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Plaque psoriasis
STELARA is indicated for the treatment of moderate to severe plaque psoriasis in adult patients (18
years or older) who have failed to, have a contraindication to, or who are intolerant to other systemic
therapies including ciclosporin, methotrexate or Psoralen plus U.V (PUVA).
Paediatric plaque psoriasis
STELARA is indicated for the treatment of moderate to severe plaque psoriasis in children and
adolescent patients from the age of 6 years and older, who are inadequately controlled by, or are
intolerant to, other systemic therapies or phototherapies.
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

Ustekinumab :9'va a1a1n

NINNAN TIWNA INKAY NIDNNN 1ARNA 010197 INYw1 D1ATIVAN 011700
.https://israeldrugs.health.gov.il/#!/byDrug

,J-C Health Care Ltd :Diwmin 702% N9 NIWXNKA DN D9TIN PNV 23777 N1 DT DI019% D'a7INA L2 10D
.09-9591111 :'90,6099000 ,0"aw yia'p

,N1N1a

ya |nw
nmn nnpn
J-C Health Care Ltd

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



https://israeldrugs.health.gov.il/#!/byDrug

J-C Health Care Ltd. Johnson &Johnson

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

212'D X9NY [1Yv1a (12TVN

4.6  Fertility, pregnancy and lactation

Pregnancy
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.

: : ¢ ¢ SECE: & - 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.

5.2  Pharmacokinetic properties

The bioavailability of ustekinumab following administration by syringe or pre-filled pen was

comparable.
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