AEPYKABHA CIIYJKBA 3 JIIKAPCHKHX 3ACOFIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KMEBI

npos. Hanii Ceitiunot, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €PIIOY 37079055

BHCHOBOK

PO AKICTH BBE3eHOro B Yipainy JIKapCLKOro 3acoby

29.04.2024 Ne 22496/24/26

XEJIMIEKC® JIAP
(uatimeryBanHg JTikapcEKOTo 3ac06y 3rinmo 3 peecTpanifinuM moceixgeHHM)
CHpeif 115t POTOBOT HOPOKHAHK, Po3unH; 30 M PO3YHHY Y CKISHOMY (IaKoni 3
POSNHITIOBAYEM Y KAPTOHHIN Kopobui
(dopma BurtycKy, 103yBaHHs, BUX MAKYBaHHS aikapcekoro sacofy)

Howmep peectpauiitroro nocsigaennn UA/18887/01/01 crpox zif peectpanittaoro noceingenns 06.08.2026
Cepis mixapeskoro zacoGy Ne A12753 Kinbkicte BBE3€HOTO JTikapcskoro 3acoGy 29488

BupoGHuk Lesa Xonmuur A.C., Typequnna

(naliMenyranHs BUpOGHHKA JNKAPCHKOrO 3ac00Yy, kpaiHa HOXOMKEHHs)

Baeseno B Vkpainy ToBapucTBoO 3 00MexkenoI0 BinmoBinabHicTIo "MOBI XEJIC", igenrt.
xox: 36258483
(naitmerypanns Ta xox sa €JIPIIOY opuauusof 0cobu abo npissuie, iM'4, 110 Gatexosi diswarol

0c06H - nianpremus, i Micue NPOXHMBaHHS Ta peecTpauiitaui HOMep 06nikoBoT KAPTKY MIaTHHKA
nozatkis abo cepis Ta HoMep nacmopra)

Mpotoxon Bisyaasroroe xontpomo Bix 27.03.2024 Ne 1014/1.

JlaGopatoprmit anai3 sxocTi iKapchkoro 3aco0y 3uilicHeHmii:

JlaGopatopis 3 KOHTpOIO AKOCT MiKApChKHX 3ac06is TOB "HOBPOBY T-JIKUJIAB" (M. Kui,
Byn. Hosropon-Cisepcrbka, 6ya.3, HeKUTIIOB] npuMilerns 92)

(HaltMeHyBAHHS T4 MiCLE3HAXOMKEHHS naGoparopii, mo nposesa JaGopaTopuuii aHaANi3 AKOCTI)

BricHoBoX moz10 sxocri stikapckkoro sacoBy, Bunanmit raGoparopicio in 26.04.2024 Ne 508-24

PesynbraTy 1aGopaTopHOro anasisy sxocti JKApCHKOro 3acoby 3a NEpeBipeHUMH [IOKA3HAKAMH BiAmoBinawTHL
BHMOIaM METOJIB KOHTPOJIO SKOCT] (AHANITHIHO-HOPMATHBHOT JAOKyMeHTawji),

3a pesyibTaraMu JNEPXABHOTO KOHTPOSIO BCTAHOBJNEHO, MO mixaposkuit 3aci6 BBeseHo B Vipaimy 3

AOTPMMAaHHAM

OHONABCTBA MO0 3a0e3nedeHna AKOCTi JiKaj 3aco0is.

" (ininiamd Ta npissue)

I L 2%
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TOB «Moni Xencs
(8300, Kinfncoka o8 m. Boprcres
BT KATmCHRyA tirax, 84

CEPTUDIKAT AKOCTI

Bupo6iero Ta nocrasneno: JJEBA XOJITAHRT
Ko mponyxra Ne: 3003986

1. + 38044 302 2656
fodenovi-heatth comaua
e ovthvaalth.comaus

A.C., Typewunna ais Mosi Xenc I'm6X, LIselinapis

Ne nocunanms Ha HOKyMeHT Ta Hara Horo nyGunixanii: DP_SM_3003986.01& 17.12.2021

3pasok: XEJITEKC® JIAP cupeii s POTOBOI NOPO:KHHHM, PO3YHH;

PO3NMHITIOBAYEM Y KAPTOHMIH KOpoGui.
(XJI0preKcHaNHY IUrMoKOHAT y Buraaai 20
Bensunaminy rinpoxnopuny 45 mr (0,15

