MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMOETEHTHAMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLI, ANOHII, ABCTPANII,
KAHAAN, NIKAPCbKUX 3ACOBIB, LWO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOIO BAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHsI
1. CIBIHKBO TabneTkn, BKpUTI Mdoaiizep CLWA Mdpaiizep Himeuun The CHMP, having considered in  3a peyenmom UA/
NNiBKOBOK 060/10HKOHO, Eiiu.Ci.Mi. MeHtohekyypuHr Ha accordance with Article 28 of 19698/01/01
no 50 mr; no 7 TabneTok, KopnopeiiwH Loiiuneng M6 X Regulation (EC) No 726/2004 the
BKPUTUX MAIBKOBOH PSUR on the basis of the PRAC
060/10HKOH, Y BriicTepi, recommendation and the PRAC
no 4 6nictepn 'y assessment report as appended,
KapTOHHiI kopobui recommends by consensus, the
variation to the terms of the
marketing authorisation for the
above
mentioned medicinal product,
concerning the following changes:
Update of section 4.8 of the SmPC
to add the adverse reaction of
neutropenia with a frequency
uncommon. The Package leaflet is
updated accordingly.
3MiHM BHECEHO A0 po3ziny «lMobiyHi
peakuii» IHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHS.
BBefieHHs 3MiH NpoTArom 9 micsAuis
nicns 3aTBepAKEHHS.

2. CIBIHKBO TabneTku, BKPUTI Mdpbainzep CWA Mdpainzep Himeyun The CHMP, having considered in  3a peyernmom UA/
NNiBKOBOK 060/10HKOHO, Eiiu.Ci.Mi. MeHoekyypuHr Ha accordance with Article 28 of 19698/01/02
no 100 mr; no 7 KopnopeliwH [Joiiuneng M6 X Regulation (EC) No 726/2004 the
TabneTok, BKpUTUX PSUR on the basis of the PRAC
NNiBKOBOK 0GO/OHKOM), Y recommendation and the PRAC
6nictepi, no 4 abo no 13 assessment report as appended,
6nicTepiB y KAPTOHHIl recommends by consensus, the
Kopo6Li variation to the terms of the

marketing authorisation for the
above
mentioned medicinal product,
concerning the following changes:
Update of section 4.8 of the SmPC
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to add the adverse reaction of
neutropenia with a frequency
uncommon. The Package leaflet is
updated accordingly.
3MiHM BHECEHO A0 po3ziny «lMobiyHi
peaxuii» IHCTPYKLiT 415 MeanyHoro
3aCTOCYBaHHS.
BBefeHHs1 3MiH NpoTarom 9 micsuis
nicns 3aTBePIKEHHS.
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TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOHO,
no 200 mr; no 7
TabneTok, BKPUTUX
NNiBKOBOK 0GOMOHKOMD, Y
6nictepi, no 4 abo no 13
GicTepiB y KAPTOHHIN
Kopo6Li
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The CHMP, having considered in  j

accordance with Article 28 of
Regulation (EC) No 726/2004 the
PSUR on the basis of the PRAC
recommendation and the PRAC
assessment report as appended,
recommends by consensus, the
variation to the terms of the
marketing authorisation for the
above
mentioned medicinal product,
concerning the following changes:
Update of section 4.8 of the SmPC
to add the adverse reaction of
neutropenia with a frequency
uncommon. The Package leaflet is
updated accordingly.
3MiHM BHECEHO A0 po3ainy «lMobiyHi
peaxuii» IHCTPYKLiT 415 MeanyHoro
3aCTOCYBaHHS.
BBeeHHs 3MiH npoTarom 9 micauis

a peuyerimom

19698/01/03

nicnsa 3aTBepMKeHHs.




