| JEPKUIKCIVEBA
JEPKABHA CJIYIKDBA 3 .JIIKAPCI)KI?X 3ACQEIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIN OBJACTI

mpocrekt Barepisn Jlobanoscskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https.//www.dls.gov.ua, Kox €JIPIIOV 37078774

” BUCHOBOK :
1O AKICTH BBE3eHOro B YKpaiHy JiKkapcsKoro 3acoby

01.11.2022

JIBEKCUH®

N 46568/22/10

(HaiiMeHyBaHHA JiKapcLXoro 3aco0y 3riguo 3 peccTpauiinumM nﬁéninqemmﬁ)
Tabaerkn 1o 100 mry Ne 20 (20x1): mo 20 Tabiaetok y Gaicrepi; mo 1 6aicrepy B kKaproumiii
Kopofui

Cepix aixapcrkoro 3aco6y Ne FV(10

Bupobunk

Bse3eno B-Vkpaihy

(dopma Bymycky, mo3yBaHHs, BUZ TAKYBAHHA JIKAPCHKOTo 3ac00y)

‘Howmep peectpanitinoro nockinuenss UA/8252/01/01 crpox zif peecrpauiiinoro noceizuenns 01.01.2099

KinskicTsb. BBE3eHOTO JTiXapcpkoro 3acofy 36270

XTHOIH 3aBoa ®apmauertrunyx ta XiMiuuux [poaykris Tpaiisit Ko.
Jra. Hnpremcerpo 2 (mignpuemctso Bepemmeasxas), Yropmuna

(naliMeHyBanRn BUpOGHUKA TiKapChKOro 3acofy, KpaiHa MOXOpKeHHS)

ToBapucTBo 3 00MeREeHOI0 BiTNoBiaNBHiCTIO "OIEJLIA
_XEJCKEA YKPAIHA", inenr. xox: 43726391

(Hailivenynanus Ta xoA 3a EAPIIOY ropunmanoi ocobu abo mpizeuine, iM's, o 6aTEKOBI
hisuanoi ocobu - mizmprem, 1i Micue npoxuBanus Ta peccTpauifinuii HoMep 06ikoBoT
KapTKN IUTATHMKA IOAATKIB ab0 cepis Ta HOMED Macropra)

TIporokoit pisyanbrore kKoxrposaio six 31.10,2022 N 2839/1.

3a pesynbTaTaMM  J€pXKABHOrO KOHTPOJIO BCTAHOBJIEHO, IO JiKAPCHKHE 3aCi6 BEE3IEHO B Ykpainy 3.

AOTPHMAHHSM BrMOT 3aKOHOJABCTRA OO 3a0e3MeUeHHA AKOCT] JTiKapChKHUX 3aCO6IB.
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CEPTU®IKAT CEPIi

XIHOH 3aBog ®apmauesTuinux Ta Ximiunux lpogykrie [Ipaiisit Ko. JITx.

- koMnaHia CaHodi

BupobHuya AinsHuNe Bepelneaskas - 2112 Bepemegnxas Jlesai, y.5; Yropmyna
Tea. + 36 28 585 600/ dakc +36 28 585 939

*}Io,ua'rf{om AOCHIKEHHA , IKI HE IIPOBOAATHCA NIPY 3BUYAKHOMY KOHTPOJI, He MpOBOAUAMCA OIS 1€l cepil.

Cropinka 132

Kox GMID: 193442 ApTuUKyR: VER_14936
Hassa npenapary: JIIBEKCUH®, TaéneTky no 100 mr, Ne 20
Kpaiga-iMmnoprep: YKpaiHa N
Cepis Ne: FV010 Cepin 3amoBHuKa N2: FV010
JdaTa BUroTOBJIeHHA: 26.09.2022 [IpuaaTHUHR AO; 08.2025
Cuna aii: Ipenokcaiaznn rigpoxaopup 100 mr | ) .
d®opMa BHIIYCKY ! Tab6/1eTKH Bunyuiena KijekicTs (ynakonok): 36270
Tvn nmakyBaHHA: Ne 20 y [IBX-amominieBux 6aicrepax
YmoRBu 36epiranHsi: 36epiraTu B opurinanbHil ynakoBui npyu TemnepaTtypi Hmxye 25°C
HaiiMmeHyBaHHA TOKa3HUKIB Cnenudixkanii Pesynpraru |
BUIIPOOYBAHE
Maiixke 6ini, niocki TabeTKH 31 CKoLIeHUMU
KpasMy; 3 OAHOTO HOKY € MapKyBaHHA .
- XapakTepHUCTHKN: “LIBEXIN", 3 inmoro ~ nozgiiina posnogisibya | L
s . Bignosigae.
3OBHINIHIN BUTAAN pPUCKaA
HiameTp TabMeTOK ~ 8 MM;
o N ~ Torpmuna tabneTok~ 2,8 MM
CepepHsa Maca 160 mr + 7,5% (€sp. Papm.) 161 Mr
Cepenns maca £ 7.5%, |
OzHopigHicTE Macy, BiZixusieHHA Ha + 15% M03BOASAETBCH 11 He Bignosinae
N - pinbie 2 TabaeTok 3 20
CTHpaHHiCTE < 1% (Esp. Papm.) <1%
Inerrndikanin |

_(OpeHokcaiasuny rigpoxaopuay)
i;i;anlf:::;m Ha yTBOpEH A . - ..Bi,unoni,uae Bianosigac

