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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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4.8 Undesirable effects

Paediatric population

Undesirable-effeetsin-pPaediatric patients—12 6 years and older with plaque psoriasis.

The safety of ustekinumab has been studied in two phase 3 studies of paediatric patients with
moderate to severe plaque psoriasis. a-phase3-The first study efwas in 110 patients from 12 to
17 years of age treated for up to 60 weeks_and the second study was in 44 patients from 6 to

11 years of age treated for up to 56 weeks. In general this-study, the adverse events reported in
these two studies with safety data up to 1 year were similar to those seen in previous studies in
adults with plaque psoriasis.

Kibbutz Shefayim, 6099000
ISRAEL
Phone: 09-9591111 Fax: 09-9583636




