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Pentasa slow release tablets 500 mg
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Each tablet of Pentasa slow release tablet 500 mg contains
Mesalazine 500 mg
Each tablet of Pentasa slow release tablet 1g contains

Mesalazine lg
SN
Ulcerative colitis. Crohn’s disease
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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 medical warnings
surveillance on commencement of a course of treatment with PENTASA. Severe and
cutaneous adverse reactions, including Stevens-Johnson syndrome (SJS) and toxic precautions
epidermal necrolysis (TEN), have been reported in association with mesalazine for use

treatment. Should PENTASA cause acute intolerance reactions such as abdominal
cramps, acute abdominal pain, fever, and severe headache or the first appearance of
signs and symptoms of severe skin reactions, such as skin and rash, mucosal lesions,
or any other signs of hypersensitivity, the treatment should be discontinued

immediately.
Severe cutaneous adverse reactions, including Stevens-Johnson syndrome 4.8
(SJS) and toxic epidermal necrolysis (TEN), have been reported in Undesirable

association with mesalazine treatment (see section 4.4). effects




FERRING

PHARMACEUTICALS

Frequency of adverse effects, based on clinical trials and reports from post-
marketing surveillance

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
	4.8 Undesirable effects
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