JNEPKABHA CJYKBA 3 JIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Haaii Citanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JPTIOY 37079055

BUCHOBOK
po AKiCTL BBe3eHOro B YKpaiHy JiikapcbKoro 3aco0y

09.01.2026 Ne 724/26/26

XEJINEKC® AHTUKOJIJA DX

(HaliMeHyBaHHA NiKapcbkoro 3acoBy 3TifHO 3 peecTpaiiiHuM MOCBiAUEHHAM)
rabaerin, no 10 Taénerox y Guaicrepi; no 1 6sicTepy B mayui

(bopma BHIYCKY, A03YRAHHS, BUI MaKyBaHHs Nikapcbkoro 3acofy)
Homep peectpauiiitoro nocsimuenns UA/9825/01/01 crpok aii pecctpauiiioro nocsindens HEOOMEKEHUH
Cepis nikapewkoro 3acofy Ne D56001A KinbkicTs BBe3eHoro nikapcbkoro 3acofy 68990

Bupo6uuk Casa Xenckea JItn, lnais

(nafiMenyBaHHs BUPOGHMKA NiKapcsKOro 3acoby, kpaiHa NOXOMKEHHS)

TosapucTso 3 o6Mexenoio Bignosinansuicrio '"MOBI XEJIC", ineur.
rox: 36258483

BBeseHo B YkpaiHy

(naliMenyBanus Ta koa 3a €LIPTIOY ropuanuHoi ocobu abo npissuiLe, iM'a, no 6aTekosi BisnuHOT
0co6u - miAnpueML, Ti Miclle TPOXUBAHHS Ta peecTpalliituuil HoMmep 061iKOBOT KapTKK NiaTHHKA
noaarkis afo cepis Ta HOMEp nacriopra)

IpoTokos Bisyansnoro koutposmo sia 12.11.2025 Ne 4290/01.10-25/7.

JlaGopaTopHu# aHasi3 AKoCTi Aikapcbkoro 3acoly 3aiHCHEHWH:

Jla6opaTopist 3 KOHTPOJO AKOCTI JTiKApChKuX 3aco6iB ToBapHCcTBa 3 0OMENKEHOIO BiINOBIAAIBHICTIO
"JTMKWUJIAB" (M. Kuis, Byn. Hosropoa-Cisepebka, 6y/1.3, HOKHTIOBE NPUMIILEHHS 92)

(HaliMeHy BaHHS Ta MicLIe3HaX0MKeHHs naGopaTopii, o nposena naboparopHuii aHanis akocti)

BHCHOBOK LIOKO AKOCT Nikapehkoro 3acoBy, Bunanuii naboparopieio sin 07.01.2026 Ne 25-148

PesynbTaTu 1a60paTOpHOro aHaiizy sKOCTi jlikapcbkoro 3acoby 3a nepeBipeHMMU MOKa3HUKaMH BiANOBiNAIOTHL
BUMOTaM METOMIB KOHTPOJIIO SKOCTI (aHaNiTHYHO-HOPMAaTHBHOT IOKYMEHTALLT).

3a pesyiabTaTaMH JAEPXABHOTO KOHTPONIO BCTAHOBJEHO, MO Jig#Apchbkuit 3aci6 BBeseHo B VkpaiHy 3

AOTPHMAHH s KOHOJABCTBA W00 3afe3neueHns akocTyikapebkux 3acobi.
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3sit Ne: 0000003970
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CEPTHPIKAT AKOCTI

TOBAPHITRC 3 ORME

SO BEITOBLEA BRI TID «ROBIREM:
TOR «MOBEKENO

by €A GY

Jara sgity: 03.09.2025

3pasox: XEJIEKC® AHTHKOJ DX raduerku; no 10 rabnerox y Onicrepi, no 1 Guicrepy B kaprouil nauui.
(Iapaueramomny 500 mr, Kogetuy 30 mr, deninedpuny rigpoxiopuy 10 mr, Xiopenipaminy mancary 2 mr, Jlekcrpomeropdany

rizpodpominy 10 mr)

Peecrpauiiise mocsinuersi: UA/9825/01/01
Bupobunk : CABA XEJICKEA JIIMITE]]

Kpatna inuesoro npusnauenss: VKPATHA
Appeca upobunyoi ninsinky: GIDC lereitr, 507-B-512, Bapxsan Ciri -363 035, Cypenjpanarap, liis
Ceprudixar pianosiaHocTi yMOB BUPOGHUIITBA NIKAPCHLKHX 3aCOBIB BUMOI'AM HAJICKHOT
BupoOHuyoT npakriky Ne 089/2025/GMP

