MEPENIK
NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

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

KOMOETEHTHUMU OPTAHAMU CMOMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLYI, ANOHII, ABCTPANII,

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

EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHuk KpaiHa Bupo6HuK Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby ynakoska) NocBi0YeHHs1
1. CIBIHKBO TabneTku, BKpUTI NIIBKOBOO Mdpaiizep Eiiu.Ci.Mi. CLIA Mdcpaiizep Himeuunna | C.1.11.z IB - Introduction of, or change(s) 3a UA/19698/01/01
060/10HKOt0, Mo 50 mr; no 7 KopnopeiwH MeHgeKYYPUHT to, the obligations and conditions of a peyenmom
TabneTok, BKPUTUX Loiunena rmexX marketing authorisation, including the
nniBKOBOK 0B0I0HKOID, Y RMP - Other variation - To update the
6nictepi, no 4 6nictepn y RMP with the outcomes of studies
KapTOHHI Kopo6Lyi B7451084 and B7451085 assessed in
completed PAM procedures. Apdated
EU RMP Version 5.0. (part lll and VI).
2, CIBIHKBO TabneTku, BKpUTI NIIBKOBOO Mdpaiizep Eiiu.Ci.Mi. CLIA Mdcpaiizep Himeuunna | C.1.11.z IB - Introduction of, or change(s) 3a UA/19698/01/02
06010HkKot0, No 100 mr; no 7 KopnopeWLH MeH ek yprHr to, the obligations and conditions of a peyenmom
TabneTok, BKPUTUX Loiunena rmexX marketing authorisation, including the
NAiBKOBOK 060I0HKOID, Y RMP - Other variation - To update the
6nicTepi, no 4 a6o no 13 RMP with the outcomes of studies
6nicTepiB y KAPTOHHIl B7451084 and B7451085 assessed in
Kopoo6Li completed PAM procedures. Apdated
EU RMP Version 5.0. (part Il and VI).
3. CIBIHKBO TabneTku, BKpUTI NIIBKOBOO Mdpainzep Eiy.Ci.Mi. CLIA Mdpainzep HimeuunHa | C.1.11.z IB - Introduction of, or change(s) 3a UA/19698/01/03
060n0Hkot0, no 200 mr; no 7 KopnopeWiLuH MeHdeK yprHr to, the obligations and conditions of a peyenmom

TabneToK, BKPUTUX
NNiBKOBOI 060JIOHKOM, Y
6nicTepi, no 4 a6o no 13
6nicTepiB y KAPTOHHIl
Kopoo6Li

[Loiunena rmexX

marketing authorisation, including the
RMP - Other variation - To update the
RMP with the outcomes of studies
B7451084 and B7451085 assessed in
completed PAM procedures. Apdated
EU RMP Version 5.0. (part Il and VI).




