UERIUM

AkujioNepHe ToBapuicTeo "Kuismegnpenapar”

TabieTin 4 mr/1,25 MT,

Honarox 1 no Cepruodikary skocri

Ceprugixar ananizy Ne 172139

Ko-IIpeneniag®

Cepis 0088148
Kin-1s 8 cepii 24,710 Tuc. yn
Hara supobuniirea 26.02,2024
Hara sugaai 08.08.2024

AHanis pukoHaKo ¥ BiANoBignoeTi 3

MES I3 Ao pecerpauilinore moeninvenna NelUA/
MO3 ix 29.01.2024 Ne 149),

MO3 aia 12,08.2019 Nel772).

no 10 Tabiaerox y Gicrepi; no 3 Giticrepu y nawui

1l Tabrerka mieTuTh: fteprInonpuay Teprdyrunamin - 4,00 mr, iwganamiz - 1,25 mr

T442/01/01, 3mina Nol, smina {uakaz
TERCT mapryBauns o PI1 MeUA/T7442/01/01 (maxaz

No | Halimenysanng nokasumka

Bumoru MESI/AHT

Pesynsrar anajisy Bucrosoxk

] Onuc

Tabnerin Ginero KOMBOPY, GBANbHGT
JHOpAH 3 prickoro 3 apox CTopIH, I
BHAABIICHAM 30GDaseHmin "+ 3 Koxcnoi
CTOPOHY PHCKH HA 0AHIlH cTopoyi
TabeTin

Binnosixae Bimtonigae

2 ) Dnenrudiraiis

A. BEPX

Binnopinac Bianoninae

B. ¥®-cuckrp

Bimosinae Biamosinae

3 Boaa

Bin4,0% 10 6,0 %

5 Bimnoginae

4 | Pornuenns, %

Kinekiers nepunnonpuny
TeprOyTnitaminy, wo nepefiuma PO3YHH
uepes 30 Xsunun, Mae BUTPHMYBATH
BuMOTH RQIY/€d, 2.9,3, npu
PErRaNMEITIOBaHOMY CTYNEHi poruMHeHNR
HepuHlonpry TepriyThraminy (Q) 80 %
BIA BMICTY, BKa381OrO B po3aini « Cknan Ha
OAHY TabreTky»

Bianosiyae Binmnoaingae

Kinskicrs inganawiny, mo nepeiiuina p
posuni yepes 30 xpunnn, vac
BHTPHMYBaTH BeMory JBY/ED, 2.9.3,
TIPH PETAaMEHTOBAHOMY CTYNeHi
poymHeHA innanamiay (Q) 80 % piy
BMICTY, BKA3aHOIO B po3aiat «Crnaz ga
OIHY TAGACTRYR

Bianosinae Binmosinae

5 Onnopingicrr HO30BANMX QIHHHT,

Ilpuitvaimue suayerm mae BiuioBigaTH
BuMoraM 0y, 2.9 40,

Binnosizae Bianosinae

6 | Cynposigni JoMitngn, %

Iepusrenpuny nomitka B — ne Bianine
1,0 %

0 Bigrosinae

HMepuunonpuny nomiuga F - ”,,, iThILIE
1,0% /@fﬁ%@;

0 Bianoninae

Tvanamigy ﬂomuyg@ ie Binbiue 0

0,03 Bimmoainae

Ginke 0,25 %

Bynb-sxa neigen éi)‘/(osa@féj

0 Binrmosisac

[
> f 7
Cyma nomiok 11% n"@@ﬁ,ﬁ
T,

0,63 Bijnosinac

e
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AruiorHepHe TosapucTao "Kw’r‘amennpenapaT"

