ARTERIUM

AkuioHepHe ToBapucTBo "KuiBmeanpenapar”

Honarok 1 no Ceprudixary sikocti

Ceprudikar ananizy Ne 145976
Enananpusi

Taduerxu no 20 mr, no 10 Taéaerox y Gricrepi, 2 Giicrepu B nauui

1 raGierka MicTHTH eHANANPHUIY MaJleaty y nepepaxyBanni Ha 100 % peuouny 20 mr

Cepisn 0087377
Kin-1b B cepii 49,422 Tue. yn
JHara BupoOHunTEa 22.12.2023
Jlara Bumaui 05.01.2024

Anaji3 BUKOHaHO Y BINOBIRHOCT] 3

MK31 JI3 no peecrpaniiinoro nocsiguenns NeUA/8867/01/02, amina Nel, Ne2, Ne3, Ned,

Ne§, smina no MKS1JI3 pposain "Mapkysaunns', 3mina Texcty Mapkysanns jo PII
Ne/8867/01/02 (naxa3z MO3 sin 26.04.2019 Ne992).

aepoGHux Mikpooprauismis (TAMC) -
1000 KYOB 1.
* - KOHTPOMOETHCA KoXKHa 10-Ta cepisa

Ne | HaiimeHyBanus nokasHuka Bumoru MKSI/AH Pesynrrar ananizy BuchoBok
1 | Omue Tabnetkn kpyrinoi gopMy, 3 ABOONIYKIIOW Binnosinae Binnosinae
NOBEPXHEI0, Ginoro a6o maiixe Ginoro
KOJIbODY, 3 BinbuTKkoM "20" Ha ogHOMY
Gori.
2 | Inentudikanis BEPX Binnosinae Biamosizae
3 Cepenna Maca, Mr Bing 185,0 mr g0 215,0 mr 198,2 Biamosinae
4 | OnHOpimHICTb J030BAHUX ONMHHITL TTpuiiHATHE YMCIIO TIOBHHHE BiANOBIAATH 1,8 Bianosijae
BAMOraM, 3a3HaucHuM B JIDY, 2.9.40.
AV He 6inpe 15,0
5 | Cynposinui gominiku,% Enananpunar — se 6itsme 1,5 %. 0,28 Binnoginae
Enananpun JUKeTOnMnepasut — He 0,02 Bignoginac
oinbe 0,5 %;
bynp-sixa inma nomiuika — ue Ginpue 0,3 0,07 Binnosiaae
%.
Cyma IoMILIOK, KpiM eHananpuiary Ta 0,1 Binnosinae
€HANANPWITY JUKCTOMINepasuHy — He
Gipe 1 %.
6 | Posunnenus, % TIpenapar NOBHHEH BUTPUMYBATH BUMOTH Binnosinae Binnoginae
JA®Y, 2.9.3 no kpurepiis NIpURHATHOCTI /100-103%/
CTYTIEHS PO3YMHEHHS €HANAlPIILY
maneary (Q) 80 % Bix 3asuaueHoro B
po3aini «! TabneTka MicTUTEY
7 | KinbkicHe BusHaueHus, Mr Binx 19,0 Mr o 21,0 mr enananpuny 19,8 Binmosinae
Majieary B OfiHill Tabnerii.
8 | Mikpo6iosoritaa yncrora Kpurepii npuiinarnocri: 3arajbne yucno Bianosinae Binnosinae

R

Kpurepii npuitastaocti: 3aransue uncno
JpDKIKOBUX 1 ruticeneBux rpubis (TYMC)
-100KYOB 11

* - xoHTpOMIOETHCS KoxkHa 10-Ta cepis
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Bincyrnicrs Escherichia colis 1 1.
* - KOHTPONMIOETHCs KoxkHa 10-Ta cepis
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2% ARTERIUM

AkujoHepHe ToBapucTeo "Kuismeanpenapat”