30

Cepis Ne: A12753

Hata Bur. 02/2024

Tepmin npun: 01/2026

MJI PO3YHHY Y CKIASHOMY (UIaKoHi 3

% pO3YMHY XJIOPreKCHANHY AurioxoHary 36 mr (0,12 % m/06);
% m/06)

Poswmip cepii: yi. 29488

HAVIMEHYBAHHSI BHMOI' MKA PE3YJIbTATH AHAJII3IB
IHOKA3HVIKIB

Ipo3sopuit Ge3bappuuit a6o XOBTYBATHIA Hposopnit 6e36apsuuit posunn
OonucC PO3UYMH
MinimManbunit 06 em He Menme 30 mn 31,0 M
Hanosnexns (USP<755>)
pH (Ph.Eur.2.2.3) Bin 5,0 o 7,0 6,4
I'yctuna (Ph.Eur.2.2.5) Bix 0,93 r/mn no 1,00 r/mn 0,97 t/mn
Inentudikanis (HPLC)
(Ph.Eur.2.2.29&in-house) Yac yrpumMyBaHRs Iika XJIOPTeKCHIUHY Binnosinae
XJOPTeKCHIUHY MUTITIOKOHAT AUKIIOKOHATY Ha XpoMaTorpami

BUIIPOGOBYBAHOTO PO3YMHY Ma€ BiXIOBifaTH

4acy YTPUMYBaHHS TiKa XIOPIeKCHIRHY

AMKIHOKOHATY HA XpOMATorpaMi

CTaHJaPTHOTO POIUUHY, OTPHMAHUX Y PO

«KinekicHe Busnadenns» Bignosigae
Bensunaminy rigpoxnopun Hac yrpumyBaHHs mika Gensunaminy

TiZpOXIOpHIY Ha XpomaTorpami

BUNPOGOBYBAHOTO PO34YHHY Ma€ BilINOBifaTH

4acy yTpUMyBaHHS nika GeH3unaminy

riapoXnopuay Ha XpoMaTorpaMi

CTaHJAPTHOIO PO3YKMHY, OTPUMAHUX Y PO

«KinbkicHe BH3HAYEHHA»
KinbkicHe BusHadeHns
XNOpreKCUIuHY AUTNIOKOHAT He menwe 95,0 % ta ne 6inswe 105,0 % Bin 98,3 %
(HPLC) (Ph.Eur.2.2.29&in- 3asBJICHOI KiNBKOCT] XJIOpreKCuauny
house) JHKIFOKOHATY.
Bensunaminy rigpoxsopun He menmme 95,0 % ta ne 6inpme 105,0 % gix 99,1 %
(HPLC) (Ph.Eur.2.2.29&in- 3aABJEHOT KilbKOCTi GeH3uAaMiny
house) rifpoxyiopuay..
Eranou (96 %) He menmre 90,0 % Ta ge Ginsure 110,0 % Bix 93,8 %
(HPLC) (Ph.Eur.2.2.28&in- HOMIHAJBLHOT KiNbKoCTi eTanoiy (96 %)
house)

Onnopigxirs Macu 103, 1m0
BUTATYIOTHCA i3
0araTo030BHX KOHTeHHepiB
(Ph.Eur.2.9.27)

He Ginbme gBox inpusinyansuux Mac
BiIXMIIAIOTECS Bil cepenHboi Macy Ginbie sk
Ha 10 % Ta xonHa IHAMBiAYaNbHA Maca 103 He
Mae Biaxuistrcs Ginbuie Sk Ha 20 %.

Min. Bunydena maca: 28,16 -~
Cepenns BuiryuecHa maca: 28,29 r
Make. BuTydena Maca: 28,73 r
Makc.BinxwieHHA Bill cepennboi Macu: 0,6 %