Honarok 1 a0 Ceprudikary sxocri
Ceprudikar ananizy Ne 172139

Ko-IIpenenis®

Me | Hatimenypanss nokasuuxa Bumorn MIGSI/AH T Pesynsrar anazisy Bucronor
7 | MikpoBionoriasa wecrora Kpurepit npuitnarnocti: 3aransue YHCO Binuosinae Binneosinae
acpOBRHX MiKpOOpPrasismin {TAMC) -
1000 KYOs t e
Kpurrepii npuiinsrgocri: 3aransue ypeno Bignosinac Binosinae
JAPDKAROBAX | MhiceHenHx rpubie {TYMC)
—100KYQg )
Biacyrwicts Escherichia colj p 1 T. Bimrosigae Bianosigae
8 | Kinnxicue auzsauens, mr Bwmicr nepunponpuny TepTOyTHRaminy s 3,9 Birnosinae
OfiHilL TaBHeTIE Mae GyTH 8ix 3,8 Mr 10 4,2
MT
Buicr inzanaminy y onui Talierii mae 1,2373 Binmosinae
Byt nin L1875 e g0 1,3125 mr
9 | Mapxynanga 3rigeo MICST 13 Bianosijae Binnonigae
10} Viaroska 3rigro MKST N3 Bignonigac Biariorinae
Tepatin npunaruocti: 3,00 pokis Flpnnarani po: 26.02.2027
YmoBH 38epiraus; B opHrinanniii yraropii, npn TeMOepatypi ne Biure 30°C,
Bucnonxu: Bianosixae symoram MK J13 A0 peccTpaniiinoro nncﬂmqelmﬂ NeUAN7442/01/01, 3nsima Nel,

Havanenmic BICS

3mina (waxai MO3 pig 29.01, 2024 Ne 149), Temcr

11 NaUA/17442101/01 (naxas
MOS3 gin 12.08.2019 Ne1772). ‘
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Mool g

Akuionepre rosapucrso "Kuismeanpenapar™

Ceprudikar axocti No 172159
Ko-Hpenenia®

Cepin

0088148

Cuna pii/ akrusuicrs, nikapeska
hopma T2 posmip

Tabnerkn 4 mr/1,25 Mr, no 10 Ta6retox y Baictepi; no 3 Giricrepn v aur
I rafueeTia MicTHTE: nepuigonprny TCpTEYTHAAMIN -~ 4.00 Mp, iHaamanis -
1,25 mr

Hazsba v4 Teaedon supobiniia

AT «Kuienmeaupenapars, 1/, (044) 490-75-22

Hasna kpalin/ kpain npusnaveina
N1 cepii

Yipaina

Peecrpauiline noceinuenus, repwmin
AT

UA/17442/M/01, nie o 12.08.2024

Posmip cepsy 24710 tHe.yn
HNara supobrunrea 26.02.2024
Tepmin npHoaraocti 3.00 p.
lipunarhui 10 02.2027

Yuowu 30epiranns

B opurinamsniil ynaxou:ui, npu Temneparypi e suie 30°C,

Bupobunua alibtunsg

Aineauus Ne2 uexy 3 sHpoBHALTED TBEP/MX (hOPM TOTOBAX JKAPCLKHX
3acobis

Aapeca ppobiruact ainenmil

Vipaina, M. Knis, oy, Caxcarauceroro, 139

Anpeca ta sicue nposeneting
KOHTPOIIO A0 CTH

Yiepaina, 01032, v, Kuie, syn. Cakcaralicbroo 139, Biaain konrpomo swoce

HMinewsia Ha BupoGuuLITEO

AE Mo205498

CrinouTtso npe arecrauic

Ne307 pin 16.02.2022 p.

Ceprudixar sinnosinnocri GMP

Cepridikar pianosinnocti GMP Ne03042023/GMP

Mporontpossosano sinosinao qo
BUMOT

MIZI JI3 no peectpauifinore nocsigyeriin NeUA/T7442/01/01, 3nina Nel
aMina (nakaz MO3 eig 29.01.2024 Ne 149), rexct mapkysansg 1o PI1
NelA/17442/01/01 (raxas MO3 sig 12.08.2019 Nel772}. (Pesyneratn ananisy
Haseaeni B lonarky 1)

[

Ho3sonene no peanizauii
«llum s sacoinaylo. woe  HaseacHa BHILE tHopmalis ¢ JOCTORIPHOIO  TA
(BRIOYAIOUH  TAKYBAHHA T2 MAPKYBAHHS) T4 (POBELEHO KCHTPOAL §T Aw0CTH i

3 BUMoramu

TOUHeR, Lo
BHILEI &3 HAMCHI

Cepig upeilyKkii
LTSI
& TAKOHC BIAMOBIMHO 40 cneunpikaliil, Wo  mMicraTies v

CperisuyTo  Ta

Syno  supoBireio

nosdii  sloBIANOCT
GMP, BCTGHORIEBHMH  MiCHERIM PErYNSYOPHHM  OpraHom,
peectpauifinomy  soche.  [lpoTokomu

GMPy

HH]JOGHH[ITB&[, flakyBsarila - ra BCTANOBACHD  BILANOALIICTE

YnosHoBaMeHa ocoBa 3 ArROCT]

slta TAJIYEHKO




Axuionepre ToBapucTBo "Kuismennpenapar”

