 3 TEKCTOM MapKyBaHHS 10 p/n1 3i aMinamu Binnorinae
TepmMin npraatHocTi 3 poxu - Ho 08.2026 p.

* - Kontpons aanoro tecty nposomsrs

E HCACOBAHUX TAGTETKAX KOKHOT cepif npemapary.
** - Kourpons ganoro TCCTY NPOBOIATS ANA komHOT 11’4107 cepil rotosoro ApenapaTy y 38’A3Ky 3 BLAMIOBIAKICTIO BHPOGHANTRA

I3 Brvoram HBIT (GMP)

Ang xoxHol 0’4707 cepil rotoRoro nperapary

¥ 3BA3KY 3 THM, 1O e TECT KOHTPOMIOK TS

Bucunosox: BIGOK® IC, Tabneriu Ne

p/m UA/14315/01/01.

3asBa npo ceprudikaniio:

10 cepii 1710723 signosinac pumoram MK 3 aMinamu Nel-3 po

1M 5 3acBiggyro, w0 HasegeHa BHIIE iHpOPMALIis € ROCTORIpHOWO Ta

TouHor0. Lo cepiro npoxyxuii Byno BupoGneno (Bxmouaroun NAKYRAHAA | MapKYBaHHS) Ta NPOBEACHO

KOHTpO/b 1 SKOCTI Ha BHWesasnaveHidl nimbhwu

Y TNOBHIH BifAOBiAHOCTI 3 BUMoramu GMP,

BCTAHOBMEHMMH PeryJISTOPHUM OpraHOM Ykpainu, a Takox BignosigHo mo cneludikantii, mo MicTaTses

Y peecTpauidinomy paocee. IMporokomu s
BCTAHOB/IEHO BIANOBIAHICT: GMP,

3acTynuux renepansuoro nnpel?;
/YnopnoBaxkena oco6a A
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poOHHLTEA, MAKyRaHHA Ta aHamiaiB Gyno mepermanyTo Ta




