MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky | peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 CO/NIKBA pOo34uH AN TOB YkpaiHa CaHodhi-ABeHTIC Himeuyunna | C.1.4, Il - Change(s) in the SPC, Labelling 3a UA/16775/01/01
iH ekuiid, 100 "CaHodi- Jonunang MrmeX or PL due to new quality, preclinical, peyenmom
Oa./Mn+33 MKr/mn; ABeHTIC clinical or pharmacovigilance data:
Ne3 a6o Ne5: no 3 YkpaiHa" Update of section 4.8 of the SmPC in order
M/1Y KapTpuaxi, to cholelithiasis and cholecystitis to the list
BMOHTOBaHOMY B of adverse drug reactions (ADRs) with
ofiHopas3oBy frequency(uncommon). The Package
LUNPUL-PpYYKY; No 3 Leaflet is updated accordingly. In addition,
abo no 5 wnpuu- the MAH took the opportunity to introduce
PYYOK B KQpPTOHHil minor editorial changes to the PI.
Kopoo6u,i. Monkn B BBefeHHs1 3MiH NPOTArom 6-Tn MicsauiB
yNakoBKy He nicns 3aTBepAKEHHS.
BKJ/THOYEHI
2, CONIKBA pPO34uH AN TOB YkpaiHa CaHoi-ABeHTiC HimeuunHa | C.1.4, 1l - Change(s) in the SPC, Labelling 3a UA/16774/01/01
iH ekuiid, 100 "CaHodi- Jonunang MrmeX or PL due to new quality, preclinical, peyenmom
Og./Mn+50 mMKr/m; ABeHTIC clinical or pharmacovigilance data:
Ne3 a60 Neo5: no 3 Ykpaina" Update of section 4.8 of the SmPC in order

M1y KapTpuoxi,
BMOHTOBAHOMY B
0/jHOpa3oBy
WnpuL-pyyky; no 3
a6o no 5 wnpwu-
PYYOK B KQPTOHHil
Kopobui. Fonku B
yNaKkoBKy He
BK/HOYEHI

to cholelithiasis and cholecystitis to the list
of adverse drug reactions (ADRs) with
frequency(uncommon). The Package

Leaflet is updated accordingly. In addition,

the MAH took the opportunity to introduce

minor editorial changes to the PI.
BBeeHHs 3MiH NpOTArom 6-Tu MicALiB
nicns 3aTBepKeHHS.




