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TOBAPUCTBO 3 OBMEXEHOR) BIANOBIZANBHICTI) «MOBI XEIC,

TOB «MOBI XERC»

sy, Llieavenka, 162 A, <. Wepuetmare, Kueso- CORTOUIMHCOKAN Paion, KulscsKa 0bnacTh, ¥rpaina, 08140

ren. + 38 4044) 500-71-40, e-mut! infoymavi-health cara ua

T —

Kon ENPACY 36253483

CEPTHU®IKAT AKOCTI

BupoGnero Ta nocrasieto: JEBA XOJJWHI A.C., Typeuunna ans Mosi Xenc I'm6X, Lseiinapis

Kon nponykry: 3006363

Ne mocunaHHA Ha2 AOKYMEHT Ta faTa Horo myOnikanii: DP_SM_3006363.01& 10.09.2024

3pasok: XEJHIEKC® JIAP ofnojickyBsad /15 ropaa, po3auH, no 200 ma posunny y nasimui; no 1 masormi 3
MIPpHHM CTAKANYHKOM Yy KapTOHRiH Kopodui.
{100 mMn posunny MICTAThL XJIOPTEKCHONHY ANTMiokoHaTY 20 % po3udHy ¥ NepepaxyHKy Ha XMOPreKCHIUny
murmokouat 120 mr; Gensugaminy rigpoxnopuay 150 mr.)

Cepin Ne: A17730

Jara sur. 08.2024

Tepmin npun 07.2027

Posmip cepii 19730

HAUMEHYBAHHS BUMOI'M MKSI PE3VYJIBTATI AHAJ3IB
NTOKA3ZHUKIB

[1pozopuit 6eabaperuii abo koBTyBaTHIT PO3UHH ITpozopuit GezbapeHui abo xoBbrysaTHH
onuc PO3UHH
Minimanbupit 06'em He mene 200 mn 202 mn
HATIOBHEA NS
pH Bim 5,0 no 7,0 6,2
T'yernna Bim 0,93 r/mn po 1,10 rimn 1,09 r/mn
Inentudikanis
Xnoprexkcunuuy aurmokoHaT | Yac yrpHMyBaHHA NiKa XTOPTeKCHARHY AMKNokoHaTy | Bigmoeigae

Ha XpoMaTorpami BUIpoBoBYBAHOr0 POIYHHY Mae

BIMOBIATH YaCY YTPHMYBAHHS MIKA XNOPTreKCHANHY

IMICMOKOHATY HA XPOMATOTPAMi CTAHAAPTHOTO

po3UNHY, OTPUMAHUX Y po3aini «Kinskicne

BHIHAUEHHAR
BeHanaaminy rigpoxaopun Yac yrpumypaHHs nika GeH3uaaminy rigpoxnopuay Ha | Bignosinae

xpomarorpaMi BUNpoGOBYBAHOTO PO3HHHY MAE

BiIXFIOBIOATH Macy YTPHMYBaHH: Nika OeHanzaMiny

FAPOXIOPHAY HA XPOMATOIPaMI CTAHIAPTHOFO

pO3UMHY, OTPHMaRUX ¥ posaim «Kintkiche

BH3HAUEHHA»
Kinskicne susnavennd
XKIOprexcHONHY AUTNIOKOHAT He meuine 95,0 % Ta »e Ginpue 105,0 % 1061,8 %
PeH3nAaMiny Tiapoxnopua He menwe 95,0 % 7a ne 6inpe 105,0 % 98,1 %
Bmict etanony He menwe 90,0 % ta we 6inswe 110,0 % 08.8 %

CynyTtai noMimku
Eenzupaminy rigpoxnopuay
Benannaminy rigpoxnopumy
Jowmilka A

Benzanamidy riapoxnopuLy
Homiuka B

Benaupaminy rizpoxnopuay
Homimgka C

KNOPreKCHARHY AHINIOKOHAT
N-X10poaHinig

He 6inwwe 0,2 %
He 6inbuue 0,5 %
He Ginbiue 0,2 %

He 6insiue 0,25 %

He nerektyerses &

He nerekTyeThed

He merexTyerses

0,68 %
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TOBAPKCTBO 3 OBMEKEHOK BIANCBIZANBHICTIO «MOBI XENCy
TOB «MOBI XENCy

ays. iUenwenra, 162 A, ¢ Wesuenkose, Kueno-LContouwihucsrioh paton, Kiuincska obnacts, Yepaiia, 8140

