MEPENIK

NIKAPCbKNX 3ACOBIB LLLOAO AKNX 3ABEPLUEHO PO3I/A4 PEECTPALIAHNX MATEPIANIB MPO BHECEHHSA 3MIH AO PEECTPALINHNX

MATEPIANIB NMPOTArOM Ali PEECTPALIAHOIO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBW, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPIrAHAMW CMONMYYEHUX LUTATIB AMEPVIKW, LLIBENLAPCBHKOI KOH®EAEPALYI, ANOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO

3A LEHTPAJII3OBAHOIO MPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMENCLKOIO COK3Y

Hassa

dopma suUrnyckKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby ynakoskKa) nocsi0YeHHs1
1 MUTUKANG Kancynu m'ski, no HosapTic LLBeiuapis BMPOGHULITBO, HimeuunHa/ A.6 - Administrative change - 3a UA/18988/01/01
25 mr, no 4 kancynu OBepci3 KOHTPO/1b AKOCTI LBeiiuapis Change in ATC Code/ATC Vet peyernmom
y 6nictepi, no 7 IHBECTMEHTC OKpiM TecTy Code.
6nictepiB y Al "Bu3Ha4eHHs uncna

KapPTOHHIM naJui; no
2 ab0 no 4 KapTOHHi
nayku y kopoouj

MiKpoopraHiamis":
KataneHT HimeyunHa
E6epbax 'm6X,
Hime4yunHa,;
nepBuHHE Ta
BTOPVHHE NakKyBaHHS:
KataneHT HimeuunHa
LWopHaopd Mv6X,
HimeuunHa;
KOHTPO/1b SIKOCTI
TecTy "BusHayvyeHHA
ymcna
MiKpoopraHi3mis":
Nab6op /1C CE eHp
Ko. KI', HimeuunHa;
BUMYCK Cepili:
HoBapTic ®apma
'm6X, HimeuunHa,;
KOHTPO/b AKOCTI
OKpim TecTy
"Bu3Ha4eHHs uncna
MiKpoopraHiamis":
dapmaHanituka CA,
LLBeiuapis

C.l.4,Update SmPC in section 4.5 in
order to add drug-drug interaction
information with P-gp, BCRP,
CYP2D6, substrates (digoxin,
rosuvastatin, and
dextromethorphan), based on final
results from study CPKC412A2121,
a Phase 1, open-label, drugdrug
interaction study, listed as category
3 study in the RMP; section 5.2 of
the SmPC and the Package Leaflet
is updated accordingly. (MEA 005.3)

C.l.4,Update SmPC in section 4.5 in
order to add drug-drug interaction
information with CYP2B6, CYP2CS8,
CYP3A4 substrates, based on final
results from study CPKC412A2122,
a Phase 1, open-label, drug-drug
interaction study, listed as category
3 study in the RMP; section 5.2 of
the SmPC and the Package Leaflet
is updated accordingly. (MEA 007.2)

C.l1.4 Update SmPC in section 4.5 in
order to add drug-drug interaction
information with oral
contraceptives , and section 4.6 to
update information on pregnancy
and contraception based on final
results from study CPKC412A2123,
a Phase 1, open-label, drug-drug
interaction study, listed as category
3 study in the RMP; the Package




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1

Leaflet is updated accordingly.
(MEA 008.2)

C.l1.4 Update SmPC in section 5.2 in
order to update pharmacokinetic
information on OATP1B1
transporters based on final results
from PBPK modelling study DMPK
R2000528 listed as category 3
studies in the RMP (MEA 009);
C.l1.4 Update SmPC in section 4.2 in
order to amend posology
instructions, section 4.4 to amend
an existing warning and section 5.2
to update pharmacokinetic
information for patients with severe
hepatic impairement, based on final
results from study CPKC412A2116
listed as category 3 study in the
RMP. This is an open label, multiple
dose study to evaluate the PK of
midostaurin in subjects with mild,
moderate and severe hepatic
impairment compared to matched
healthy subjects; (MEA010)
The RMP version 6.0 has also been
submitted.

B iHCTpyKLUiT 418 MeanyHoro
3aCTOCYBaHHS1 OHOB/OKOTLCSA
HacTynHi po3ginu:
«®dapmakoTepaneBTUYHa rpyna»,
«®apmakooriyHi B1acTUBOCTI»,
«B3aemMogist 3 iHLWIMMK NTIKAPCbKUMU
3acobamu Ta iHLWI BUAWM B3aEMOAiii»,
«OCc06/1MBOCTi 3aCTOCYBaHHS»,
«Cnocib 3acTocyBaHHA Ta [03U».
TepMiH BBeAEeHHS 3MiH - NPOTAroM
6-T1 MicsALIB NicNs 3aTBEPKEHHS.