Ceprudixkar sxocti

Ko-IIpene

Ne 172349

1ia®

Cepis

0090011

Cura nil/ axTuBHicTD, TiKapcbka
dhopma Ta po3mip

rabnerxu 4 mr/1,25 mr, o 1
1 TabneTKa MiCTHTD: IEPUHI
1,25 mr

Tabnerok y Guicrepi; no 3 Guicrepu y nayui
npuiy TeprGyTinaMin - 4,00 Mr, iHnanamin -

Haszga Ta Tenedon Bupobuuka

AT «Kuiemennpenapar, /¢

. (044) 490-75-22

Hazpa Kkpailnu/ kpain npusHaieHHs
A cepil

Ykpaiua

Peecrpauiline nocsinueHns, TepMin
ait

UA/17442/01/01, gmie no 12.0

8.2024

Poamip cepil 22,359  ‘we.yn
Jara BupoOHHUUTBA 26.02.2024
Tepmin npuaatrHocTi 3.00 p.
[punaruuit 10

02.2027

YMoBH 30€piranns

B opuridanbpHii ynakoBLi, Iy

bu Temmnepartypi ve sume 30°C.

Bupobuuya AinpHHIA

Jinsruns Ne2 uexy 3 BupoGH
3ac00iB

WLITBA TBEPANUX GOPM TOTOBUX JIIKAPCHKUX

Anpeca BUpOGHUYOT AiNbHUIL

YkpaiHa, M. Kuis, ByJ1. Cakca

ranceLKoro, 139

Agnpeca Ta Micue NpoBeACHH
KOHTPOJIIO SIKOCTI

Vkpaina, 01032, m. Kuis, By

. Caxcarancokoro 139, Binaisn KoHTposio SKOCTi

Jlineusis Ha BUPOOHHUTBO

AE Ne295498

CainouTso npo arecranito

Ne507 Bin 16.02.2022 p.

Ceptudikar ianosinsocti GMP

Cepruodikar ianmosiaHocTi C

iIMP Ne030/2023/GMP

TTpOKOHTPOJIBOBAHO BiAMOBIAHO A0
BUMOT

MK# JI3 no peecrpauilizoro
3mina (Haka3z MO3 Bix 29.01

NeUA/17442/01/01 (naxa3z MC3 Big 12.08.2019 Nel1772). (Pe3ynsraTi aHanisy

HasegeHi B onarky 1)

nocsiguenus NeUA/17442/01/01, 3mina Nel,
2024 No 149), Texct MapkyBauHs jo PI1

Jlo3Boniero go peanizanii

«lluM s 3acBimuylo, L0 HaBeaeHa

3 BHMOTramMu

peectpauiliHomMy nocke. [IpoTokonu  BUpoGHMUTBA, JlaKyBaWHs T4 aHafizis  Gyjo [EpEeriAHYTO TA  BCTAHOBNGHO  Bil

GMP»

YnoBHOBaxkeHa 0coba 3 AKOCTI _ / Mapuna TAJIYEHKO
09.08.2024

/)7’%” : % Wz OhO! Y. AL ROA

BULLE
(BKJIOYAIONM MAKYBaHHA Ta MapKyBaHHA) Ta NPOBEACHO KOHTpONb ii sKko
GMP, BCTaHOBNEHHMH MICLEBUM DETYASTOPHUM OPTraHoM,

iH(opMauin € LNOCTOBIPHO

o Tta Tounow. Lo cepito mpoaykuii ©Oyno
cTi Ha BHIUE3a3HAYEHiM AUILHHLI y TOBHIH Bil
a4 TaKkekK BiONOBigHO [0 cnenMdixarii, wmwo Mmi

HpoOREHO
TOBINHOCTI

CTSThCA Y

T0BIHICTH




Cepis

Kin-1b B cepii
Jara BupoGuurTaa
JHara Buaayi

AHaJ1i3 BUKOHAHO Y BIANOBIAHOCTI 3

| AXTERIUM

Akuionepre TosapucTeo "Kuismegnpenapat”

Tabnerku 4 mr/1,25 mr, no 10 TaGaero
1 TabneTka MiCTHTH: HEPUHAOHPHITY TEPTH)

0090011

Ceprudikar anas

22,359 e, yn
26.02.2024

09.08.2024

MKSsI JI3 no peecrpauiiinoro u
MO3 Bin 29.01.2024 Ne 149), T
MO3 Bia 12.08.2019 Ne1772).