Tenr.: +38 (044) 500-71-40, e~mail: infowmovi-health.com.ua
Kop ENPNROY 26253483

e
Homimka E He 6ineme 0,2 % He nerextyernes
Jomimga G He 6inswie 0,3 % 0,11%

Homimka N (xnoprexcuaudy

TYaHIauH) He 6inbie 2,0 % He aeTekTyeThed
Homika B He 6inbwme 0,2 % He merextyerses
Jomimxa F He 6inpme 0,2 % He rerextyernes
Homilka A He oinbie 0,4 % He petexryerses
Homiwka J He Ginwiue 0,4 % He netexTyeTthed
Hesinoma aominxa He Ginswe 0,2 % 0,14 %

3aranbha KibKicTe AOMILIOK He Ginbiue 3,0 %o 0,4 %
MIKPOBIOROITYHA

YHUCTOTA

3aranbHe YHCI0 acpoOHHX He 6inbe 100 KYO/Mn 0 KYO/mn
Mikpoopraniamis{ TAMC)

3aransie YHCNo ApiLKKOBUEX He 6inpwe 10 KVQO/mMmn 0 KVO/mn

Ta maicHABHX rprbie(TYMC)
Staphylococcus aureus
Pseudomonas aeruginosa

Bineyruhicrs B 1 Mn
BincytHicts 8 1 Mn

BizcyThiy 1 ma
Bimcytniy | M

UuM f 3acaiguyto, wWo Basefena BHIle iH(OpManis € AoctosipHolo Ta Tounoio. Lo cepiro npoayxuil Gyno eupobnexo
(BEMIOUAIOUK NAKYBAHHA/MAPKYBAHHA) TA POBEISHO KOHTPOND il AXOCTI Ha BHIIE3a3HaYUEHIN AINBHNLI Y NOBHIA BIANOBIOHOCTI 3
Bumoramn GMP, BCTAHORNEHHMM MICLEBHM DPEryIATOPHHM OPraHoM, a TakoX Bianosiauo ao cneundikauilt, wo MictaTeca v
peecTpauiiiromy aocee. TIpoTokonK shupoBhuuTsa, NakysaHHA Ta aHanizis Gyno nepernanyTo Ta BCTAHOBNEHO BIANOBIAHICTE

GMP.

Havanshuk sipniny Kourpomo skocti: Ceiina Cakan

BipuicTh nepexnany niaTeepiLXyemMo

TOB «MOBI XEJIC»

Hara: 16.09.2024
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AEBA XONOWMHT AC, TypeuuunHa
CraHpapTHa cnepaujiiHa npouenypa.

Jok.Ne: 50P_CK_QA_018.19

CEPTUOIKAT BIANQBIAHOCTI

HasBa npogykry XENMNEKC® AAP obnoaickyeay g4as ropnaa, posyni, no 200 mn
PO3YURY Y NAALILE; NC 1 NAALILT 3 MIPHAM CTAKAHUMKOM Y KapTOHHIA
Kopobui.

Kog npogykry 3006363

Homep cepii A17730

Jata BurotosneHHn 08.2024

TepmiH npUaaTHOCTI 07.2027

Tepmin npuaaTHocTi 36 micauie

YMOBK TPaHCNOPTYBaHHA [pu TemnepaTypi He BUlEe 252 C

KpaiHa Imnoptep Ykpaina

Homep peecTpaliiHoro noceigyerHn UA/18887/02/01, Tepmin aii ao 11.12,2028

Cuna pii T2 aKTUBHICTL 100 mn pO3UMHY MICTATL XAOPreKCUANHY AuratokoHaTy 20 % posuuHy
Y NepepaxyHky Ha xioprekcnavuy aurmoxonat 120 mr; benzvpaminy
rigpoxaopuay 150 mr

Dopma BUMYCKY Obnonickysay

Po3amip Ta TN ynaKoBKK 200 mn y dnaroHi

Paamip BunylleHoT cepil 19750 yrak.