Cepist No: D56001A

Jlara sur. 06.2025

Tepmin ripua. 05.2029

[Tocsiguenns ailicne no: HeoOMexeHK
Jliw.surot. Ne G/25/536

Posmip cepii: 68990 ynax

HAUMEHY BAHHSI
INMMOKA3SHHUKIB

BUMOI'Y MK3I

PE3YJIbTATU AHAJI3IB

OImnc

TabnerTkn  3€NCHOr0  KOJBOPY 3  BKPAIUICHHSIMMH,
osasibHOT GopMu, 3 pUCKOIO, Oe3 0GONIOHKH, MAIOTH
BinOuTKH «M» ra « [y Ha riit croponi, je pucka

Tabuericu 3eJeHOro KONLOPY 3 BKParvICHHAMH,
oBaibHOT (opmu, 3 puUcKkolo, Ge3 0OONOHKH,
MaioTh BinOUTKK «M» Ta «Hy» Ha Till cropowi,
JIe pHcKa

ITEHTHUOIKALLS
Iapaueramon

Kodelny 6e3somioro

Deninepuny rigpoxIopHi

Xnopheuipaminy masear

Jexcrpomerophany
rizipodpomin

Taprpazun
Jliamanrouii GnaxuTHuii

Yac yrpumyBaHns 11iKy napaleramolry Ha
xpomarorpami BUIPOOGOBYBAHOIO PO3YUHY i
CTANJAPTHONO PO3UHHY, OTPHMAHKX B PO3MII
KUILKICHE BU3HAUCHHSY, TOBUHEH CIiBIIAJATH.

Yac yrpumysanis 1iky kodeiny Ha xpomartorpami
BHIIPOGOBYBAHOI0 PO3UUHY | CTAHZAPTHOTO POIUMNLY,
OTPHMaHHX B PO3ALT «KUILKICHE BH3HAYCHHSY,
MOBUHEH CIBIANATH.

YHac yrpumysanns niky GpeHinedpuny riapoxiopuiy
Ha Xpomarorpami BHIIPOOOBYBAHOIO PO3UUHY i
CTAHIAPTHOTO POZUMHY, OTPHMAHNX B PO3LII
CKDIBKICHE BUSHAYCHHSY, NOBUHCH CliBNIAIATH,

Yac yrpumyBanns niky xnopdenipaminy maneary na
XpoMaTorpami BUIPOOOBYBAHOIO PO3UHHY i
CTaHJAPTHONO PO3UHHY, OTPHMAHHX B PO3iii
«KiNbKICHE BU3HAUCHHS», OBHHEH CHIBIAATH.

Uac yrpumyBans 1iky sexcrpomerophany
rigpodpomily Ha XpoMarorpami BUNPOGOBYBAHOIO
POBUMHY | CTAI@PTHOrO PO3UHIY, OTPUMAITHX B
PO KKDILKICHE BUBHAYCHHSNY, IOBHHEH
cuiBlajarm.

Yacn yrpumyBanusi iKis TapTpasiiy ta
AiaManToBOro OJIaKHTHOIO Ha XPOMaTOIpamMax
BUHIPOOOBYBAHOIO POUHHY T4 CTAHLAPTHOIO
PO3URHY MAIOTh CITiBIIAJIATH,

Biurnosinae

Bixnosinac

Bijosijac

Binnosinae

Bijnosigac

Bixrnosinae

CPEJIHSI MACA

700 mrd:5%
Bijn 665,0 mr 10 735,0 mr:

698,95 mr

OJHOPHIHICTD MACH

He Oinbiue nix 2 3 20 injuBilyasbHIX Mac MOXKYTH
MatH BiIXHICHHS £5 % , 1 )o/Ha iHaHBiLyaibHa
Maca HC [MOBHHIAG MATH BlIXHICHHS OlIbIIE HiX
£10%

- 1,20 % o + 0,70 %
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CTIMKICTD JIO
PO3JIABJIIOBAHILS

He menme 39,2 H

78,33 Hao 119,69 H

CTHUPAHICTL He Ginbine 1,0% nupoueirt 3a macoio 0,13 % npouenr 3a macoio
PO3ITAJIAHH S He Oiisie 15 xs Biy 01 xsusunn 10 03 xpuimn
POZUHUHEHHS He menute 70% (Q) napaneramony 3a 45 x 101,92 % no 104,47 %, cepemne ~ 103,30 %

He menme 70% (Q) Kodeiny 3a 45 xn

He menine 70% (Q) ®denisiedpuny rigpoxiopuiy sa
45 x8

He mene 70% (Q) Xnopdicnipaminy Maneary 3a 45
XB.