Honarox 1 no Ceprudixary sxocti
Ceprudixar ananizy Ne 145976

Enananpun
; Ne | HaitmeHyBauus roxasHuka Bumoru MKS/AH]T Pesynbrar ananisy Bucuosox
i
l 10 | Ynakoka 3rigno MKJI JI3 Bipnosinae Bignosinae
Tepwmin npuaarnocti: 2.00 pokis Mpunarauii no: 30.11.2025
YmMoBu 30epiranns: B opurinansuiii ynaxosui, npu remneparypi ne ume 25 °C,
ByCHOBKY: Binnosinae Bumoram MKSI JI3 no peecrpauiiinoro nocsinuens NeUA/8867/01/02, 3mina Nel, N2,

Ne3, Ned, NeS, 3mina no MKH JI3 pposnin "Mapxyaamm", 3MiHA TEKCTY MapKyBauna go PIT
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AKILIOHEPHE TOBAPHCTBO "Kuismeanpenapar”

Cepruoikar sixocti Ne 146645

Enananpua

Cepis 0087377

Cuna nii/ akrisricrs, nikapewbka Tabnerin 1o 20 mr, 1o 10 Tabnerok y Grictepi, 2 Gnicrepn B nau

dopma Ta posmip I raGnerka MicTHTh enananpuny mMancary y nepepaxysausi Ha 100 %
peuoBHHY 20 mMr

Hassa ta teneon Bupo6HuKa AT «Kuismennpenapar», /(. (044) 490-75-22

Hasna kpainn/ kpaiu npuznayens Vkpaina

JUIsSt cepit

Peecrpauiiine nocsinuens, TepMin NeUA/8867/01/02, nie 6e3cTpokoso

Aif

Posmip cepii 49,422 THc. yn

Jara Bnpo6uuirea 22.12.2023

Tepmin npunarrocti 2.00 p.

Mpuaaruuii xo 11.2025

Ymosn 30epiranns B opurinanshiit ynaxosui, nipn Temnaeparypi ue suue 25 °C.

Bupobuuua jginsumus Hinbrnus Ne2 uexy 3 BUpoGHHITBA TBEPLHX opm roroBux Aikapcbknx
3acobiB

Alpeca BupoGHHUOT ginbHIN] Ypaina, M. Kuis, syn. Cakcarancobkoro, 139

Alpeca Ta Micie npoBeAcHHS Yipaiua, 01032, M. Kuis, Byi1. Caxcaraschkoro 139, Bimuin KOHTPOJIO SKOCTI

KOHTPOJTIO SIKOCTI

Jliuensis Ha BHPOBHHLTBO AL No295498

CBia0UTBO Npo arecraiiio Ne507 min 16.02.2022 p.

Ceprudrixar siznosianocri GMP Ceprudixar signosignocti GMP Ne030/2023/GMP

ITpokonTponsosano Bianosinto no M JI3 z1o peectpauiitnoro mocsizuenns NeUA/8867/01/02, 3mina Nel, N2,

BHMOT Ne3, Ned, Ne5, smina to MK JI3 pposzin "Mapxkysanus", 3Mina TekcTy
Mapkysants 10 PIT Ne/8867/01/02 (naxaz MO3 sin 26.04.2019 Ne992).
(Pesynbrary ananisy nasegeni s Jlogarky 1)

Ho3ssoneno 1o peanizauii

«llim s sacsizuylo. wo  wasexena mue indopmauis ¢ zocrosipuoto  Ta  tounoio. Lo cepito upoaykuii  Gyao  supodreno
(BKMOUAIONN  NAKYBAHHA Ta  MapKyBaHHR) Ta NPOBCCHO  kOHTpOML 1T akoCTi Ha  Buesaswaueniit Ainwimg y nosuiil signosianocti
3 BHMOAMH GMP,  meranosaenumu  sicuenmm PETYATODHAM  OPraloM, & TakoX BINOBIAHO 20 cneundikauiii, wo AHcTITHEH y
pecerpauiiinomy  nocee.  Tpotokonn BHPOOHHUTBA, Nakypawws Ta  anajuisis Oyno  neperngHyTo Ta  BCTAMOBHCHO  BIANOBLUTICTH
GMP»

-
Yrosuosakena ocoba 3 SKkocTi ' AA{
05.01.2024
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