NMEPENIK

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 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby YnakoBsKa) nocsio4YeHHs1
1 MUTUKANG Kancynu m'ski, no HosapTic LBeiiLapis BMPOOHULITBO, KOHTPO/b HimeuunHa/ C.L.4, 11 - Change(s) in the 3a UA/18988/01/01
25 Mr; no 4 kancynu OsBepci3 AKOCTi OKpiM TecTy LseriLapis SPC, Labelling or PL due |peyenmom
y 6nicTepi; no 7 IHBECTMEHTC "BU3HAYEHHA yncnia to new quality, preclinical,
6nictepiB y Al, MiKpoOpraHi3mis": KataneHt clinical or
KapTOHHI nauuj; no Liseliyapis HimeuunHa E6epbax MM6X, pharmacovigilance data:

2 ab0 no 4 KapTOHHi
nayku y kopooui

HimeuunHa; nepBuHHe Ta
BTOPUHHE NaKyBaHHS:
KataneHT HimeuunHa

LWopHaopd Mv6X,
HimeuurHa; KOHTPOb AKOCTI
Tecty "BusHayeHHs yucna
MikpoopraHiamis": JTa6op J/IC
CE eHp Ko. KI, HimeuunHa;
BUMNYCK cepiii: HoBapTic
dapma N'v6X, HimeuunHa;
KOHTPO/Ib AKOCTi OKpiM TecTy
"BM3HAYEHHS yncna
MiKpoopraHi3mis":
dapmaHanitika CA,
LLiseiuapis

Update of sections 4.2 and
5.2 of the SmPC in order to
update efficacy and safety
information in elderly
patients based on final
results from study
CPKC412A2408 - An
open-label, multi-center,
Phase IlIb study to assess
the safety and efficacy of
midostaurin (PKC412) in
patients 18 years of age or
older with newly diagnosed
FLT3-mutated Acute
Myeloid Leukemia who are
eligible for “7+3” or “5+2”
chemotherapy, listed as a
PAES in the Annex II. The
RMP version 8.1 has also
been submitted.
BBeeHHs 3MiH NpoTAromM
6-Tn MicauiB nicns
3aTBEPKEHHSA