CynyTHi gomimxu
(Ph.Eur.2.2.29&in-house)
P-XJIOpoauinin

Hominrka A Gensunaminy

He 6insiue 0,25 %
He 6insue 0,20 %

0,10 %
He merektyersca




¥

. , TOB eMoi Xencs 1 928044 393 2666
MowHealth m&maem,u Bopwerine  infodenovi-iwaRh.comas

syn. Kniscoaeiuriax, 84 sevw.mon-hadlthcomus
TiIPOXIIOPHIY
Homiwxa B 6ensunaminy He 6inpme 0,50 % 0,05 %
rigpoxiopuny
Homimka C Gensuaaminy He 6insme 0,10 % He nmerexryerhes
rigpoxopuay
3arasbHa KiTBKICTh ZOMIMOK He 6innime 3,0 % 0,6 %
MIKPOBIOJIOTTYHA
YHUCTOTA
(Ph.Eur.2.6.12&Ph.Eur.2.6.13)
3arajnpHe YHCIO aepoBHuX He 6Ginsme 100 KYO/mn 0 KYO/mn
MikpoopraHismis(TAMC)
3aranbre uncio Apixmxosux Ta | He Ginsue 10 KYO/Mx 0 KYO/mn
micHABMX rpubis(TYMC)
Staphylococcus aureus BingcytHicts B 1 M1 BigcyrHi y 1 mMn
Pseudomonas aeruginosa Bincyruicts B 1 M Bigcyrniy 1 mn

Hara: 08.03.2024
Havansunx Binginy Konrpomo sixocri:
Xrons Kecxin Kapiira

BipuicTs nepexnany mixrsepmxyemo
TOB «Mogi Xenc»




TOB «Moni Xence

08140, Kviiscbka obnactb,
Kueso-Caarowummcokmii paiton,

c. llleBuenkoBe, syn. lllepuenka, 162 A.

_—w

v/¢.: +38 (044) 500-71-40
info@movi-health.com.ua
www.movi-health.com.ua

MoviHealth

Pharmaceutical company, Switzeriand

B S

AEBA XONAWNHT AC, Typeuunna
CrangaprHa onepauiitHa npoueaypa.

Hlok.Ne: SOP_CK_QA 018.18

CEPTUDIKAT BIANOBIAHOCTI

HasBa npogykry

XENNEKC® JIAP cnipeil ana potosoi NOPOXKHUHK, PO34nH; 30 mn
PO3HUHY y CKAAHOMY PNIaKOHi 3 PO3NUAIOBAYEM Y KapTOHHIM

Kopobul.
Kog npoaykry 3003986
Homep cepii A12753
farta surorosnerus 02.2024
TepmiH npugatHocTi 01.2026
Tepmin npupatHocTi 24 micauj
YMOBY TpaHCNOPTYBaKHsA Mpu Temnepatypi He BuLe 250 C
Kpaika Imnoprep YkpaiHa

Homep peecrpauiiiHoro NOCBiAYEHHA

UA/18887/01/01, repmin 4ii no 06.08.2026

Cuna gji Ta akTUBHICTL

Xnoprekenauy durnokonaty y suraagi 20 % po34nHy
Xnoprekcuguny Aurniokonaty 36 mr (0,12 % m/06); Benaugaminy
Miapoxnopuay 45 mr (0,15 % m/06)

dopma Bunycky

Cnpeit, po3uun

Po3mip Ta TMn ynakoBKu

30 mn y dnaxoHi

Po3mip Bunyuiewoi cepii

29488 ynak.

Homep Ta kinbkicts 3paskis,
A0CTasNeHUX 3 NpoayKLieo

He 3acTocosyerbes

Afpeca BUpoBHWUUOT AinsHKK

Aesa Xonaunr, A.C. Yepkeskolt Opratise Canal Bonresi, Kapaaray
Maxanneci, Atatypk Oxagngeci No 32,59510, Kanakni, Tekippar,
Typeuuuna.

Ceptudikar signosigHocTi BUMoram
HanexHol BUpoBHUYOT NpaKkTUKK

Adpeca oprany, wo suaas ceptuodikar,

Aata./ Ne niyensii BUPOGHUKa

GMP cepTtudikat Ne TT60-1003-41-3-1 BuAaHUM

OpraHom 3abe3neyeHHn 6esnexu NiKapcbKux 3acobis Ta
meaunuHnx supobis (Mepbeaneka), Hosa 3enanpis;

Crpoxk gji 15.12.2023/ Ne niueHsii BMpo6HuKa: TR-ML-2022-49

fdara ceprudikara aHanisy npogyxry

08.03.2024

fara ceprudikara ananisy APl

Xnoprexkcuanny AvrniokoHaty: 27.04.2022
beHsugaminy lapoxnopuay: 21.11.2022

BupobHuya incTpykuis ( MBR Ne)

CK-MUR-2002057

IHCTPYKUiA oo nakysaHHa (MPR Ne)

CK-MAR-3003986

AHaniTU4HI metoguKm

DP_SM_3003986.01

MakeTu,
Homep nepernsgy.