Homep Ta KinbKicTe 3paskis, He 3acToCoBYETHCA

A0CTaBNeHUX 3 NPOAYKLIEID

Aapeca BUPOBHUYOT AiNAHKK desa Xongunr. A.C. Yepreskoi Opranize Canai bosresi, Kapaarau
Maxanneci, Atatypk Oxxapgeci Ne 32, 59510, Kanaxni, Tekipaar,
TypevunHa.

CeprudikaT BignosigHOCT BUMOram GMP cepTudikat: DE_BW_01_GMP_2023_0140. Crpok gji
HanemHoi BUPOOHKMYOT NPEKTHKK 31.05.2026/ Ne niuensii supobHmra: TR-ML-2022-49

Ajnpeca oprady, Wo sMaae cepridikar,
Aara./ Ne niyeHzii Bupo6uuka

[aTa ceprudikata aHanizy npoayKTy 16.09.2024

JaTa aHanizy Ad| Xnoprekeuguuy Aurnickonaty: 12,02.2024
Hara ceptudirarta avaniay Ad| Xnoprekcuauuy AurakoHarty: 14.08.2024
bensupaminy Mgpoxnopugy: 21.11.2022
bersnpaminy Tliapoxnopugy: 08.01.2024

Bupo6tiva incTpyKuia { MBR Ne) CK-MUR-2001568 T
IHCTPYKUiA Wo o nakyearHa (MPR M) | CK-MAR-3006363 P'
AHaniTH4HI METO MKW DP_SM_3006363.01

MakeTn. [HeTpyHkuia: CKYB363KT-00
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Homep nepernsgy. AntomiHiesa bonera: He 3acTOCOBYETLCH
Awmk: CKYB363K-00
Eturketra: CKYS3G63E-00

MNocTadansHukK A Xnoprexcuauny JurniokoHaTy: MEDICHEM S A,
Bensuaaminy Mgpoxnopugy: BAL PHARMA

Homep cepii Ad] Xnoprexkcuwamny duraokonarty: 1000466773
Homep cepii A®l, wo XnoprekcuguHy AuraokoHaty: 1000485159
BUKOPUCTOBYETLCA ¥ GiHaLHOMY BeHangaminy Figpoxnopuay: 1000414482
npoayxTi Benangaminy Ngpoxaopugy: 1000454777

Uum A nigreepayto, WO BUuieHaBegeHa iHdopmauia €
AocToBipHO Ta TouHoo. LA napTia npogaykuii byna surotoenexa,
BHAKOUAHOHU NaKkyBaHHA Ta KOHTPONb AKOCTI Ha
sultesragaHomy(ux) micui{ax) y nosHi  BignosigHocTi 3
Bumoramu cGMP ta 21 CFR 210&211 MNpaswi KOMMNETEHTHOMO
PEryNIATOPROTO OPraHy Ta Yy BIiANOBIAHOCTI 3 NONOMEHHAMK
ROHTPAKTY MiXX BUPOBHUKOM Ta NOKYNUeM.

PXIHemae KoHTPOAKO 3MiH

DHECWHHi eNeMeHTH KepyBaHHA 3MiHaMM:
........................................................ {y BKnagewhi)

Nia vac suvpoGHWuTBa uWiel napTil GyAuM 3HaWAEHI HacTyNHI
BigXuaeHHs:

DdHemae sigxunens

I_—_[HacrynHi BIAXMNEHHA! ...... R R A R {y
BKNANEHHI)

Yci iAXMASHAA GYAM OuiHeH] T8 BUABNEHO, WO BOHW HE MalTb
HEeraTMBHOTO BIIMBY Ha AKICTL NPOAYKTY. Hapaai Hemae HoaHux
BifAXMAEHb, WO BNAMBAIOTE HA BUNYCK napTil.

3anucu cOpobKU, NakyBaHHA Ta aHaniay supobHuuTea cepil Byau
nepernaHyTi Ta 6yno BMABNEHO, WO BOHM BiAMOBigawTs CGMP
Bumoram. Yci npouecs supobHMuTBa Ta aHanisy npoaykty 6yau
3aBeplleHi BigNCBIAHO [0 3aTBEPAMEHOT0 HOPMATUBHOO AOCKHE.
3anuncn obpobriK, NakyBaHHA Ta aHanisy BUMPoBHULTBES Cepii Bynu
nepernaHyTi Ta BU2HaHI BiANOBIAHMMK 3!

