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Risankizumab is indicated for the treatment of patients 16 years and older with moderately to severely

active Crohn's disease who have had an inadequate response to, lost response to, or were intolerant to

conventional therapy or a biologic therapy, or if such therapies are not advisable.

4.4 Special warnings and precautions for use

Hypersensitivity

$NDYID 1DYa BINIYN INY

Serious hypersensitivity reactions, including anaphylaxis, have been reported with use of risankizumab

(see section 4.8). If a serious hypersensitivity reaction occurs, administration of risankizumab should be
discontinued immediately and appropriate therapy initiated.
4.8 Undesirable effects

Summary of the safety profile

The most frequently reported adverse reactions were upper respiratory infections (15.6% in Crohn’s

disease).

Table 1: List of adverse reactions

System Organ Class Frequency Adverse reactions
Skin and subcutaneous | Common Pruritus
tissue disorders Rash
Eczema

Uncommon Urticaria
General disorders and Common Fatigue®
administration site Injection site reactions®
conditions
Immune system Rare Anaphylactic reactions
disorders

4 Includes: fatigue, asthenia, malaise
¢ Includes: injection site bruising, erythema, haematoma, haemorrhage, irritation,

pain, pruritus, reaction, swelling, induration, hypersensitivity, nodule, rash,
urticaria, vesicles, warmth; infusion site erythema, extravasation, reaction, swelling
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