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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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4.6  Fertility, pregnancy and lactation

Pregnancy

herea adequate-data g g A onant-w a.Data from a 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.
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