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Cosentyx is indicated for the treatment of active non-radiographic axial
spondyloarthritis with objective signs of inflammation as indicated by elevated
C-reactive protein (CRP) and magnetic resonance imaging (MR1) evidence in adults who

have responded inadequately to non-steroidal anti-inflammatory drugs (NSAIDs).
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Plague psoriasis
Cosentyx is indicated for the treatment of moderate to severe plaque psoriasis in adults who are

candidates for systemic therapy.
Psoriatic arthritis
Cosentyx, alone or in combination with methotrexate (MTX), is indicated for the treatment of active

psoriatic arthritis in adult patients when the response to previous disease-modifying anti-rheumatic
drug (DMARD) therapy has been inadequate.

Ankylosing spondylitis (AS. radiographic axial spondyloarthritis)

Cosentyx is indicated for the treatment of active ankylosing spondylitis in adults who have responded
inadequately to conventional therapy.

secukinumab :»'y9 2'27n
solution for injection in pre-filled syringes or pens :112 N MM

yTNnS Myvnwn MY X MnNn NN X Y NV DDA D'9'W0 DNMYN DMpvn DMnya
TNXMAN TN T HY NMZIRY 19D DOINAN XOMD1 118D DHyA VD B ,qon

XN TN INKAY MO1NNN 1AXN2 DID19Y 1N DNDTyNN DYy

https://data.health.gov.il/drugs/index.html#!/byDrug
,7126 7.0 ,6 YIXN MI¥IN ,N"y2 DX D021 NNANY N9 T DY D09 TN 0%2pY 1NN
03-9229230 :0p9 ,03-9201111 50 ,2"aX-9N

,i1D112

XM N2
NN NpN
n"ya HxwN D'VNAN

Novartis Israel Ltd. _ Nn"ya 5 x P 9w
6 Tozeret Haaretz street, P.O.Box 7126, Tel Aviv 21X SN ,7126 .T.N,6 YIRN NN

Tel: 03-9201111, Fax: 03-9229230 03-9229230 Helplo) ,03_9201111 :'70


https://data.health.gov.il/drugs/index.html#!/byDrug

DITX VDL JADN LAANY VDRV, 21NDA INIDN O VOPL) D™MPWN DMIEN VIO 1PN
(:N¥N1p DV

:XON 1YVa
4. CLINICAL PARTICULARS

4.1 Therapeutic Indications

Axial spondyloarthritis (axSpA)

Ankylosing spondylitis (AS, radiographic axial spondyloarthritis)

Cosentyx is indicated for the treatment of active ankylosing spondylitis in adults who have responded inadequately to
conventional therapy.

Non-radiographic axial spondyloarthritis (nr-axSpA)

Cosentyx is indicated for the treatment of active non-radiographic axial spondyloarthritis with objective signs of
inflammation as indicated by elevated C-reactive protein (CRP) and magnetic resonance imaging (MR1)
evidence in adults who have responded inadequately to non-steroidal anti-inflammatory drugs (NSAIDs).

4.2 Posology and method of administration

Axial spondyloarthritis (axSpA)
Ankylosing spondylitis (AS, radiographic axial spondyloarthritis)
The recommended dose is 150 mg by subcutaneous injection with initial dosing at weeks 0, 1, 2, 3 and 4 followed by
monthly maintenance dosing.
Non-radiographic axial spondyloarthritis (nr-axSpA)
Administer Cosentyx with or_ without a loading dosage by subcutaneous injection (see section 5.1). The
recommended dosage:
» With a loading dosage is 150 mg at Weeks 0, 1, 2, 3, and 4 and every 4 weeks thereafter
» Without a loading dosage is 150 mg every 4 weeks.

4.5 Interaction with other medicinal products and other forms of interaction

Live vaccines should not be given concurrently with secukinumab (see also section 4.4).

In a study in subjects with plaque psoriasis, no interaction was observed between secukinumab and midazolam
(CYP3A4 substrate).

No interaction was seen when secukinumab was administered concomitantly with methotrexate (MTX) and/or
corticosteroids in arthritis studies (including in patients with psoriatic arthritis and axial spondyloarthritis arkylesing

spondylitis).

4.8 Undesirable effects
Infections

Infection rates observed in psoriatic arthritis and axial spondyloarthritis (ankylosing spondylitis and non-
radiographic axial spondyloarthritis) clinical studies were similar to those observed in the psoriasis studies.

Neutropenia

The frequency of neutropenia in psoriatic arthritis and axial spondyloarthritis (ankylosing spondylitis and non-
radiographic axial spondyloarthritis) was similar to psoriasis.

Immunogenicity

In psoriasis, psoriatic arthritis and axial spondyloarthritis (ankylosing spondylitis and non-radiographic axial
spondyloarthritis) clinical studies, less than 1% of patients treated with secukinumab developed antibodies to
secukinumab up to 52 weeks of treatment. About half of the treatment-emergent anti-drug antibodies were
neutralising, but this was not associated with loss of efficacy or pharmacokinetic abnormalities.
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