[ Tax (sKkuwo 3actocosano 2D WITpUX-KoayBaHHA) -

[ZI He 3aCTOCOBYETLEA

3aKNYEHHA

3aBaHTaMeHa 00 CUCTEMUH peno3uTapiis.
D BianosigHe

[X] He sacrocosyersen
KomenTapi Hemae

YnosHoBaXKeHa 0co0a 3 AKOCTI
Mexmet CeHa bypax
25.09.2024

3aTBepaeHo:
'm'A, nocaga, nignuc i gata
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AEPZKABHA CIIYIKBA 3 JIIKAPCHKHX 3ACOEIB
TA KOHTPOJIXO 3A HAPKOTUKAMMH y M. KHEBI

nipos. Hanii Ceitnuuroi, 3, 02099, en. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPIIOY 37079055

BHCHOBOK
PO AKICTEL BBE3EHOro B Yxpainy aikapcebkoro 3a¢00y

28.10.2024 Ne 56295/24/26

XEJNIEKC® JIAP
(natiMenysanus nikapetkoro 3acoBy 3rimmo 3 pecerpanifinum TOCHIAHEHHAM)
o0moicKyBay as ropaa, posnn; 1o 200 M pesunny y nusim; mo 1 IVIRUIH] 3 MipHEM
CTAKAHIUKOM ¥ KAPTOHHIH Kopobui
(thopma sunycky, AO3YBAHIA, BUA NakysaHH JiKapeaKoro aacoby)

Homep peectpanisinoro noceimens UA/18887/02/01 CTpOX K peectpantilizoro nocsimuenns 11.12,2028
Cepin mixapcekoro sacoby Ne A17730 Kinbkicts Beesenoro nixapeskoro sacofy 19750

Bupo6Hnx Hesa Xommmar A.C., Typeuunna
(naliMenyBanms BupoSHuKa Aikapebroro sacoby, kpaHa TIOXOIMKEHHA)

Beesexo B Vipainy Tobapuerso 3 0GMexkeno010 Binosinamsnicro ""MOB) XEJIC, igesr.
wox: 36258483
(naiimenypauns Ta kox 3a €APTIOY ioprauaHOT ocobu abo npizpuine, iM's, o Gatoxon] diznunol

ocobu - nianpremus, ¥ micue NPOKHBAHNAS Ta peecTpaniiingii Homep onixosof KapTRY TIAATITHKE
nogatiis abo cepis ta HomMep racnopra)

UpoToxon sisyanuworo xontpomo sig 07.10.2024 Xe 3403/2.

JlaGoparopHuit aranis sxocti nixapekKoro 3acofy sxittcremui:

JlaBoparopist 3 xonTpomo sKocti HiKapehKHX 3aco6is TOB "HOBPOBY T-JIIKHJIAB" (M. Kuis,
ByJ. HoBropoz-Cisepcria, 6ya.3, HOXUTIOB] DpEMimeHHsT 92)
(malMenyBanus ta MiCHeSHAX OMKE T naoparopii, mo nposens naboparopruii apanis AKOCTI)

Bucropox mono sxocri mixapcskoro 3acoby, punanni saGopatopiero six 28.10.2024 Ne 1668-24

Pesynvraru naGopaTopHoro ananisy axoeri Jikapcekoro 3acoby za NePeBipeHIMH MTOKA3HUKAMY BinmoBinaroTs
BIMOIaM METOZiB KOHTPOIIO AKOCT] (amanituno-mopMarnsko] HOKyMeHTaNN),

32 pesynbraTamu ACPIABHOTO  KOHTPOMO  BCTAHOBAEHO, {0 Jikapcekuil 3aci6 Beesemo B Ykpaiuy =3
AOTPHUMAHHAM sumvor 3aKOHONABCTBA OO 3a6e3neqeHns AKoCT] ik pﬁnx 3acobie.