Honarok 1 go Ceprudikary
113y Ne 172303

Ko-IlIpenenias®

K y Giricrepi; mo 3 Gaicrepn y mauui
yruiamin - 4,00 mr, inganamin - 1,25 mr

SIKOCTI

ocsinuenns NeUA/17442/01/01, smina Nel, 3mina (nakas
exkeT mapkysanns 10 PII NeUA/17442/01/61 (naxa3

No | HaliMeHyBsaHng nokazHuKa Bumorn MKSI/AH Pesynsrar ananisy Bnchosok
1| Omne Tabnerku GINOTC KONBOPY, OBATEHOT Binmmosixac Binmosizae
(hOpMH 3 PHCKOIO 3 IBOX CTOPIH, i
BHAABJIEHMM 300pOKEHHAM “+” 3 KOKHOT
CTOPOHH PUCKH Ha OJHIH CTOPOHI
TabneTku
2 | Inenrudixanis A.BEPX Bimmosiaae Bimnosinae
B. Y®-cnexrp Bignosinac Bianosizae
Bonma Bin 4,0 % 10 6,0 % 5,1 Bizmosigac
Pozmunenns, % KinpkicTs nepusROnpHIy Bimmorinae Biamosinae
TepTOyTUIIaminy, HIo nL:peiiuma B PO3YHH
yepes 30 XBuimH, Ma€e ‘BH.TpPIMyBaTPl
samvork JOY/E€D, 2.9.3, npu
PETAAMEHTORAHOMY CTYTEHI POSYHHEHHS
nepunponpuay reproyruiaminy (Q) 80 %
BiJl BMiCTY, BKa3anoro B poszini «Cknan na
OfiHy Tabnerky»
KinbkicTs innanamify,|mo nepedinuia B Bignosinae Binnosinae
po3unH vepe3 30 XBUINH, Mac
BATpUMYBaTy BuMoru JJOY/ED, 2.9.3,
TIpH PErTIAMEHTOBAHOMY CTYIICHI
posuuncHHS iHganaminy (Q) 80 % six
BMICTY, BKa3aHoro B po3zini «Cknan Ha
OfHY TabneTKy»
5 ORHOPIAHICTD 1030BaHUX ONHHUIG ITpuiimMansxe 3HaYEHHY Mac BIANOBiNaTH Bianosinae Biamosinae
uMoram 1Y, 2.9.40.
6 | Cynposimni nomimku,% Mepusgonprny fomimka B — ge 6impure 0 Bigmosinae
1,0%
Tepunnonpy pomiuika F — ve Ginplie 0 Binmnosinae
1.0 %
Innanamizy romimka B - ge Ginsme 0,5 % 0,03 Bimmoginae
Bynp-axa HeifenTHdikoBaHa foMiLIKa - HE 0,05 %@%
Ginbie 0,25 % £ZoOPALIS S
Cyma nomimok - He Ginsiue 3,0 % 0,08 * >§;);_noainae \
;‘?ME‘Q{;}{{@A \
X Sm%%ywi = |
1BAHT, ) jé?
N... / y




ARTERIUM

AKLiOHepHE TOBEPUCTBO "Kuismegnpenapar"

Ceprudixar anar

Ko-Ilpenenia®

Honarox 1 no Ceprudikary sxocti
13y Ne 172303

Ne | HaiiMeHyBaHHA NTOKa3HHKa Bumoru MKS/AHTT Pesynerar ananisy Bucnosok
7 | MikpoGionoriuna yncrora Kpurepil npuitusTHOCTI! 3aransHe 9ucio Binnoginae Binnosigae
acpobHux Mikpooprauizmis (TAMC) —
1000 KYOs 1T
Kpnrepii npuitastaocti; 3aransye 4ucio Binnosinae Binmnoeinae
IPDIHKOBHX 1 wricenenux rpubis (TYMC)
-100KYO=r1r
Bincytnicrs Escherichiacolis I . Bignosinae Bignosimae
8 | KinpxicHe BU3HaueHHS, MI Bumicr nepunponpuiy teprOyTiiaMiny B 3,9 Bignosinae
oauiit Tabnerni Mae OyTH via 3,8 Mr 1o 4,2
Mr
Bwicr inpanaminy y onnili Tabnerui mae 1,2661 Biznosigae
6yrtu Bix 1,1875 Mr mo 1,3125 mr
9 MépKyBaHHﬂ 3rigso MKSI JI3 Bianosinae Bianosigae
10 | Ymaxoska 3rigao MK J13 Binmosinae Binnozinae
Tepmin npugarsocri: 3.00 poxis Ipuparuuit po: 26.02.2027
YMoBH 36epiranns: B opurinansuiii ynakosui, npu Temneparypi ne Eume 30°C.
Buchosku: Binnosinae sumoram MKSI JI3 o peccrpagiiinoro ;wenmygmu{g}“UA/ 17442/01/01, 3mina Nel,

3mina (naxa3 MO3 sin 29.01.2024 Ne 149), Terc(;r
MO3 six 12.08.2019 Ne1772).

