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Patients with a history of adverse drug reactions to preparations containing 4.4 Special
sulphasalazine (risk of allergy to salicylates) should be kept under close warnings and
medical surveillance on commencement of a course of treatment with precautions for
PENTASA. Severe cutaneous adverse reactions, including Stevens-Johnson use

syndrome (SJS) and toxic epidermal necrolysis (TEN), have been reported in
association with mesalazine treatment. Should PENTASA cause acute
intolerance reactions such as abdominal cramps, acute abdominal pain, fever
and severe headache and or the first appearance of signs and symptoms of
severe skin reactions, such as skin rash, mucosal lesions, or any other signs of
hypersensitivity, the treatment should be discontinued immediately.

Severe cutaneous adverse reactions, including Stevens-Johnson 4.8 Undesirable

syndrome (SJS) and toxic epidermal necrolysis (TEN), have been effects

reported in association with mesalazine treatment (see section 4.4).
Following rectal administration local reactions such as pruritis, rectal
discomfort and urge may occur.

Skin and subcutaneous tissue disorders. Not known (cannot be estimated from
the available data). Stevens-Johnson Syndrome (SJS)/Toxic epidermal
necrolysis (TEN)
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	4.4 Special warnings and precautions for use
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