HavannHpk Muxona XOJIOEHKO

(iriniany Ta npissuie)

{nocanona
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TOSAPUCTEO 3 OBMEMREHCID BISNOBIBAALHICTIO «MOBE XEAC:

TOB «2AGBI XEAC,
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Ten:+38 {E4) 500-71-40, e-mail infoimovi-healif.comua
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CEPTHR®IKAT SIKQOCTI

Kog CAPNICY 36253483

Bupobneo ta nocrasneno: JEBA XOJIJTHUHT A.C., Typeuunna aa Mosi Xenc I'm6X, Uleeiuapis

Kon mponyxry: 3006363

Ne niocunania Ha JOKyMEHT Ta faTta Horo my6iikauii: DP_SM_3006363.01& 10.09.2024

3pasox: XEJMEKC® JIAP o6nonickysau qis ropaa, pos
MIPHHM CTARANYHKOM Y KapTonniii KopoGui.

uni, mo 200 sur posunuy y masiuni; no 1 wasimi 3

(100 ma posunny mMicTaTh X0prexeununy aurnokonary 20 % PO3UMHY Y NEPEPaxyHKY Ha XNOPreKCHAHHY
anriioxoHaT 120 mMr; Gensumaminy rigpoxnopuay 150 mr.)

Cepist No: A17729

Hata sur. 08.2024

Tepmin npua 07.2027

Poswmip cepii 19650

HAUMEHYBAHHSI BUMOTH MIKs PE3YJIBTATH AHAJI3IB
NOKAIHUKIB
Tposopuii Gesbapsrnii a0 skoBTYBATHH pozUNH [lposopuit  G6exGapenuii abo sxoBTyBATHIT
OIUuC pO3uMH
Minimaneinii 067em e mennie 200 mn 202 wmn
HANNOBHEN S
pH Bin 5,0 5o 7,0 6,2
I'yeTuna Bin 0,93 r/mn 10 1,10 r/mn 1,08 m/mn
LaenTighivanis
XNOPrekcHIuny aurmiokonar | Yac yrpumyBanns nika XTOPreKeu ity AMkniokonaty | Bignorinae
Ha xpomaTorpami BHPOBOBYBAHOrD POIUNHY MaE
BIANOBITATH 4aCy YTPHMYBAHHA IMiKa XJIOPreKCHIHIyY
IKMOKOHATY HA XPOMATOrPaMi CTaHIAPTHOTO
PO3UKRHY, OTpHUMaHNX ¥y po3au «Kinekicue
BH3IHAUCHHAR
Bensiuaminy rizgpoxnopun Yac yrpumysanns nika Gensngaminy rigpoxnopuay #a | Bixnosinae
XPOMATOrpanmi BUIPOBOBYEAHONO PO3UINY Mae
BEAROBLAATH wacy yTtpuMysanus ntika fenznyaminy
FiAPOXIOPHAY HA XPOMATOrPaMi CTaHzapTHONO
PO3UKAHY, OTPUMAKKX Y po3ain «KiTbkicHe
BHIHAUEHHS»
Kinbricne susnauennsn
XNOPrexciiiiHY INFAI0KOHAT He menwe 95,0 % ra ne Oinsue 105,0 % 101,7 %
Bensuuaminy rigpoxnaopni He memwe 95,0 % Ta ve Ginsine 105,0 % 97,8 %
Buict etanony He menwe 90,0 % ra ue 6inpwe 110,0 % 98,6 %
CynyTii goMmituku
Bewsjinaminy rinpoxnopuny
Benswpaminy rigpoxnopuny
Homimxa A He 6inbuie 0,2 % He nerexryernea
beHsugaminy rigpoxnopuny
Hoaiwxa B He 6insioe 0,5 % He gerekryernes
Bensnpaminy rinpoxaopuay
Homiwka C He Ginbure 6,2 % He aetexTyerhes
ANOPrecuminy MrmoKoHaT
M-XNOPOAaHINiy He Oinpiue 0,25 % 0,09 %

by an. HA490
Yy
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FOBAMACTEO 3 OBMEREDI0 BIADOBIZANLRICTIO oROB! XEAC:

TOB «fE08E KERD,

ey, Weeuenia, 162 A, o Wepushroze, Rueso-ConTouniuesrild pafion, Hiiceka oBnacts, Yipaiia, 05143
TedisF38 {U44) T00-71-48, -mait inforraovi-healid oo