Hauanpuux BKS

WC TR A

spkynamigﬁ’ s"ﬁBII NeUA/17442/01/01 (naxas




ATRIUM

AkuioHepre Topapuctso “Kuiemeanpenapar”

Ceprudixar axocti Ne 172320
Ko-IlIpenenia®

Cepis

0087869

Cuna afi/ akTHBHICTH, RiKApChKA
dhopma Ta poamip

Tabnerky 4 mr/1,25 mr, no 10 Tabnerok y Gnicrepi; no 3 Snicrepn y nayui
1 TabneTka MiCTUTE; MepuuAonpuny Teptlytunamin - 4,00 Mr, (nganamia -
1,25 mr

Hasea Ta reaedion Biupobinka

AT «Kuismennpenapary, v/d. (044) 490-75-22

Haspa kpaiiu/ kpaiy npHanavesHs Yxpaina

Lt cepil

Peecrpauiline nocsiauenus, tepmin UA/17442/01/01, nie no 12.08.2024
il

Poamip cepil 21,734 THC. YN

Hara supobunurea 26.02.2024

TepMin npuaarsocTi 3.00 P

[punarnuit no 02.2027

-
b

YmoBu 36epiransHs

B opurinaneHili ynakosui, npu remnepatypi ve suie 30°C,

Bupobuuua aineHuus

Jinesuus No2 nexy 3 supobHsuTee Teepanx GOpM roTOBMX JKAPCLKUX
3acobiB

Aagpeca BUpoGHHUOT AlnbHKLI

Ykpaiua, M. Knis, Byn. Cakcaratceroro, 139

Anpeca Ta MiCle NpOBeASHHS
KOHTPOJTIO AKOCTH

VYkpaina, 01032, M. Kuis, By, Caxcaraucekoro 139, Bingin KOHTposo SKOCTI

Jliuensian Ha BHPOSHHETRO

AE Ne255498

CBinowrso Npo aTecTauin

Ne507 ain 16.02.2022 p.

Ceprnbikar sianosignocri GMP

Ceprudixar sianosinnocri GMP Ne030/2023/GMP

[TpOKOHTPONLOBARG BIANOBLAKO A0
BHMOT

MICA 113 no peecrpauifitore nocainuenns NeUA/17442/01/01, amina Nel,
smina (Hakas MO3 gig 29.01.2024 Ne 149}, Texet MapkynraHus ao Prl
NelUA/17442/01/01 (naxaz MO3 pij 12.08.2019 Nel772). (Pesynwrath aHasisy
napeaedi B Jlonatky 1)

Lossoseno no peanizauil

«linkM 8 3acBigdyio, WO HaBeAgHa  BHILE
(BxmoMAI0NM NAKYBAHHA TA MapKyBaHHA) Ta TIPOBEAEHO KOHTPONb il AKOCTI HAa BUINe3a3Hadvewill AiMBHMII y nNOBHIH BignosimMecri
GMP, BCTaHOBNCHWMM MICUEBMM DETVINTOPHHM OPraHOM, a Tako® BiAFOBINHO A0 cneumdixauidh, e mictsrsea y
Mpotoxonu  BupobHHUTEA,

3 BUMOTaMH
PEECTPAUINHOMY — BOCHE.
GiviP»

YnoeHoeaxerna 0coba 3 AKOCTI

b aw. & #90 €7

iHopmania € nocrosiprote Ta  Touroro. Lhio  cepito  npoaykuii  6yno
TaKyBaHHA , TR aHaNi3iB3  0ya0 NeperNAHYTO TR BCTAHOBIGHO

Mapuna TANNTYEHKO

09.08.2024

BOF A~ b

BiATOBIAHICTL




@) AXTERIUM

AkujoHepre TorapucTao "Kuiemeanpenapar”

Honarox 1 no Ceprudikary skocri

Ceprudikar ananizy Ne 172227
Ko-IIpenenia®

Tadnern 4 mr/1,25 mr, no 10 TaGierox y Gaicrepi; no 3 Gnicrepu y nan i

1 Tabaerka MICTHTE! NePRHAONPHIY TepTOyTHAaMIN - 4,00 mr, ingamamin - 1,25 mr

Cepin 0087869
Kin-ts B cepii 21,734 TrC. YN
Jlara pupoGHuLTEA 26.02.2024
Jata sHpaui 09.08.2024

AHani3 BUKOHAHC ¥ BIAMOBIAHOCT] 3

MK JI3 ae peecrpaniiinoro nocsinvennn NeUA/17442/01/01, amina Nel, smina (naxas

MO3 gin 29.01.2024 Ne 149}, rexcer maprysauns no PI1 NoUA/17442/01/01 (nakas
MO3 sin 12,08.2019 Xe1772).

