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AEPKABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOEIB TA KOHTPOJIIO 3A

HAPKOTHUKAMMU Y KUIBCHKIN OBJIACTI

npocnexT Banepis JIo6anoscekoro, 51, . Kwig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €,Z[PHOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOI0 B YKpainy JIKaPCBKOT0 32¢00y
20.07.2023 | Ne 35021/23/1011
EI'VIOHIJI®

(HaliMeHyBauHs JIKAPCHKOTO 3ac06Y 3rigHo 3 PEECTPAlIHHKUM TIOCBIYEHHAM)
Kancymam mo 50 mr; Ne 30 (30x1): mo 30 KancyJt y oicrepi; mo 1 Guticrepy B KAapTOHHIMN
KOopooOui

(dopma Bumycky, no3ysanns, sun NaKyBaHHs JIKAPCHKOro 3aco6y)
- Howmep peectpauiiinoro nocsizuenns UA/3818/02/01 CTPOK i peecTpaniiinoro noceiguerns 01.01.2099

Cepis sikapeskoro 3aco6y Ne M1974 KuibkicTs BBe3eHOTO NikKapeskoro saco6y 8064

BrpoGm JEJIbPAPM ADKOH, ®panuis

(HaliMeHyBaHHS BHPOGHHKA JIIKapCHKOIO 3ac00y, KpalHa MOXO0KEHHSA)

Baeseno B Vpainy Tomapucreo 3 06MexeH010 BiTIOBINATEHICTIO "CAHO®I-ABEHTIC
YKPAIHA", ienr. Kkox: 35648623

(HaMMeHyYBaHHS Ta KOJ 3a EAPTIOY wopuauunoi ocobu abo MpPI3BHUILE, iM'A, 10 6aTLKOBI ¢izuungoi
OCO0H - minnmpuems, ii micie NPOJXHUBAHHA Ta pecctrpaumHHH HOMep OONiKOBOI KApTKU MIaTHUKA
nozatkis abo cepis Ta Homep I1acmopTa)

IIpoToxon Bisyansuoro konrpomo six 18.07.2023 Ne 2229/11.

3a pesynpTaTamu ACPKABHOTO  KOHTPOJNIO BCTAHOBJIEHO, IO JIKAapCBKUH  3aci6 BBe3eHO B Ykpainy 3
,[I;OTp HUMAaHHAM sumor 3aKOHOJABCTBA ION0 3a6€e3eYeHus SKOCTI JTIKapChKHUX 33aCOBiR,
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JIEJIb®APM J1KOH

6 OysbBap nie r'Opon Ceprudikar AHasti3V T2
KBETUI'HH, 21800, dpanuis P Biq)nosi i y
Ten: 0380 48 30 30 A A

Paxc: 03804636 17

Onuc: EFJTOHUI xancysin no 50 mr Ne30 s YKpalHu

Kon;: 176641 KaleHTchkul Kop: 592582 .
Homep cepif: M1974 KinieHnTcrka cepis Ne: M1974

P .BaKiH%HHH . /KoBpTeHb 2025 JlaTta BUrOTOBJIEHHS: 28 nucronazga 2022
TEepPMIHY HPUJATHOCTI

TECTU | CIIELU®IKALIT PE3YJIbTATH
XAPAKTEPUCTHUKA
T Henpo3zopi 6ini a6o matixe 6iri Kancyau Ne 4, . .

