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NIMIYA N'NAA
Plaque psoriasis
Ustekinumab Kamada 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 (MTX) or Psoralen plus UV (PUVA).
Paediatric plaque psoriasis
Ustekinumab Kamada is indicated for the treatment of moderate to severe plaque psoriasis in children
and adolescent patients from the age of 6 years and older (weighing at least 60 kg), who are inadequately
controlled by, or are intolerant to, other systemic therapies or phototherapies.
Psoriatic arthritis (PsA)
Ustekinumab Kamada, alone or in combination with MTX, is indicated for the treatment of active psoriatic
arthritis in adult patients when the response to previous nhon-biological disease-modifying anti-rheumatic
drug (DMARD) therapy has been inadequate.
Crohn’s Disease
Ustekinumab Kamada 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.
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4.4 Special warnings and precautions for use

..Polysorbate 80

Ustekinumab Kamada contains 0.02 mg (45 mg/0.5 mL) or 0.04 mg (90 mg/1.0 mL) of polysorbate 80 in each
dosage unit which is equivalent to 0.04 mg/mL. Polysorbates may cause allergic reactions.

..4.5 Interactlon W|th other medicinal products and other forms of interaction
Y T ams 1s: In the population pharmacokinetic analyses of the
phase 3 studies, the effect of the most frequently used concomitant medicinal products in patients with
psoriasis (including paracetamol, ibuprofen, acetylsalicylic acid, metformin, atorvastatin, levothyroxine) on
pharmacokinetics of ustekinumab was explored.

.. The results of an in vitro study and a phase 1 study in subjects with active Crohn's disease do not suggest the
need for dose adjustments in patients who are receiving concomitant CYP450 substrates (see section 5.2).
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4.8 Undesirable effects
Number of patients exposed in clinical studies was updated.

5.2 Pharmacokinetic properties

...Regulation of CYP450 enzymes

The effects of IL-12 or IL-23 on the regulation of CYP450 enzymes were evaluated in an in vitro study using human
hepatocytes, which showed that IL-12 and/or IL-23 at levels of 10 ng/mL did not alter human CYP450 enzyme
activities (CYP1A2, 2B6, 2C9, 2C19, 2D6, or 3A4; see section 4.5).

A phase 1, open-label, drug interaction study, Study CNTO1275CRD1003, was conducted to evaluate the effect
of ustekinumab on cytochrome P450 enzyme activities following induction and maintenance dosing in patients
with active Crohn’s disease (n=18). No clinically significant changes in exposure of caffeine (CYP1A2 substrate),
warfarin (CYP2C9 substrate), omeprazole (CYP2C19 substrate), dextromethorphan (CYP2D6 substrate), or
midazolam (CYP3A substrate) were observed when used concomitantly with ustekinumab at the approved
recommended dosing in patients with Crohn’s disease (see section 4.5).
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