1 Y®-ciextp Binnosigae Biqnosinac

1 KinbkichHe BH3HasienHsa (YBEPX) 100,0 mr/Tabnetky + 5% 100.0 mr

1. Tpenoxcaiasuny rinpoxnopuay __(95.0-105.0 mr/TabneTky ) ’

| BunpotyBaHHsa HAa YucToTy (YBEPX)

i Bwmict 5-Binin-okcagiazony < 0,5% 0,0 %
[HIi qoMillIkK, KOKHA 50,20% 0,00 %
Beworo gomiinox N | <1,0% 0,0 %

"Po3auynHeHHs

1 (Y®-cnektpodoromerpis)

1 llpenokcaiasuny rizpoxaopuay,

| TipoTaArom 45 xa, (Q=65%, n=6)

1 E€EMHIicTB 1 | =270% 86 %
EMHICTLZ | 270% 86 %
EMHICTE ,»—'* pﬁﬁﬁ * « | >70% 86 %
EMH]C 4% ﬁ;}f&ﬂ&! P{}‘ﬁ‘ﬁ;’, | =270% 86 %
Enmiifl - g\ | o 270% 87 %
emff | yet e N 270% 87%

s S CEpE,ELHE 3HaYeHHA iz 12 Ta6AeTOK He MeHIlIe
o fta T _
1% /e ajf | HDK65% 4epes45 xB, i s xonHO0l TabaeTKH He 3acTocoBHO
/A | MeHe Hix 50%
Cepe,aHe 3Ha4YeHH4 i3 24 Tab/eTOK He MeHIIe
HDX 65% 4epes 45 xB, i He 6iablire Ak g1t 2X
TabJIeToK He MeHIIe Hix 50%, i A5 woguol He 3acTocoBHO
- o o TabJ/IeTKH MeHIIe Hix 40%
1 Mikpo6ioaoriuna yucrora’
baxTtepii, KYO/r | < 1000
[pubu, KYO/r | <100
Escherichiacoli vy 1r BincyTHi
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CEPTUDIKAT CEPII

XIHOIH 3agog dapMarie BTHYHHX Ta Ximiynux [Ipoaykris [paiisit Ko. JITA. ANL B
- koMIagisa CaHodi SA N O F I u
Bupo6uuya ginbuuia Bepemeabxas - 2112 Bepeuresnxas Jlesai, y.5, Yropiijuia.

TeJl. + 3628 585 600/ bakc +36 28 585939

Koa GMID: 193442 ApTHKY®: : VER_14936
Hassa npenapary: JIBEKCHH®, Ta6neTkn no 100 mr, Ne 20
Kpaira-iMmnoprep: Ykpaina N
Cepin No: FV010 Cepis 3aMmoBHMKa Ne: Fv0o10
JdaTa BUroTOBJIEHHS: 26.09.2022 [Ipugarauii go; 08.2025
Cnna paii: IIpedoxkcaia3un rigpoxnopug 100 mr
dopma BUNYCKY : TaGJIeTKH BunymeHa KigpKicTs (ynakosok): 36270
Tun nakyBaHus: Ne 20 y IBX-amnominiesux 6iticrepax
YmoBH 36epiranns: 36epiraTi B opuridanbHii ynakoBni npu remneparypi Humxue 25°C
HaitMmeHYBaHHA NOKa3HUKIB Coenudgrikanii PesyibTarn
|  BUIIPO6YBaHbL
JogarkoBa ingopmanis:
| Peecrpaniiitte nocsiguenns B Ykpaini | UA/8252/01/01
1 Jlinexsisg Ha BUPOBHULTBO N HU-M-CHIN
i CepTudikaT GMP Ne OGYEI/24970-5/2021

1 Hasﬂz_i Ta afpeca BUpoHHUYOI LiITbHUI
| XIHOIH 3aBog ®apmaneBTuuHuX Ta xiMmiunux [IpogykTis [ipausit Ko. JIta. llianpremcrso 2
1 (mignpuemcTBo Bepeieabxas) 2112 Bepemnieapxas, Jepai, y. 5, Yropuusa.,

+ UM saTBepmAyIO, 1110 HaBeIeHA iHdopMaria € AOCTORIPHOIO Ta TOYHOIO. Iro- cepiro npoaykuii 6yio BUFOTOBAEHO,

| BKJIIOYHO NaKyBaHHsS/MapKyBaHHSA Ta KOHTPOJbL SAKOCTi, Ha BUme3asHaqeHiil BUpoSHMYIN ginaHui y moBHiM
| BlanoBiaHocTi BUMoraM GMP, Bumoram 3aTBEP/KEHHM JIOKAJbHHM pDeryJATOPHHM OpraHOM, a TAKOX y
| BiANOBigHOCTI 10 celudikaiii 1o PeecrpaniiiHoro nocBigyeHHs, Mo MiCTATHCS B PEECTPALINHOMY JOChE KpalHU-

1 iMnoprepa. [IpoTokoan BUPOGHKITEA, NAaKyBaHHS Ta AOCHZKeHHA 6Y/H NeperJsaHyTi Ta BiANoBiZaleTh BUMoraMm
1 GMP,

| llana cepia 6yJia BUTOTOBJIeHA y BifnoBigHOCTI 10 BUMOTr ¢GMP Ta y BIAMOBIAHOCTI A0 cnenudikauiit Ao BigmosiaHoTO |
PeecTpanifinoro mocsigyenHs.

S e PR i PRI

1 Led ceprudikaT MiCTUTE eslekTpoHHUH MiJnKC 3 BaJifoBaHoOI cucTemMu LIMS

Pimrenns: o AO3BOJEHO
i Jlara: 11.10.2022 14:14
YHOBHOBa:KeHa ocoba - AokTop Becrepi Bosxa [dr.Beszteri Bojana]

Ctopinka 252
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