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,

LLBEALLAPCbKOI KOH®EAEPALLIT, ANOHIT, ABCTPA/II, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO 3A
LEHTPA/I3OBAHOIO NPOLIEAYPOIO 3APEECTPOBAHI KOMMNETEHTH/M OPFAHOM
EBPOMENCHKOIrO COK3Y

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. CKA®O NOPOLLOK ANs HosapTic LBeliyapis BMPOGHULTBO, NEPBUHHE LLIseliyapisi/ «Grouping of two variations: 3a UA/18114/01/01
pO34MHy N OBepci3 nakyBaHHSs!, KOHTPO/1b ®paHuia/ One type Il variation Il C.1.6.a: Extension of peyenmom
iH'ekuil, no 150 wmr; IHBECTMEHTC AKOCTI OKPIM KifTbKiCHOrO Himeuunna/ indication to include the treatment of active
no 1 cpriakoHy B Al BM3HAYEHHS1, BTOPUHHE ITanis non-radiographic axial spondyloarthritis for

KOpO6LL 3 KAPTOHY
nakyBa/ibHOro

nakyBaHHS:
HosaprTic ®apma LUTeliH
Arl, Wseliyapis;
KOHTPO/b AKOCTI
(KinbKicHe BU3HAYEHHS):
Hosaprtic ®apma Al,
LLBeiiuapis;
anbTepHaTuBHe
BTOPWHHE MaKyBaHHS:
Oendapm XtoHiHr CAC,
PpaHLis;
a/lbTepHaTUBHE
BTOPWHHE MaKyBaHHS:
®apm/lor dapma
JNopxuctik F'm6X,
HimeyuunHa,;
anbTepHaTuBHe
BTOPWHHE MaKyBaHHS:
FOIMNC Xenckep ITania
C.P.N., Itanis;
BUNYCK Cepiii:
HoBapTic ®apma N'M6X,
HimeuyunHa

Cosentyx. As a consequence, sections 4.1,
4.2,4.5,4.8, 5.1 of the SmPC are amended.
The package leaflet is amended in
accordance. The RMP has been updated to
version 5.1. Minor editorial change was
made in the Annex II.

One type IB C.I1.11.z to change the due data
of the Psoriasis Registry (category 3 study)
within the RMP».

«Type Il C.I1.6.a: Extension of indication to
include the treatment of moderate to severe
plaque psoriasis in children and adolescents
from the age of 6 years who are candidates
for systemic therapy; as a consequence,
sections 4.1,4.2,4.4,45,48,5.1,5.2,5,3
of the SmPC are updated. The RMP was
updated to version 6.1».

«To update Section 4.4 of the SmPC and
Section 2 — Warnings and Precautions of the
Package Leaflet for Cosentyx (secukinumab)
regarding the warning of Inflammatory Bowel
Disease (IBD), following the PRAC and
CHMP adopted conclusions on the legally
binding measure LEG 007.1».
«PSUR assessment on the basis of PRAC
recommendations: Update of section 4.8 of
the SmPC to add the adverse reaction
fatigue, nausea and headache with a
frequency common».