Na | HatimenyBanua nokazuuxa

Bumorn MEKS/AHI

Pesynerar ananizy

BrcroBOK

1 Onuc

Tabnerxu Sinoro korb0py, OBATRHOL
$OpMH 3 PUCKOIO 3 ABOX CTOPIH, 1
BUIIARTEHHM 300POKEHHIM “+” 3 KOKHOY
CTOPOHHM PHCKH HA OfTHii ¢cTopoHi
Tabnerku

Bianopizac

Biamosigae

2 | InenTndixanis

A. BEPX

Bﬁu‘luninae

Bignosiaae

B. Y®-cnetp

Bignosigac

Bianosinae

3 Bopa

Bin 4,0 % no 6,0 %

5,4

Bimnosinae

4 | Posunrenns, %

Kiaskicrs nepusaonpuny
TepTOyTwnaMiny, o nepetuina B poauun
yepes 30 XpynuH, MA€ BATPHMYBETH
sumoru fIbY/CD, 2.9.3, npu
PETARMEHTOBEHOMY CTYNIEHI POIMUHEHHS
niepuHKonpUny Teproytunaminy (Q) 80 %
BiZl BMICTY, BKA3AHOIC B po3aini «Cxnan Ha
ORHY TaBNeTKy»

Bianosiaze

Bianoeigac

KinpkicTs inpanaMify, mo nepeffiuna g
Po34uH uepe3 30 xauaun, Mae
BHTPHMYBard BuMord JIOY/ED, 2.9.3,
pPY PETNTAMEHTOBAHOMY CTYTICH]
posusenna iuganaminy (Q) 80 % sia
BMICTY, BXa3aHoro B po3aini «Cxnan Ha
oy TabneTky»

Bignosigae

Bianosinae

5 | Onsiopianicts FOIORAHMK CRUHMIE

TTpuiimansHe 3na4eH#s Mac BiANOBIAATH
ruMoram JEV, 2.9.40.

Biznosigae

Bianosinac

s

6 | Cynpoeinsi momiwin,%

Tepungenpuny poMiwxa B — ue Ginsuze
1,0 %

Binnosinae

Tepunponpuny gomiwka F — 1ie Ginswe
1,0 %

Binnorixae

lunanaMigy fomiwka B - e Ginbme 0,5 %

0,02

Bianoeigac

Byap-axa neigentrdikoBana OMIlIKa - He.
Ginbwe 0,25 %

0,04

Bianosiaac

Cyma nomitiok - He Giasie 3,0 %

0,06

Binnosigae




@) ARTERIUM

AxujioHepHe ToBapucTED "Kiemeanpenapatr”

Honarox 1 mo Ceprudirary sxocti
Ceprudikar anamisy Ne 172227

Ko-1Ipenenia®
M | HaiimeHyBaHHA NOKAZEMEKA Bamorn MEKS/AHT - PesynbTar anauisy BucHosok
7 | MixpoGioaoriusa unerota Kpurepii nputinaraocti: 3aransie uncno Bignosinac Binnosinae

aepofnux mikpooprauizmia (TAMC) —
1000 KYOs 1.

Kpurepil npulinariocri: 3aransue qucno Bignorinac Binnoainae
IpixaxoBux i mricenerux rpudis (TYMC)
~100KYOsBlr
Bincythicts Escherichiacolin [ r, Bignosinae Bignosizae
8§ | KinokicHe Bu3HAYEHHA, MP Bwmict nepuyRonpuny TepTdyTHAAMIRY B 3,9 Binnosigae
oauif Tabnerui mae Sytw ein 3,8 mr o 4,2
mMr
Bmict inganaMiny y onniit TaSrerii Mae 1,275 Bignosinac
Gyra im 1,1875 Mr oo 1,3125 mr
9 | MapkysarHa 3riago MK J13 Bignosinac Bignosigae
10 | ¥Ynaxonka 3rinzo MKA JI3 ’ Bianosinae Binnoeigae
Tepwmin npupatHocTi: 3.00 pokis I'IpHAaTHHI';'I Ao: 28.02.2027
Ymony 3fepiranta; B opurinanenifi ynaxoeni, nps remneparypi ne enme 30°C.