Koyt ENPAGY 36

w»&:‘qwﬁmgm —n o
Homimka E He 6inse §,2 % 0,01 %
Homimka G He Ginnue 0,3 % 0,12 %
Homimxka N (xnoprekcuauny
TYaHiauH) He Ginpwe 2,0 % He netekryerhes
Jomitka B He Ginbine 0,2 % He netexryernes
Homimka F He Ginprite 0,2 % He nerexryernes
Howmimka A He Ginkme 0,4 % He nerexrtyernea
Hoatiwxka J He 6inbiwe 0,4 % He nerextyersen
Hesinoma nomiwka He 6iavuie 0,2 % 0,[3%
3aransha kinsiicrn pomiwmok He 6insiue 3,0 % 0.4 %
MIKPOBIOJIOI'MMHA
YUCTOTA
3aranbHe ynieno acpofiux He dinkiue 100 KYO/mn 0 KYOimn
MikpoopranizMig( TAMC)
3arannHe MK IpKIKOBHX He Ginbme 10 KYO/ma 0 KYO/mn
Ta naicnasnx rpudis(TYMC)
Staphylococcus aureus Bigcyruicrs B 1 Mnt Bincythiy 1 mn
Pseudomonas acruginosa Bigcyruicrs B 1 mn Bimcyaiy 1 ma

Lans 5 sacpimuylo, o HaBeneHa muuie FHGOPMALIs € MOCTOBIPHOIO Ta TOUHOIO. Hio cepiio npoxmyxuii 6yno eupoSneno
(BRIOHMIOUH MAKYBANHA/MAPKYBAHHAY T NPOBCIEHO KOHTPOSL ii AKOCTI Ha BHINe3azHANeNl AINBHUL y MOBHIH BiANoBinHOCTI 3
imoraMit GMP, BCTaHOBNEHIMU MICUEBHM PETyNSTOPHHM OPTaHOM, a TAaKoX BiAfosimio 1o cneundixauiit, WMo MicTATbCS y
peecTpauilinony A0Cke. ITPOTOKONH BMPOGHHUTEA, NAKYBAHHA Ta AHAMI3IB GYJI0 MEPEMAHYTO TA BCTAHOBAGHO BiANOBIAHICTS
GMP,

Hawanbrux sinniny Kowrpomo scoeti: Cetiga Cakau

Hara: 16.09.2024

BipHiCTh Nepeknany niArsepLxyeMo
TOB «MOBI XEJIC»
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AEBA XONAWHI AC, Typeuunna
CraHfaptHa onepauiiiHa npoueaypa.

[lok.Ne: SOP_CK_QA_018.19

CEPTHUDIKAT BIANOBIAHOCTI

Ha3ea npoaykry XEJINIEKC® NIAP oBnonickysau gns ropna, possnd, no 200 mn
PO34MHY ¥ RAAWLE N0 1 NAAWLI 3 MIDHUM CTAKaHUMKOM Y KBPTOHHIMN
xopobu).

Kog npogykty 3006363

Homep cepii Al7729

faTa BurorosnerHa 08.2024

TepmiH npuaaTHocT 07.2027

TepmiH npuaatHocTi 36 micauis

YMOBHW TPaHCNOPTYBaHHA pK Temnepatypi He Buule 25¢ C

KpaiHa Imnoptep YKkpaiua

Homep peectpauiiiHoro noceiguyeHHs UA/18887/02/01, TepmiH aii 10 11.12.2028

Cuna gii ta akTmBHiCTL 100 mn pozunHy MICTATL XNOPrekcuaMHY AurntokoHaty 20 % PO3YMHY

Y NepepaxyHRY Ha XNOPrekcnanHy aurilokoHat 120 mr; GeHsuaaminy
rigpoxaopuay 150 mr

$opma BUNYCKy O6nonickysay

Po3mip Ta THN YNaKkoBKu 200 mn y dnaroHi

Pazmip Bunyulenoi cepil 19650 ynax.

Homep Ta Kinbkicts 3pa3Kis, He sacrocosyetnea

AOCTABACHUX 3 NPOAYKUiED

Adpeca BrpobHWY0T AiNAHKK Hesa Xonanur. A.C. YepresKkoit Qpranise Canai bonresi, Kapaarauy
Maxanneci, Atatypk Dxkagneci Ne 32, 59510, Kanakni, Teripaar,
TypedyuHa.

