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Ulcerative Colitis:

Entyvio 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 tumour necrosis factor alpha (TNFa) antagonist.

Crohn’s Disease:

Entyvio 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 tumour necrosis factor alpha (TNFa) antagonist.
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Pouchitis

Entyvio 1.V is indicated for the treatment of adult patients with moderately to severely
active chronic pouchitis, who have undergone proctocolectomy and ileal pouch anal
anastomosis for ulcerative colitis, and have had an inadequate response with or lost

response to antibiotic therapy.
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4.4 Special warnings and precautions for use

Infusion-related reactions and hypersensitivity reactions

In clincal studies and post-marketing surveillance, infusion-related reactions (IRR) and hypersensitivity reactions
have been reported, with the majority being mild to moderate i severity (see section 4 8). Hyperzensitivity
reactions were also reported in patients switching from subcutaneous to miravenous formulation.
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4.8 Undesirable effects

Table 1. Adverse reactions
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Gastrointestinal disorders Common Anal Abscess.
Anal fissure,
Nausea,
Dyspepsia,
Constipation,
Abdominal distension,
Flatulence,
Haemorrhoids,
Rectal haemorrhage™
Hepatobiliary disorders Common Liver enzyme increased
Very rare Hepatitis
Skin and subcutaneous tissue Common Rash,
disorders Pruritus,
Eczema,
Erythema,
Night sweats,

Acne
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