NEPENIK

NIKAPCbKUX 3ACOBIB LLOAO0 AKUX 3ABEPLUEHO PO3IMNAA PEECTPALINHNX MATEPIAJIB NPO BHECEHHSA 3MIH A0

PEECTPALINHUX MATEPIA/IIB NPOTArOM Ali PEECTPALIAHOMO NOCBIAYEHHSA HA NIKAPCBKI 3ACOBW, SAKI

3APEECTPOBAHI KOMNETEHTHUMW OPFAHAMM CMNOJTYYEHUX LUTATIB AMEPUKW, LUBELUAPII, AMOHII, ABCTPAII,
KAHAAU, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPANISOBAHOIO NMPOLUEAYPOKO 3APEECTPOBAHI KOMMNETEHTHAM

OPIrAHOM EBPONENCBLKOIrO COO3Y

Ne Hassa dopma sunycky 3asnsHuk Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka chopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
1. NAHCYP®® 15 | Tabnertku, BKpUTI Ne NabopaTyap dpaHuis BiANOBIAA/IbHMI 32 AnoHis/ C.1.4 type Il — Change(s) in 3a peyernmom UA/16712/01/02
Mri/6,14 Mr NAIBKOBOK 060J10HKOLO, Ceps'e BMPOGHMLTBO, KOHTPO/1b ®paHuisa the Summary of Product
no 15 mr/6,14 wmr, no 10 AKOCTi Ta BUMYCK cepii Characteristics, Labelling or
TabneTtok y 6nictepi; no npogykuii in bulk: Taixo Package Leaflet due to new
2 abo 6 6nicTepiB y dapmacstotikan Ko., /114, quality, preclinical, clinical or
KopobLi 3 KapTOHY AnoHis; BigNoBiAabHUI 3a pharmacovigilance data.
NpPOBeAEHHS KOHTPOJTHO SKOCTI Update of sections 4.2, 4.4
npoaykuii in bulk 3a and 5.2 of the SmPC in
NOKa3HNKOM AOMILLKM order to update information
enemeHTiB: Cymika Kemikan on patients with severe renal
Ananizic Cepsic, /114., ANoHis; impairment based on final
BiANOBiAaNbHNIA 32 KOHTPOSb results from study TO-TAS-
AKOCTI, NEPBUHHE Ta BTOPUHHE 102-107 (A Phase 1, Open-
nakyBaHHs i BUMycK cepii label Study to Evaluate the
roTOBOro NikapcbKoro 3acooby: Safety, Tolerability, and
Na6opatopii Ceps'e IHgacTpi, Pharmacokinetics of TAS-
PpaHLis 102 in Patients With
Advanced Solid Tumors and
Varying Degrees of Renal
Impairment). The Package
Leaflet is updated
accordingly. The updated
RMP version 8.0 has also
been agreed. In addition, the
Marketing authorisation
holder (MAH) took the
opportunity to bring the RMP
in line with the template
revision 2 of the good
Pharmacovigilance practice
module V guideline and to
align the PI to the QRD
template version 10.1.
BBefeHHs1 3MiH NnpoTsarom 6-
TV MicALiB nicns
3aTBEPMKEHHS.
2. NAHCYP®® 20 | Tabnetku, BKpUTI e NabopaTyap dpaHuis BiANOBIAA/IbHWI 32 AnoHis/ C.1.4 type Il — Change(s) in 3a peyernmom UA/16712/01/01




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1
Mr/8,19 MIr NMiBKOBOK 06G0/OHKOI0, Ceps'e BMPOGHMLITBO, KOHTPO/Tb PpaHuis the Summary of Product

no 20 mr/8,19 mr, no 10
TabneTtok y 6nictepi; no
2 abo 6 6nicTepiB y
KOpo6Li 3 KapTOHY

AKOCTI Ta BUMNYCK cepil
npoaykuii in bulk: Taixo
$apmacstoTikan Ko., ita,.,
AnoHis; BigNOBiganbHMIA 3a
npoBefeHHs1 KOHTPOJIO AKOCTI
npoaykuii in bulk 3a
MOKa3HNKOM [OMILLIKK
enemeHTiB: Cymika Kemikasn
AHanisic Cepsic, /T4, AnoHis;
BiiNOBIAaIbHUIA 32 KOHTPO/b
AKOCTi, NEPBVHHE Ta BTOPUHHE
nakyBaHHs i BUNycK cepii
roTOBOrO JliKapCbKOro 3acoby:
JTabopatopii Ceps'e IHgacTpi,
PpaHuin

Characteristics, Labelling or
Package Leaflet due to new
quality, preclinical, clinical or
pharmacovigilance data.
Update of sections 4.2, 4.4
and 5.2 of the SmPC in
order to update information
on patients with severe renal
impairment based on final
results from study TO-TAS-
102-107 (A Phase 1, Open-
label Study to Evaluate the
Safety, Tolerability, and
Pharmacokinetics of TAS-
102 in Patients With
Advanced Solid Tumors and
Varying Degrees of Renal
Impairment). The Package
Leaflet is updated
accordingly. The updated
RMP version 8.0 has also
been agreed. In addition, the
Marketing authorisation
holder (MAH) took the
opportunity to bring the RMP
in line with the template
revision 2 of the good
Pharmacovigilance practice
module V guideline and to
align the PI to the QRD
template version 10.1.
BBefeHHs1 3MiH npoTsrom 6-
TV MicsLiB nicns
3aTBEPKEHHS.




