LLBEALLAPCbKOI KOH®EAEPALLIT, ANOHIT, ABCTPA/II, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO 3A

NMEPENIK
NIKAPCbKNX 3ACOBIB LLOAO AKUX SABEPLLEHO PO3I/IAA4, PE€CTP6LI,II7IHI/IX MATEPIA/IB NPO BHECEHHA
3MIH 4O PEECTPAUINHNX MATEPIANIB NMPOTAIOM All PEECTPALINHOIO NocCBIAYEHHA HA NNIKAPCDBKI
3ACOBMU, AKI SAPEECTPOBAHI KOMMNETEHTHUMW OPITAHAMU CNONYYEHUX WUTATIB AMEPUKW,

LEHTPANISOBAHOIKO NMPOUEAYPOK SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMENCbLKOIro CO3y

Ne Hassa dopma sunycky (nikapcbka 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 ghopma, ynakoska) Bionycky peecmpayiliHo2o
3acoby nocsi0O4YeHHs1
1. BI3KbIO PO34nH NS iH'ekyiin, 120 mr/m; HoBapTic LLiBeliyapis BMNYCK Cepiii: ANIKOH- Benbrisi/ C.L.4 Il — Change(s) in the 3a UA/18277/01/01
no 1 cpnakoHy B KOMMNEKTi 3 OBepci3 KyBpbop, Benebris; LBeiiLapis SPC, Labelling or PL due to peyenmom
roNKoto hiNbTpyBasIbHO B IHBecTMeHTC Al BMPOGHMLITBO new quality, preclinical,
KOpo6L,i 3 KapTOHY CTepW/IbHOIO clinical or pharmacovigilance
nikapcbKoro 3acoby - data.
roTyeTbCSA aCenTUYHO; C.l.4, Update of sections
nepBuHHE NakyBaHHS; 4.4, and 4.8 of the SmPC in
KOHTPO/1b SKOCTI - order to add a new warning
XiMiYHWIA/Chi3NYHNIA, on Retinal vasculitis and/or
KOHTPO/Ib SIKOCTi - retinal vascular occlusion,
MiKpo6ionoriyHuii - He typically in the presence of
CTEPW/IbHICTb; KOHTPO/Ib intraocular inflammation.
AKOCTI -
MiKpOG6ioNOoriYHWA -
CTepPUIIbHICTb; BTOPUHHE
nakysaHHs: HosapTic
dapwma LUTeliH AT,
LLBeliLapis; KOHTPONb
AKOCTI - 6i0N0riYHNIA:
HosapTic ®apma Al
LBeliuapis
2. NAHCYP®® 15 TabneTkv, BKpUTI NIiBKOBOO Ie Na6opatyap PpaHLis BiANOBIAa/IbHMN 3a Anonisa/ C.1.4 type Il - Change(s) in 3a UA/16712/01/02
Mri/6,14 Mr 060/10HKO0, N0 15 Mr/6,14 wmr, Ceps'e BMPOGHULITBO, KOHTPO/1b PpaHuis the SPC, Labelling or PL peyenmom
no 10 TabneTok y 6nicTepi; no 2 SKOCTi Ta BUNYCK cepil due to new quality,
abo 6 6nicTepiB y kopobLi 3 npogaykuii in bulk: Talixo preclinical, clinical or
KapToHy dapmacbioTikan Ko., pharmacovigilance data.
Nta., AnoHis; Update of sections 4.2, 4.4
BiANOBiAa/IbHWIA 32 and 5.2 of the SmPC in
NpoBeAEeHHS KOHTPO/IO order to update information
AKOCTI npoAykuii in bulk on patients with severe renal
3a NOKa3HVKOM AOMILLKN impairment based on final
enemeHTiB: Cymika results from study TO-TAS-
Kemikan AHanisic 102-107 (A Phase 1, Open-
Cepsic, /114., AnoHis; label Study to Evaluate the
BiANOBiAa/IbHMI 3a Safety, Tolerability, and
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KOHTPO/b AKOCTI,
NnepBUHHE Ta BTOPUHHE
nakyBaHHs i BUNyck cepii
roTOBOrO JliKapCbKoro
3acoby:
NabopaTopii Ceps'e
IHoacTpi, PpaHuis

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.
BBefeHHA 3MiH NPOTArom 6-
™M MicauiB nicns
3aTBEPKEHHS.

NAHCYP®® 20
Mr/8,19 MI

Tabn1eTku, BKpUTI NNIBKOBOO
060/10HKO0, No 20 mr/8,19 wr,
no 10 TabneTtok y 6nictepi; no 2
a6o 6 6nicTepis y kOpo6Li 3
KapToHYy

e NabopaTtyap
CepB'e

PpaHuis

BiANOBiAaIbHMI 3a
BMPOGHULTBO, KOHTPO/b
AKOCTI Ta BUNycCK cepii
npogaykuii in bulk: Talixo
dapmacbtoTikan Ko.,
NitA., AnoHis;
BiANOBiAaIbHMI 3a
NpOBeEHHS KOHTPOSIO
AKOCTI npoAykuii in bulk
3a NMOKa3HUKOM AOMILLIKM
enemeHTiB: Cymika
Kemikan AHanisic
Cepsic, /ITg., AnoHis;
BiANOBIfaNbHWIA 32
KOHTPO/b SIKOCTI,
nepBUHHE Ta BTOPUHHE
nakyBaHHs i BUNycK cepii
roTOBOrO JliKapCbKOro
3acoby:
Nab6opaTtopii Ceps'e
IHpacTpi, PpaHuis

AnoHis/
®paHuisa

C.l1.4 type Il - Change(s) in
the SPC, Labelling or PL
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

3a
peyenmom

UA/16712/01/01




Ne HasBa ®dopma Bunycky (nikapcbka 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 ¢hopma, ynakoska) Bionycky peecmpayjiliHo2o
3acoby nocsi04YeHHs1

Pharmacovigilance practice
module V guideline and to
align the PI to the QRD
template version 10.1.
BBefieHHs 3MiH NpoTArom 6-
TV MicAUiB nicas
3aTBEPAKEHHS.