SOBHIIHIM BUT A W0 MICTATbL KPEMOBO-6IIHH MOpomoK SR
ITEHTUPIKAIISA

lAeHTndiKkanis FHLIPUAY / [IosuTHBHAa [losuTHBHA
| TIOX "
\ACHTHdIKan ] Cyﬂbmp.ﬂﬂy / MinimyM a6cop6nii: 264 - 268 um 267 um
Y®-cnektpodoTomeTpis

lnenTnbixanis Cyﬂbﬂlpﬂﬂy / MakcumyM a6cop6ii: 289 — 293 ym 293 HMm
Y®-cnekTpodoTomerpis

TECTH

Cepennsa maca 0.116 - 0.124 r 0.119r
OgHopigHicTh Macu: M +/-10% <2/20 0
OfHopignicTh Macu: M +/- 20% 0/20 0

Yac posnananus <15 xB 4 XB
KIVIBKICHE BUBHAYEHHSH

Cynbnipup /

YO-criekrpodoTomeTpis 47.5 - 52.5 Mr/kancysny 51.6 Mr/kancyy

Mikpo6iosoriyna yncrora: 3aranbua KUIBKICTh aepo6HUX MiKpoOpranisMis (=103 KYO/r) Nepioanunuii KOHTPOJIb
Mikpo6iosioriyna yncrora: 3arasibua i bKICTb APIX/KOBUX Ta MJIICHIBUX rpu6is (<102 KY0/r) lepioanyuuii KOHTPOJIb
Mikpo6iosoriyHa yncrora: Escherichia coli (BigcyTHicTs B 1 r) [epioguunuii KOHTpOJIL

Kpaina-imnoprep: Ykpaiua

Homep Peecrpauiiinoro IOCBiJ4eHHS B YKpaiHi: UA/3818/02/01

HasBa nikapcbxoro 3aco6y, JiKapcbka Gpopma: EIVIOHI/I®, Karcysu 50 mr

Po3Mmip Ta Tun nakysanng: Ne30 (30x1) mo 30 kancyn y 6uictepi; mo 1 6uictepy B KapTOHHIA Kopo6ui
AKTUBHMH iHrpenienT, Cua All: Cynenipua, 50 mr

Homep Bupo6uuyoi ninensii: M 17/211




Onuc: EI'VIOHUI kancynu mo 50 mr Ne30 s YKpainu

Kon: 176641 KJEHTCHKUHA KO 592582

Howmep cepif: M1974 KnieHnTcrpka cepis Ne: M1974

JlaTa 3akiHyeHHs

. ; HKoeTenn 2025 /laTa BUroTOBJIeHHS: 28 nucronana 2022
TEPMIiHY NPUAATHOCTI

Ceprudikar Bigmosignocri

JlaHUM 3acBiguyio, 1110 HaBegeHa BHLIE iHpOpMalis € A0CTOBIPHOIO Ta TOYHOIO.

[laHa cepia 6yja BHpoGJieHa, BKIIOYAIOYW IaKyBaHHA Ta KOHTPOJIb fAKOCTI Ha BHIIe3a3HaAYeHii
AUVIBHHUI y MOBHIH BiAgnmoBiznocTi 3 BUMOraMu GMP, BcTaHOBJIEHMMH MicleBUM PEryJiaTOpHUM
OPraHOM, a TaKOX BIANOBIAHO 10 cienudikanii go PeecTpalilHOro nocsifyeHus KpalHH-IMIIOpTepa.
llpoTokosin BHpOGHULTBA, MaKyBaHHA Ta aHaMisiB cepii 6ynu IIeperjassHyTI Ta BCTAaHOBJIEHO
BlANOBigHicTE GMP,

Ha Bumory oprauis oxopouu 3/10POB'Sl HAJJAIOThCS Pe3y/IbTaTHU MiKpo6iosoriyHoro mociaimxenss i3
BH3HAY€HUMHU crienuQikanisamu (gocnipkenHs MPOBOJUTBLCA NEPIOAUYHO BIANMOBIHO /10 CTaHAAPTHUX
onepanidnHUX Ipoueayp).

Pimenus
Pimenns: Jo3Boneno
Posmip cepii 76104 ynakosoku
Jara: 01 mrotoro 2023 12:53
IMm s: Marunbaa TAMBEPT
[Mathilde HUMBERT] YuosHoBaxkeHna
0co6a

[fent cepTudikar AHAJI3y OYJI0 MIATHUCAHO eIeKTPOHHUM MIATHCOM i3 miATBepmKeHOro LIMS




