CepTtudikar aHaniay

A

NoroTun

Npoaykr BIONEKTPA MATHESIYM DOPTE, rabnetku wunyyi no 243 Mr no 10 1a6m0Tox y Ty6i. no
1 TyDi & kapTOHHIl kopobili 8 MapkysaHHsm YKpalHCEKOO MOBOO

Kpaina-Bupobumi HiMewuuna

Cepisi Ne 2112294

Homep cepTudikata aHanisy 1

Pasmip cepii 9850 ynakosok

fata BupoBuuuTea 15.11.2022

Tepmid NpuaatrocTi 11/2025

Homep peectpayjiioro noceiguerns

nepepeectpadii 21.08.2019)

UAM3855/01/01 eig, 10.10.2014 TEpMIH AiF ReobMexeHuit (pata

Ceptudsixar GMP

NeDE_BY_04_GMP_2020_0112 sig 27.08.2020

JliueHansa Ha supoBrnyTEo

NeDE_BY_04._MIA_2020_0107 eix 10.10.2020

Aioui peuosukm

1 TaBneTka wvnyya micTuTs! MarHito oxcwny" nérxoro 403,0 - 4352 mr,
1o BiAnosiaae iowis Mario 243 mr (=10 Mmons)

; CHELUGIKALIA " PE3YNLTAT
30BHILLHIM BUrMAA TaGReTKU WkNyqaT Kpyrni, Big Giroro go Girnoro 3 Blanosinae
BKPANNEHHAMK FNOCKOUMITIHABIYAI
TabneTiw, 3 rMagro nosepxHero Ges
NOWKOAKEHS, 3 BiffTuckoM «HERMESY a
onHore Boky
3anax TabneTku unyyor JiumonHuA Bianoeinae
SOBHILLKIA BUrNSA POIUHY: BesGapaHuil, Hernpo3oPMI POAYMK, KN Bignoeinas
He MICTUTb CTOPOHHIX BKMIOYEHS,
Sanax / cMak poatnHy TumonHuék Blanosigae
iameTtp 24,2 — 258 MM 25,2 MM
- CrilikicTs 80 posnabniosants 30-300H cepefiHe gHaueHHs: 80 H
73-86 H
“ac poanagaHHa He Blnwbiwe 180 ¢ He 6inbie 111 ¢
1 3Hayehns pH posunny 3,847 4,3
KopoThoGTPOKOBIMI TecT Ha cTabinkHicTs Bes amiH, He cknemoTLes Bianosipae
{48 u/554C)
OAaHopiAHICTL A030BaHUX OAMHULE Bignosiato Ao sumor Esp, Papm. 2.6.40 Bianoeinag
laenTuchikauia Marwio MoantueHa MoauTtnena
KinbkicHe BusHadsHHA Markio 95-105% Bia 3ansneHo] KinbkocT 242 5 mr
230,8 - 255,1 mr/tabn
(sasaneHo 243 mifrabn)
| MikpoBionoriuna wctoTa* JarancHa KinkKicTs aepobHux
Mikpooprasiamie: < 10° KYO /r 10KRYO /r
3aranbHa KinsKicTs rpubie: < 100 KYO /1 [<10 KYO /1
BiacyTHA kvLukopa nasvuka e 1 r 8iOCYTHRA

*1-2 cepii Ha pik

§1. wo nignvcaecs HiDKRYe, 3ac8iAYYIO, L0 BYLIEHaBes]
BUpOGnena, BITTIOHAIONM YiakosKy / MapKysaHHa Ta n
¥ NOBHif signoBigHocTi 40 Bumor GMP, BcTadosneHn

ynakoBku Ta aHanisis Syrm nepernsmnyTi | BcTaHoBNRHO iX BianoBIAHICTE GMP "

€Ha cepis e gocToeipHolo | TouHon. fawa cepis nposykuit Byna
POBEACHWI KOHTPONb RKOCTE Ha BUL{e3ragaomy BupobHuLomy caiir
X MICLEBUM PETYAATOPHUM OpraHom. ﬂporo%qpoﬁnmmaa,

Dara 12.01.2023

Ha yxp. NEPEKNAL BIPHUIA

Kepiaxuk koyfp
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