Ceprudikat BignosianocTi sumoram GMP ceprudikar: DE_BW_01_GMP_2023_0140. Crpok aii
HanemHol BMpoBHUYOT NPaKTUKK 31.05.2026/ Ne niteHsii supoBHuKa: TR-ML-2022-49

Agpeca oprany, o BuaB cepTudikar,
AaTta./ Ne nilensii supoBHuka

Aara ceprndikata adaniay npogykry 16.09.2024

LaTa ananizy AD| XnoprexcnguHy durniokoHaTy: 12.02.2024
flata cepTudikara aHanisy AD| XnoprekcuanHy Aurmorkonaty: 14.08.2024
beHsuaaminy lNgpoxnopuay: 21.11.2022
bensngaminy Figpoxnopuay:  08.01.2024

BupobHuua incrpykuia { MBR Ne) CK-MUR-2001568
[HCTPYKUIA U040 nakysakHa {MPR Ne) | CK-MAR-3006363
AHANITUYHI MeToaMKK DP_SM_3006363.01

MaxeTtn. teTpykuia: CKYB363KT-00
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TOBAPHCTRO 3 OBMENEHCIO BIINOSI JANSHICTIO «MODE XERT,
' TOI 2468 NERC

e lenienns, 162 A, r lesuonmoes, Kuano- CanTouticsmi pafian, haiscets o URERE
1o 33 () 500-F =40, el wfag heatthac s

Kosg EOPIOY 35753182

Homep nepernagy.

Amominiesa $onbra: He 3aCTOCOBYETHCA
Auwmr: CKY6363K-00
Ernkerka: CKYB363E-00

NocravyanoHUKKM ADI

Xnoprekcuauny AurmokoHaty: MEDICHEM S.A.
Bensupaminy Mgpoxnopuay: BAL PHARMA

Homep cepii Ad|

Homep cepii AP, o
BUKOPUCTOBYETLCR ¥ piHanbHOMY
NPoAyKTi

Xnoprekeugusy AurnoxkoraTy: 1000466773
Xnoprekenanuy AurnokoHarty: 1000489159
bensugaminy Mapoxnopuay: 1000414482
bensungaminy lNgpoxnopuay: 1000454777

Lum s niateepmmylo, WO BuUuleHaseaeHa iHopmauia e
AOCTOBIPHOIO Ta TOUHOIO. LA NapTia npoAyKuii Byna BuroToBseHz,
BRAOYAKOUK NaKyBaHHA Ta KOHTPOANb AKOCTI Ha
BUUesragaHomy(nx) micyi(ax} y nosHilt  eianosigHocTi 3
Bumoramv cGMP Ta 21 CFR 210&211 MpaBua KOMNETEHTHOrO
PerynavopHoOro opraHy Ta y BIANOBIAHOCT 3 NOAOKEHHAMM
KOHTPAKTY MM BUPOBHUKOM Ta MOKYTILEM.

Hemae KOHTDOMO 3MiH
DHaCTynHi eNnemeHTH

KepyBaHHA 3MiIHaMM;

(v BRAaaeHHI)

Min, vac empoBHuuTtea uiel naptii Bynu 3HalgeH HaCTYMHi
BigXvAeHHa:

DHemae sigxmners

[ |HactynHi sigxunenus:
BKAA/EHHI)

3aKnoveHHn . ; .
YCi gigxunenHa 6yAn OuiHEeHi Ta BUABNEHO, L0 BOHW He MaIoTh
HEraTMBHOrO BI/IMBY Ha AKICTbL NPOAYKTY. Hapasi Hemae sKoaHux
BiXW/IEHD, L0 BAAWBAIOTL HA BUNYCK NapTil.
3anucn 06pobxru, NakysakHa Ta aHanisy sBMpo6HUUTES cepii Bynw
repernanym T1a G6yno BWABAEHOD, WO BOWU BiAMOBIAaOTL CGMP
BUmoram. Yei npollecy supobruuTea Ta aHanisy npoaykty Byau
3aBepLlIeHi BigNosiaHO J0 3aTBepAKEHOro HOPMaTUBHOFO JOCHE,
3anucun 06pobky, nakysaHHA Ta aHanNisy BUpoGHULTBE cepi Gynn
NEPErNAHYTI Ta BW3HAHI BignosigHumm 3
|:] Tak (AKWo 3acTocosaro 2D WTPUX-KOAYB8aHHA)
He zacTocoeyeThen
fHpopmauia, npo aky ipetsca vy cratri 33(2) fenerosaHoro
pernamenty Komicii €C 2016/161, Gyna nosHicTio Ta yeniwHo
3dBaHTaXeHa A0 CUMCTeMU peno3uTapiis.
[ ] Bignosigne
He sacrocosyerbes