He menie 70% (Q) Jlexcrpomeropdany
rigpotpominy 3a 30 xs

100,92 % 10 103,76 %, cepenrc — 102,47 %
99,84 %% 50 102,75 %, cepeie — 101,60 %

119,37 % 10 122,90 %, cepenne — 121,09 %

101,75 % 2o 103,90 %, cepenne — 102,64 %

OJTHOPIJIHICTL BMICTY

[Tapaueramon Mac signosizaru sumoram AV < 15 1,79
Kodein Mac signosinatu sumoram AV <15 2,77
Deninedpruy rixpoxaopuin Mae siuioBizar sumoram AV < 5 3,07
Xuopgenipaminy mancar Mae siosiars sBumoram AV < 15 3,42
Hexcrpomeropdany Mac sianosijari Bumoram AV < 15 4,94
rigpoGpomis

CYTIPOBIHI JOMITIIKH

byib-sxa Hesinoma noMilmka He 6issiie 0,2 % 0,05 %
Cyma jloMilox He 6iiine 2,5 % 0,05 %
MIKPOBIOJIOI'TYHA

YUCTOTA

3araibHe 4Heio He 6bibme 1000y | 1 20 KYO/r

KHTTEIUATHUX ACPOBHNX
mikpoopranizmis(TAMC)
SarajnHe YHcHo APhKIKOBIX
ra nicHABUX rpubis(TYMCQC)
E.coli

He Ginbiue 100y I v

He joiyckacTnes HassHicts B 1 v

Meume 10 KYO/r

Bixcyrui/r

KUILKICHE
BU3SHAYEHHSI
apaneramon

Kogelny 6essojiioro
Deninedpruy rigpoxyiopumy

Xnopdenipaminy maneary

Hexcerpomeropdany
rinpoGpominy

Ha Briryck: 8in 475.0 M1 10 525.0 mr/ra6.

Ha repmin upuparnocti: 8ig 450.0 M 10 550.0
Mi/rad.

Ha surnyck: 8i 28.5 mr 10 31.5 mr/rad.

Ha repmin npuparnocri: 8in 27.0 mMr 10 33.0 mr/1a6.
Ha suryck: 8i 9.5 mr 10 10.5 mr/ra0.

Ia Tepmin npmariocti: 8in 9.0 mMr go 11.0 Mr/ra6
Ha suryck: sijg 1.9 mr o 2.1 mr/ra6.

Ha repmin npuparuocri: six 1.8 Mr 0 2.2 Mi/rab
Ha suryck: 8ig 9.5 mr g0 10.5 mr/rag.

Ha repmin npmarnocti: 8ig 9.0 mr jio 11.0 Mr/ra6

503,29 mr/ra0

30,63 mr/Tab
9,71 mr/rad

1,99 mr/rad

1031 Mr/ra6 { g
3




3BEPITAHHSI 30cepiraTi B Hej0CTy oMy Juis et micui, 8 Biuiosiae
opurinanbill yHakoBid, upu remieparypi ne Biue
25°C;

TEPMIH INTPUJIATHOCTI 4 pokH Binnosinac

LM s sacsiguyio, mo Haselena suuie indopmauis € jocrosipnolo Ta Tounolo. Ilio cepiio npoaykuil Oyio BupoGieHo
(BKIHOUAIOUM NAKYBANHS/MAPKYBAHHS) T4 HPOBEUCHO KOHTPOIDL 1T SIKOCTI Ha BUIIC3a3HAUeHil NiNLHUL Y noBHiM BixroBiaHOCT 3
siumoramit GMP, BeTanoBJIcHIMH MICUCBUM PErYISTOPHUM OPIraHOM, a TakoX BLUIOBIHO O cneuuikauil, mo Mictstbes y
peecrpautiitnomy nocke. porokoin BHpOGHULTBA, NaKyBalns Ta aHajizis OyJio HEPerissHyTo Ta BCTaHOBJIEHO BiANOBiMHICTL
GMP.

Jara: 09.09.2025
Mara: 09.09.2025
Hara: 09.09.2025
Hara: 09.09.2025

XiMiK 3 KOHTPOSIIO SIKOCTH:  11imIe
Cuewianicr 3 KOHTPOMO SKOCTE:  1MiIHe
Menepkep Bitiny KouTposo sikocri:  uinmce
VrnosnosaxeHa ocoda:  minmHe

BipuicTs nepexiaLy nijrsepukyemo
TOB «MOBI XEJIC»

OBI XE

AeHTudiKauinnui
on 36258483
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