IHCTPYKUiA: CKY3986KT-01
Anominiesa donbra: He 33CTOCOBYETHCA
Aumk: CKY3986K-01




. TOB «Mosi Xenc»
- N T/.: +38 (044) 500-71-40
“ MOV] H c 3] th 08140, Kviscoka oﬁnacvn,, ) info@movi-health.com.ua
Pharmaceutical company, Switzerland Kueso-CaAToWmMHCLKMI paitoH, www.movi-health.com.ua
¢ llieBuenkose, Byn. lllesuenka, 162 A.

ETukeTka: CKY3986E-00

MocravancHukm Ad| XnoprekcuamHy AurniokoHaty: MEDICHEM S.A.
BeHnsngaminy ligpoxnopunay: BAL PHARMA
Homep cepii A®I, wo Xnoprekcuamnry JuraokoHaty: 1000397788
Bukopucrosyerbea y giHanbHomy BeHsugaminy ligpoxnopuay: 1000414482
NPoOAYKTI

Uum a  nigreepmkylo, wo BUWEeHaBedeHa [Hopmauia €
AOCTOBIPHOIO Ta TOUHOW. LA napTia npoaykuii 6yna BUrOTOB/IEHA,
BK/HOUAIOUN NaKkyBaHHA Ta KOHTPO/Ib AKOCTI Ha
BulesragaHomy(mx) Micui(ax) y  noswiii BignosigHocti 3
BUMOramu cGMP Ta 21 CFR 210&211 Mpasun KomneTeHTHOro
PEryaTopHOro opraHy Ta y BIANOBIAHOCTI 3 NOAOKEHHAMM
KOHTPAKTY miX BUPOBHNUKOM Ta noKynuem.

Hemae KOHTPOIO 3MiH

[:]HaCTynHi enieMeHTH KepyBaHHA 3MiHamu:
.................................................... « (Y BRNAQEHHI)

Mig vac BuUpobBHMUTBA UjEi naptii 6ynn sHaiigeHi Hactynwi
BiAXWNEHHA:

Hemae BigXWNeHb

[ IHacTynui BigXunemts: oomoevrvreeooooooo cemnrerenne (Y
BK/NaJeHHI)

Yci Bigxunenua 6yan ouiHeni Ta BUAB/IEHO, WO BOHW HE MaloTh
HEraTMBHOrO BNAMBY Ha AKiCTb NPOAYKTY. Hapasi Hemae XKOAHUX
BiAXWNEHb, WO BNAUBAIOTL Ha BUNYCK naprii.

3anucu 06pobKu, NakyBaHHA Ta aHanisy Bupo6HULTBa cepil Gyn
NEPernAHyTi Ta 6yn0 BUABNEHO, WO BOHU BifgnosigaoTs cGMP
BUMoOram. Yci npouecu BupobHuuTsa Ta aHanisy npogykry 6ynu
3aBepLeHi BiANOBIAHO A0 3aTBEPAXKEHOTO HOPMAaTUBHOrO JaleloN-R
3anucu o6po6ku, nakysaHHA Ta aHanisy BMpo6HUUTBa cepii 6ynu
neperiiAaHyTi Ta BU3HaHi BianosigHUMK 3:

L] Tax (akwo 3acTocosano 2D WUTPUX-KOAYBaHHA)

He 3actocosyetbca

Inpopmauia, npo sky Hperscs y crarri 33(2) [OenerosaHoro
pernameHTy Komicii €C 2016/161, 6yna nosuicrio Ta ycnilwHo
3aBaHTa)keHa [0 CUCTeMU penosuTapiis.

[_—_l BignosigHe

He 3acTocosyeTbesa
KomeHTapi Hemae

YnoBHoOBaxeHa 0coba 3 AKocTi
Tanin Kinicaiorny—
11.03.2024,"

3aKAyeHHs

3aTBeparKeHo:
Im's, nocapa, nignuc i gata

__—__W ——



