MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKNX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAMIB NMPO BHECEHHA 3MIH A0 PEECTPALINHUX

MATEPIANIB MPOTAroM Ali PEECTPALIAHOINO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPFAHAMU CMOJTYYEHUX LUTATIB AMEPVKW, LUBENLLAPCbKOI KOH®ELEPALL, AMNOHII, ABCTPAII, KAHAAW, NIKAPCLKNX 3ACOBIB, WO
3A LUEHTPA/I30OBAHOIO NMPOLEAYPOKO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMNEVNCBHLKOIO COKO3Y

Ne Ha3ssa snikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKky peecmpayjiliHo2o
YnakoskKa) nocBi04Y€eHHs1
1. MUTUKAINL, Kancynu m'ski, no 25 Hosapric LLiBeiiuapis BUPOBHMLTBO, KOHTPO/Ib HimeuunHa/ C.L4 - Change(s) in the SPC, 3a UA/18988/01/01
Mr, no 4 kancynu y OBepci3 AKOCTi OKpiM TecTy LLIseliyapis Labelling or PL due to new quality, peyenmom
6nicTepi, no 7 IHBecTMeHTC Al "BU3Ha4YeHHs uncna preclinical, clinical or
6nictepiB y MiKpOOpraHi3mis": pharmacovigilance data. Update of
KapTOHHI/ nayvj; no KataneHTt Himeuunna section 5.1 of the SmPC in order to
2 KapTOHHI navku E6epbax MmbX, update efficacy information in elderly
a60 no 4 KapTOHHI HimeuuunHa; patients, based on final results from
nauku y kopobu,i nepBuHHE Ta BTOPUHHE study ADEO2T listed as PAES in the
nakyBaHHs: Annex II; this is a phase Il study to
KataneHT HimeyunHa investigate the efficacy of
LopHaopt MvbX, midostaurin in combination with
HimeuunHa, intensive induction, consolidation
KOHTPO/b SKOCTi TECTY including allogenic SCT and single
"BU3HaYeHHSA uncna agent maintenance in patients aged
MiKpOOpraHi3mis": 18-70 with FLT3 ITD mutated AML.
Nab6op IC CE eHg Ko. KT, TepMiH BBEAEHHS 3MiH - NPOTATOM
HimeuumnHa; 6-TV MiCALIB MiC/1A 3aTBEPMAKEHHS.
BUMYCK Cepiii:
Hosaprtic ®apma M'M6X,
HimeuumnHa;
KOHTPO/b AIKOCTi OKPiM
TecTy "BM3HayeHHsa yicna
MiKpoopraHismis":
PapmaHanituka CA,
Lseiiuapis
2. NAHCYP®® 20 TabneTkn, BKPUTI e NNabopaTyap dpaHuis BiANoBiAa/IbHMIA 32 AnoHisi/ 3MiHM | TMNy - 3MiHK WoA[0 3a UA/16712/01/01
Mri/8,19 Mr N/1iBKOBOIO Ceps'e BUPOBHWLTBO, KOHTPO/Tb PpaHuis 6e3nekn/edeKTMBHOCTI Ta peyenmom

060/10HKO0, N0 20
mr/8,19 wr, no 10
Tabnetok y 6nictepi;
no 2 a6o 6 6nictepis
y KOpO6L,j 3 KAPTOHY

AKOCTI Ta BUNyCK cepil
npoaykuii in bulk:
Talixo ®apmacbioTikan
Ko., NITA., AnoHis;
BiANoBiAa/IbHMIA 32
NpPOBeEHHS KOHTPO/O
AKOCTI npoAykuii in bulk 3a
MOKa3HNUKOM AOMILLKN
e/fleMeHTIB:
Cywmika Kemikan AHanisic
Cepsic, /ITg., AnoHis;
BiANOBiAabHMI 3a
KOHTPO/1b SKOCTI,

thapmakoHarnagy (iHwi 3miHu) (B. (x)
1A)(3rigHO Haka3zy MO3 Bifg,
17.11.2016 Ne 1245) - BugasnieHHs
[100aTKOBOro TEKCTY MapKyBaHHS
yNakoBKK NiKapCbKoro 3acoby 6e3
3aCTOCyBaHHS MDKHAPOAHUX
OZIMHULLb BUMIPIOBAHHSA 38 CUCTEMOLO
Sl




0060/10HKOHD, MO 15
Mmr/6,14 mr, no 10
TabneTtok y 6nictepi;
no 2 a6o 6 6nictepis
Y KOpo6Lji 3 KapTOHY

AKOCTI Ta BUNyCK cepii
npoaykuii in bulk:
Taiixo PapmacbtoTikas
Ko., NT14., AnoHis;
BiANoBiAabHWI 3a
NPOBeEHHSI KOHTPOSO
AKocTi npoAykuii in bulk 3a
MOKa3HNUKOM AOMILLKN
e/IeMeHTIB:
Cywmika Kemikan AHanisic
Cepsic, NTg., AnoHis;
BiiNOBIgaNbHWIA 32
KOHTPO/1b AKOCTI,
nepBMHHE Ta BTOPUHHE
nakyBaHHs i BUMycK cepii
roTOBOrO /liKapCbKOro
3acoby:
Nab6opaTtopii Ceps'e
IHgacTpi, PpaHuis

thapmakoHarnagy (iHwi 3miHn) (B. (x)
1A)(3rigHO Haka3y MO3 Big,
17.11.2016 Ne 1245) - BuganeHHs
[04aTKOBOrO TEKCTY MapKyBaHHS
yMakoBKM fikapcbKoro 3acoby 6e3
3aCTOCyBaHHS MDKHAPOAHUX
OfIMHULLb BUMIPIOBAHHS 38 CUCTEMOIO
SI.

Ne HasBga snikapcbko20 dopma BUMYCKY 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
nepBMHHE Ta BTOPUHHE
nakyBaHHs i BUMycK cepii
roTOBOrO JliKapCbKOro
3acoby:
Na6opaTtopii Ceps'e
IHgacTpi, PpaHuis
3. NAHCYP®® 15 TabneTku, BKpUTI e NabopaTyap PpaHuin BiANOBiAabHMI 3a AnoHisi/ 3MiHY | TUNY - 3MiHK Woao0 3a UA/16712/01/02
Mr/é6,14 Mr NiBKOBOIO Ceps'e BVMPOGHMLTBO, KOHTPO/b PpaHuin 6e3nekn/edeKTMBHOCTI Ta peyenmom




