NEPENIK

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

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

3APEECTPOBAHI KOMOETEHTHUMU OPFAHAMMW CMONMYYEHUX LUTATIB AMEPUKW, LUBEWLAPII, ANOHII, ABCTPA/II,

KAHAAWN, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPANI3OBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHUM

OPIrAHOM EBPONENCBLKOIrO COO3Y

Ne Hassa dopma sunycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, npoyeoypa BionycKky peecmpayiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1
1. NAHCYP®® 20 TabneTkn, BKpUTI Ne PpaHuis BiAnoBiganbHMiA 3a AnoHis/ BHECEHHS 3MiH 0 3a UA/16712/01/01
mri/8,19 mr NNiBKOBOO Na6opatyap BMPOGHMULITBO, KOHTPOS1b PpaHuisa peecTpaLiiHix maTepianis: peyenmom
o060s10HKOI0, Mo 20 Ceps'e SKOCTi Ta BUNycCK cepii C.l.6.a - Il Change(s) to
mr/8,19 wr, no 10 npogykuii in bulk: therapeutic indication(s) —
Tabnetok y énicrepi; Taiixo ®apmacbtoTikan Ko., Addition of a new
no 2 abo 6 6nictepis y Ntp., AnoHis; therapeutic indication or
KopobLi 3 KapTOHY BiAnoBiganbHMiA 3a modification of an approved
NPOBeEeHHS KOHTPOJIO AKOCTI one — extension of Indication
npoaykuii in bulk 3a to include the treatment, as
NOKa3HWKOM JOMiLLKM monotherapy, of adult
e/leMEHTIB: patients with metastatic
Cywmika Kemikan AHanisic gastric cancer including
Cepsic, /T4, AnoHis; adenocarcinoma of the
BiANOBiAaNbHMI 32 KOHTPOSIb gastroesophageal junction,
AKOCTI, NepPBUHHE Ta BTOPUHHE who have been previously
nakyBaHHs i BUNyck cepil treated with at least two
rOTOBOrO /iKapCbKOro 3acoby: systemic treatment regimens
Na6opaTtopii Ceps'e IHAacTpi, for advanced disease for
®paHuin Lonsurf, as a consequence,
sections 4.1, 4.2, 4.4, 4.8,
5.1 and 5.2 of the SmPC are
updated. The Package
Leaflet is updated in
accordance. The RMP
version 7.0 has also been
submitted and updated in
accordance with Template
Rev 2. For clarification, the
term monotherapy has also
been added to the existing
indication in metastatic
colorectal cancer
2. NAHCYP®® 15 TabneTku, BKPUTI Ne ®paHuis BiANOBiga/IbHWIA 32 AnoHis/ BHECEHHS 3MiH 40 3a UA/16712/01/02
mr/6,14 mr NiBKOBOO Na6opatyap BMPOGHULITBO, KOHTPOS1b PpaHuis peecTpauiiiHux maTepianis: peuyenmom
060/10HKO10, Mo 15 Ceps'e AKOCTI Ta BUMYCK cepii C.l.6.a - Il Change(s) to
mr/6,14 wr, no 10 npoaykuii in bulk: therapeutic indication(s) —
Tabnetok y énicrepi; Taiixo ®apmacbtoTikan Ko., Addition of a new




Ne

Hassa Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n NliKapcbKo20 (nikapcbka ¢popma, npoyeoypa Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1
no 2 a6o 6 6nictepiB y Nta., AnoHis; therapeutic indication or

KOpo6Li 3 KapTOHY

BiANOBigaNbHWIA 32
NPOBEefEeHHA KOHTPOSIIO AKOCTI
npogykuii in bulk 3a
NOKa3HUKOM [OMiLLK/
€/1IEMEHTIB:

Cymika Kemikan AHanisic
Cepsic, /Ta., AnoHis;
BiAgNoBigasIbHWIA 3a KOHTPOb
AKOCTi, NepPBMHHE Ta BTOPUHHE
nakyBaHHs i BUNyck cepii
roTOBOrO NiKapCbKOro 3acoby:
Na6opaTtopii Ceps'e IHAAcTpi,
PpaHLis

modification of an approved
one — extension of Indication
to include the treatment, as
monotherapy, of adult
patients with metastatic
gastric cancer including
adenocarcinoma of the
gastroesophageal junction,
who have been previously
treated with at least two
systemic treatment regimens
for advanced disease for
Lonsurf, as a consequence,
sections 4.1, 4.2, 4.4, 4.8,
5.1 and 5.2 of the SmPC are
updated. The Package
Leaflet is updated in
accordance. The RMP
version 7.0 has also been
submitted and updated in
accordance with Template
Rev 2. For clarification, the
term monotherapy has also
been added to the existing
indication in metastatic
colorectal cancer