BucHonku: . Bianosizac sumoram MK JI3 no peccrpauiiinoro noceinvenns NMUA/17442/01/01, amina Nol,
. amina (nakas MO3 pin 29.01.2024 Ne 149), Teker Mapxysannﬂ o PTT NeUJA/17442/01/01 (saKas
MO3 Big 12.08.2019 Ne1772).

Hauansuux BKSA
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&Y ARTERIUM

AkUicHepHe ToBapuKeTeo "Kuiemepnpenapar”

Honarox 1 o Ceprudirary socti
Ceprudixar anamisy Ne 194246

Ko-IIpenenia®

Tabnerien 4 Mr/1,25 mr, no 10 Tafneror y Gaicrepi; no 3 Onicrepy y navyuni
1 TaGneTa micTiTD: HepHHIONPHILY TepTByTuaanmin - 4,00 Mr, inpanamig - 1,25 mr
Cepin 0090013
Kin-vs 8 copii 23,291 Tuc. yn
Mura nupoGummes 10,09.2024
Hare supag 03,03.2025

Ananiz nikoirane Y RiAnmoniatoce a AICA I3 no PIT NeUASI7442/01401, amiun Nel, amina (nakas MO3 uig 29.01.2024 Xz
149}, vexet Maprysans go P MNeUAT442/01/01 (1eaxeaz MO3 sig 12.08.2019
Ne1772),

Ko T Hotisenysauns noxasumxa Buntorn MKSHAHT Pesynsrar ananizy Bitcronok

1| One Tabnerx Ginoro konsapy, cnansuot Binnoninae Bianenigac
thopatic 3 prexoro 3 gnox cTOpiH, i
BHAABACHIM 300pakenas “4+” 3 kowuof
CGTAPOM PHCKM 1Ha oauii cTopoui
Taberkn

2 | Inenrisdivawis A.BEPX Bianonigac Binnosinac
B. Yd-cnesrp Bignoninae Binnorigae
3 |Bom Bin 4,0 % a0 6,0 % 4,5 Binnonigac

4 [ Posmiennn, % Kinvxiers, nepunnonpimy Bimrroninae Binnosinac
TeprByTHnaminy, wo nepetmne 5 posumir
Hepes 30 XBiH, Mag RUTpHMyRaTH
Bintory JIOV/ED, 2,9.3, oH
PErAMCUTOBAHOMY CTYREH] pO3YRICH;IS
TeprIAonpILY TOpTEY THRAMINY (Q3809%
BiZL BMICTY, nKasuiloro & posnini «Crnan na
ORHY Tabnerkyn

Kinoxicrs inganaminy, wo nepeiuma n Bignosigae Bianonigae
PO wepea 30 xoimy, nac
BurpuMynars sumorh JbY/CD, 2,93,
npn pernameniTosatomy crymei
PO3MHHCHHA infananmiay (Q) 80 % B
DMIGLY, BRA3RHOID B posaini «Cxnan wa
Oy TabneTky»

5 | Onuopizuicrs Aozopammx OAHBHLL Tpuitsaasse snavenns Mac BimiosinaT Binnopinae Biznosigac
misoray by, 2.9.40,
6 | Cynposimi nosimk,% Tepunzgonpuny somitkn B - ie Ginpime 0 Bixmosinac
1,0%
Hepuiponpuy nosinmea F — we Sinpie 4} Binnoninac
1.0%
Inpanaminy nositika B - ge Ginnwe 0,5 % 0 Bianonigae

Gyab-nka HeinenTrdizonans aoarmia - e 0 Bimnosinae
Ginbwe 0,25 %
Cysta somimox - ne Binnue 3,0 % 0 Biaropinae

1~3

' );504/0
age 1/2 A A
vage 1/ ﬁ%‘f. 5 A




&) ARTERIUM

AKuioHepHe TosapucTao “Kufemeanpenapar”

Homarox 1 mo Ceprudixary sxocri
Ceprudixar ananizy N 194246

Ko-Hpenenin®

Ne | Maituernyranua noxasunxa Bunorn MEGVAML Pesynyrar ananiay Bucronok

7 | MikpoBionorivug unerora Kprrepif npuiiistrocri: Saransne yseso Binnosinae Bianorinae

aepolmx Mikpooprauismis (TAMC) -
00 KYO I 1
Kpurepit npuiiuaraocti: 3aransne UHCNO Binnosinae Binnopimae

