J-C Health Care Ltd. Johnson &Johnson

Kibbutz Shefayim 6099000, ISRAEL
tel +972-9-959-1111
fax +972-9-958-3636

09/2024
/7221 N/XON
N/T7221 Nn/NpnN

Stelara® Pre-filled pen :M1Tan
in'¥% 101 vy ™Mpanbouo

1112 TONN S 1071851 X91NH DDy D DDV MND Nwpan J-C Health Care Ltd NN
.09.2024 2 120TVNN

1NN VNN VDRV ,D1TXA JAION ONY VDOPL) TYNANA DV'OIN D™MP'VN NOTVN 01D
.D'901 DMDTY DA X, (AN VP12 AN MNNN AMNNRN UDPL ,AsAHR-BY-51R3 UDPLD

NIV MY

HXAPM 'ONY MANAN AMMNNN

Plague psoriasis

STELARA is indicated for the treatment of moderate to severe plaque psoriasis in adults who failed
to respond to, or who have a contraindication to, or are intolerant to other systemic therapies
including ciclosporin, methotrexate or PUVA (psoralen and ultraviolet A).

Psoriatic arthritis (PsA)

STELARA, alone or in combination with MTX, is indicated for the treatment of active psoriatic
arthritis in adult patients when the response to previous non-biological disease modifying anti
rheumatic drug (DMARD) therapy has been inadequate.

Crohn'’s Disease

STELARA is indicated for the treatment of adult patients with moderately to severely active Crohn’s
disease who have had an inadequate response with, lost response to, or were intolerant to either
conventional therapy or a TNFa antagonist or have medical contraindications to such therapies.
Ulcerative colitis

STELARA is indicated for the treatment of adult patients with moderately to severely active
ulcerative colitis who have had an inadequate response with, lost response to, or were intolerant to
either conventional therapy or a biologic or have medical contraindications to such therapies.
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4.6 Fertility, pregnancy and lactation

Pregnancy
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moderate number of prospectively collected pregnancies following exposure to STELARA with
known outcomes, including more than 450 pregnancies exposed during the first trimester, do not
indicate an increased risk of major congenital malformations in the newborn.

Animal studies do not indicate direct or indirect harmful effects with respect to pregnancy,
embryonic/foetal development, parturition or postnatal development (see section 5.3).

However, the available clinical experience is limited. As a precautionary measure, it is preferable to
avoid the use of STELARA in pregnancy.

4.8 Undesirable effects

Hypersensitivity and-infusicn reacti

ons

have-beenrepertedinthe-post-marketing-setting{see-section4-4)3-During the controlled periods of
the psoriasis and psoriatic arthritis clinical studies of ustekinumab, rash and urticaria have each
.been observed in <1% of patients (see section 4.4)
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