Axuionepre TopaprcTso "Kuismeanpenapar”

Ceprugikar sxocti Ne 169194
Menpiatopa®

Cepis

00984380

Cwuna aii/ akTHBHICTB, NiKapcbKa
topma Ta posmip

TaGnerky 1o 20 mr, no 10 TaGnerox B 6aictepi, no 5 Grictepis B nayui
1 TabneTka MiCTHTB iNMiJakpHHY TiAPOXIOPH MOHOTIIPAT, B NIepepaxyHKy Ha

He3ponHy peyoBuHy 20 mr

Hasga Ta Tenedon BHpoOHHKa

AT «Kuismennpenapar», T/¢. (044) 490-75-22

Ta3ga kpaitu/ KpaiH IpU3HAYEHHSA
Jutst cepii

VYkpaina

Peectpauiiine MOCBiI4YEHHA, TEPMiH
nit

NeUA/18462/01/01, nie no 30.11.2025

Poamip cepif 4,528 THC. yNI

Jlara BHpOOHMIITBA 19.06.2024
—"fepMiH NPHAATHOCTI 2.00 p.

[Mpunatuui no 05.2026

YmoBH 30epiranns

B opHrinasbHiil ynakosii npx Temnepatypi ve puiie 25 °C.

Bupobunua ainpHuns

Jinexuus Nel nexy 3 BHpoGHULTBA TBepAHX (OPM FOTOBHX NiKAPCHKHX
3acobiB, Jlinuuuus Ne2 Liexy 3 BApOGHHUTBA TBEPAHX GOPM rOTOBUX
NiKapchkHX 3aco6iB

Agnpeca BHpoOHHYOT ALBHHII

Vipaina, M. Kuis, ByJ1. Cakcarancekoro, 139

Azlpeca Ta MiCLIe IIPOBEIEHHS
KOHTPOJIIO SKOCTI

Vkpaina, 01032, m. Kuis, Byn. Cakcarancekoro 139, Binain kouTpoio AKOCTI

Jlinew3is Ha BHPOGHHLTBO

AE No295498

Csigourso npo arecrauii

Ne507 Bin 16.02.2022 p.

Cepruikar siznosiznocri GMP

Ceprudixar signosiznocri GMP Ne030/2023/GMP

TpOKOHTPONBLOBAHO BiAMOBIIHO 10O
BHMOT

MK JI3 no PIT NeUA/18462/01/01, Teket MapkyBanns no PIT
NeUA/18462/01/01 naxas MO3 (Big 30.11.2020 Ne2759) (PesynbraTd asanisy

Haseneni B Jlogarky 1)

Jlo3soneHo ao peanizauil

«LlHM A 38CBIMUYI), WO HameAeHa BHWe indopmamis € J0CToBipHOI Ta TouHowo. Ll cepilo npoaykuii 6yno  BupoGneHo
(BKNIYAIOYH TIAKYBAHHA T4 MApKyBaHHA) Ta [pPOBEJEHO KOHTPONL ii AKOCTI Ha BHINE3Aa3HAYCHIH NiALHALL Y TIOBHIH BiATIOBIAHOCTI
3 BHMOraMH GMP, BCTAHOBNEHMMH MICLCBMM PETYIATODHMM OpPraHoM, a TakoX BIANOBiAHO 70 croeuu(ikauiif, wo MICTATHCH Y
peecTpauiitomy  aocke.  [IpoTokonM BMpOOHWITBA, NaKyBaHHs Ta aHAmsip  Oyn0 nepernAHyTo Ta  BCTAHOBIEHO BLANOBIHICTE
GMP»

Ceitnana MAJIbBIHA

09.07,2024 d

VroBHOBaX<eHa 0¢0Da 3 AKOCTI




#% ARTERIUM

AxuioHepxe TosapucTeo "Kuismeanpenapat”

Jomarok 1 o Ceprudikary sxocTi

Ceprudikar anamizy Ne 169131

MeniaTopa®

Tabnerxu mo 20 mr, no 10 tabaerox B Gaicrepi, no 5 Gaicrepis B nauui
1 TabaerKa MiCTHTB iNiAaKpPHHY riApoOXI0pHI MOHOTIAPAT, B nepepaxyHKy Ha Gessoany pedosHuy 20

mr
Cepin 0098480
Kin-ts B cepii 4,528 Tac. yn
[Jlara supoGHuLTBA 19.06.2024
JHara Bujaui 09.07.2024

Anarni3 BUKOHaHO Y BiANOBIAHOCTI 3

nHaxa3z MO3 (Bia 30.11.2020 Ne2759)

MKS JI3 no PIT NeUA/18462/01/01, Texct mapkyBauus ao PIT NeUA/18462/01/01

Ne

HaiiMeHyBaHHs NoKa3HHKa

Bumoru MEKSVAHL

Pesynerar ananisy

BucHoBoK

Onuc

Tabnerku Ginoro abo maibke Ginoro
KOJIBOPY, Kpyri10i GOPMH 3 IIIOCKOIO
MOBEPXHEIO, 3 (ackoo

Bignosinac

Bianosijgac

Inenrudikanis

VnsTpadioneToBwil CnNekTp NOMMHHAHHA
BHNPOOGOBYBAHOTO PO3YHHY,
npHroToBanoro B po3aini «Kinskicke
BH3HA4YCHH», B 06z1acTi Bix 230 M mo 300
HM NOBHHEH MaTH MakCHUMYM TIpH Tiif xke
JIOBXHHI XBWI, 110 1 po3uun C3
inmigaxpuHy rigpoxnopua rigpar (268 + 2)
HM).