ApixronHX | mticenennx rpubis (TYMC)
~100KYOnlr

Bineymicrn Bseherichia colip 1 1 Bianopinae Binnosisac
8 | Kinkicne BHIHEMENHA, MI Butict nepisgonprny TepTGyTinaniny s 3.9 Binnorina
oauiii Tabnerni Mae 6yTH 8ia 3,8 mr q0 4,2
Mr
Busicr iunananiny y opwiit TadaeTui mMae [,2372 Bignosinae
Syt i 11875 sr o 1,3125 mr
9 | Maprynanns 3riano MKS I3 Bixnoginae Bignosinac
@ ¥nakobka 3rimio MKS 113 Binnosinac Binsoninae
Tepmin npuparnocri: 3.00 pokin Hpeparimii no: 10,09.2027
Ynmon sGepirauns; B opuriunabniii ynaxorui, upst Testneparypi e pume 30°C,
Bucuonxy: Binnoniane sustoran MICH JI3 Ao PILNeUALT442/01/01, avina Nel, saring (naxas MO3 sig
29.01.2024 Mo 149), Texer sapeynatns o PII gﬁ?ﬁ)" 01 (rraras MO3 nig 12.08.2019
Nel772). 5o i
Havannimk BKS

Page 2/2




8 AXTERIUM

Axutjonepye Tozaprerno “Kuinmennpemapar"

Ceprudixar sxocri N 194323
Ko-Ipenenin®

[apis

0090013

Cuna uii/ AKTHEHICTS, fikapehxa
thopma T2 poausip

Tabnerku 4 mMi/1,25 Mr, o 10 Tabrerok y bnicrepi; no 3 Gaicrepn v nauni
1 Tafinerka MicTHT: HCPHEAONDHAY TepTOyTHtamin - 4,00 Mr, inganamin -
1,25 mr

Hasna ta renedion supobHrKa

AT «Knlomennpenapary, /. (044) 490-75-22

Hasma kpalun/ xpais OPU3HAYCHHY Vrpaina

s cepit

Peectpanifine noenicHH, TepMin UA/17442/01/01, nie bescTpoxono
it

Poassip cepiy 23,291 tuc.yn

Jara eupoSainToa 10.09.2024

TepMin npupatnoer) 3.00 p.

Tpunarnuii g0 09.2027

¥Ymonn 36epiratig

B opurinansuii YRaKoBU, NPH TeMIepatypi e BHIne 30°C,

Bupobunua ainemmg

Hinsuuug Ne2 Lexy 3 Bupo6HuINTEa THEPAHX dopy roToBHx JHKApCERHX
3acobis

Anpeca BupoBHKOT ginbimn]

Yxpaia, M, Kuis, sy, Caxcaraicekoro, 139

Ajpeca ta micie poBeneHHn
KOHTROMIO AKOCTL

Yipaina, 01032, . Knis, nyn. Cakcaranceioro 139, Biagin KOHTPOJIC AkocTi

Jlinensia wa supoBryroe

AE No295498

Cainoureo npo arecrauio

Ne507 nig 16.02.2022 P

Ceprudikar nianonigoeyi GMP

Cepradirar siznosinnocri GMP Ne030/2023/GMP

TipoxouTponsosang sixnosiane fo
BUMOI

MIST 13 go PIT MeUA/ 17442/01/01, 3mina Nel, amina (nakas MO3 Big
29.01.2024 Na 149), Texer Mapicynatiag fo PTT NeUA/17442/01/01 (Hawas
MO3 pin 12.08.2019 Nel 772). (Pesynyraty anajisy Rasemeni u Honatky 1)

Hossoneyo no peanisauit

«lbae o gacoinnyio, mo HaBeACHa  uume
{(Brumoumot  makynarmn 1a MBPXYDaHHA) Ta
3 uHMOTaMH GMP, beranosnemmn
peceTpanifivoMy  jiocee. ITparoxom
GMP»

nupoBuuirrsa,

YHOBHOHEDKBH{! ocoba 3 axocrti

infopsaniz ¢

Hocronipuole TR Toumo, Lo

cepilo  mpomykudi Byno  supoSneno

Nposesene  koutposs I arocri na BHLICIHIHAYCHITT
MICUSTEM  perynaTopumM Oprano,
MaKyBasHA Ta

Ainsmugi y  monwii nignesignocTi
8 TaxoK DnigmosigHo yo cnentudikawii, wo MicraThen y
aHamiaie  Gyno [CPETIHHYTO Ta  BoTaHoOBAENQ wianosiguicrs

7 Cuitnana MAJIBBIHA

03.037202 / -
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