Komenrapi Hemae ek

YnosHoBameHa 0coBa’s srocTi

3aTBepaKeHo: T

Im's, nocaga, nianuc i gata

MexmeT CeHa Bypak
25.09.2024




AEP?KABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMHA y m. KUEBI
npos. Haxii Ceitanynot, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kox €IPIIOY 37079055

BHCHOBOK
po fIKiCTL BBe3eHOro B YKpainy Jikapebkoro 3acoGy

28.10.2024 Ne 56294/24/26

XEJIIEKC® JIAP

(HalimeHyBanHA nikapcbkoro 3acoby 3rijiHo 3 peecTpauifHUM MOCRIA4EHHAM)
obmosickyBay Jist ropaa, posuns; no 200 mu po3unHy y nisuani; mo 1 mustiogi 3 mipuum
CTAKAHNYHKOM Y KapTOHHII KopoO6ii

(opma Bunycky, n03yBaHHs, BHA NaKyBaHHS JiKAPCHKOro 3ac06y)

Howmep peecrpaniiinoro nocsimuenns UA/18887/02/01 crpox xii peectpauiiinoro nocsixsenns 11.12.2028

Cepis nixapcekoro 3acody Ne A17729 KinskicTs Beeaenoro nikapcskoro saco6y 19650
BHpoGHuK Hena Xomuunr A.C., Typeuunna
(nafimMenysania BUpOGHHKa NikapcuKkoro 3acoby, kpaiHa MOXO0KEHHS)
Bseseno B Vkpainy Topapucrno 3 06meskenolo Bianosiaanwuicrio "MOBI XEJIC", izenr.
rox: 36258483

(nadimenysanus ta ko 3a €APTIOY 1opunuvHoi 0cobu a6o npi3suiLe, iM'st, no HathkoBi (izuyHoT
ocobu - nianpuemus, ii micie npoxkuBaHHs Ta peecrpauilinuit Homep o6nikoBoT KapTKH MaaTHHKa
nonarxin abo cepis Ta HOMep nacnopTa)

ITpoToxon Bisyansuoro kontpomo sin 07.10.2024 N 3403/1.
JlaGoparopuuit ananis axocTi Nikapcekoro 3acoby 3xiicHeHui;

Jlaboparopis 3 KoHTpOIO sKOCTI Nikapehkux 3acoGis TOB "JOBPOBY T-JIIKUJIAB" (M. Kuis,
Byi. Hosropon-Cisepcbka, 6y.3, HOXHTIOB] npuMintenHs 92)

(HaliMeHyBaHHA Ta MiclE3HAXOIKEHHS naGoparopii, 1o nposena TabopaTopHui aHanis AkocTi)

BrcHosok mono akocti nikapcekoro 3acoby, suaanuii naGoparopieio sig 28.10.2024 Ne 1667-24
PesynbTaTit nabopatopHoro aHaiisy skocTi Nikapebkoro 3acoby 3a nepesipeHHMH Noka3HMkaMH BLANMOBIAAKOTE
BMMOraM METO/IiB KOHTPOIIO AKOCTI (aHANITHY HO-HOPMATHBHOT IOKYMEHTALLT).

3a pesynbTaTaMH JEpXKABHOTO KOHTPOMNIO BCTAHOBIAEHO, LWO nikapcekuit gacié Bsezeno B VKpainy 3

AOTPHMAaHHMM BHMOr 3aKOHOIABCTBA LWOAC 3a0e3neuyeH s SKOCTI nikapch

3acofis.

Muxkona XOJIOJJEHKO

(nianuc) (iniuiany Ta npissyuwe)
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