Bignosinac

Bianosijnac

OaHOpiAHICT MACH U OIHHHII
ZI030BAHOTO JliKapcLkoro 3acoly

He 6inbie 2 i3 20 iHAMBiAyanbHHX Mac
MOXYTh BIAXHIIATHCS HA BEAHYHHY, AKa
nepesuuiye £ 7,5 %. [Ipn upomy xoana
IHAMBIAYANbHA Maca He Mae Bi IXHNATHCS
BiZ cepenHbOT MACH Ha BETHYMHY, AKa
nepesHiye £ 15 %.

Bianosinae

Bianosigae

OnHOpIIHICTS H030BAHUX OJHHHIL

TIpuiiMalibHe 4MCII0 Mae BiATIOBIAaTH
sumoram JIOY/E€D, 2.9.40.

AV ue Ginsme 15,0 %.

** - micJis NpOBEASHHA Bainauii
TEXHOOTIYHOIO TIPOLECY i HOIHTHBHHX
pe3ynbTarie koHTpomo 10 mocnigosrHx
cepili, KOHTPOMOETBCA B KOXKHiH 10-Ti
cepii.

Binnosizac

Bimnosinae

| CynyTsi nomimku

1-amiHO0-2-11iaH0- 1 -LMKIONEHTEH - HE
Gusie 0,25 %,;

Bimnosinae

Bianosigae

Byap-sika iHma HeiieHTH}iKOBaHA
Jomiuika — ve Ginsme 0,1 %,

Bimnosinae

Bianoeigae

Cyma nomimwok - He 6inpwe 1,0 %.

Binnosinae

Bianosinae

Po3uunenns, %

[Mpenapar Mac BHTPHMYBAaTH BHMOTH
JAOY/ED, 2.9.3 npu pernamenToBaHii |
CTYMEHi PO3YMUHERHS iMiAaKPHHY
rigpoxnopuny 3a 30 xeunuH (Q) 75% ein
BMICTY, 3@3Ha4eHoro B po3aini «Cxuan Ha

0JIHY TabneTKy».

Bignosinae




& ARTERIUM

AxuioHepHe TosapucTeo "Kuismeanpenapart”

Tomarok 1 no Ceprucdixary sxocTi

Ceprudikar ananizy Ne 169131
MepiaTopa®

Ne | HaiimeHyBaHHs NoKa3HHKa Bumoru MKS/AHT

Pesynsrar ananizy BrchoBok

7 | MikpoGionoriuna uucrora Kpurepii npuiinarHocti: 3aransHa
KinbKiCTh aepoGHUX MiKpOOpraHismie
(TAMC) - 1000KYO B I 1.

*¥ - flic/g NPOBEACHHA BaniaLil
TEXHOJIOFIYHOI0 NPOLECy i MO3HTHBHHX
pesynsratis xouTpomo 10 nocnigosHux
cepiif, KOHTPOMOETHCA B KOXHid 10-Tii
cepil

Bianoeijae Bignosinac

Kpurepii npuitiaTHocTi: 3aranbHa
KUTBKICTB APIM/DKOBHX i IUTiCEHEBHX rpHbiB
(TYMC) - 100KYO B 1T.

** . mic/is NpoBENeHHA Bamijauii
TEXHOJIOTIYHOTO TIPOLECY | MO3UTHBHUX
pesyneTaris konTpomo 10 mocmioBHHX
cepiif, KOHTPOMOETLCA B KOKHiH 10-TiH
cepii

Bianosigae Bignosigac

BincyTunicts Escherichiacolis 1 1

** . nicns MpoBeJeHHA Baizamii
TEXHOJIOTI4HOrO MPOLIECY 1 MO3HTHBHHMX
pe3ynbTaris koHTpomo 10 nocninosHuX
cepili, KOHTPOJIKOETbCA B KOXHiH 10-Tiit
cepii

Bimmosinae Bignosizae

8 | KinskicHe BU3HAYEHHSA, MI' Bwicr imigakpuHy riipoxaopuay B oaHii
TabnerTii, B nepepaxyHKy Ha CEpeIHIO
macy Tabnerks, Mac 6yti He menme 19,0
Mr i He 6inbise 21,0 Mr,

20,9 Bianosinae

9 | MapkyBaHus Bimnoiauo no MK JI3

Bignosinac Bimnosinae

10 | Ynakopxa Bimnosigno o MK JI3

Binnosinae Bimnosizae

Tepmin npuparsocti: 2.00 pokis

Ymoru 30epiraHus: B opurinansuiit ynakosui npn Temneparypi ve sume 25 °C.

Tpuparaufi po: 31.05.2026

BucHosku: Bianosinac sumoram MKS JI3 no PII NeUA/18462/01/01, Texcr mapkysauns ao PIT

NeUA/18462/01/01 maxaz MO3 (sia 30.11 1020

Hauanesnuk BKA




