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Idiopathic intracranial hypertension

Idiopathic intracranial hypertension (pseudotumor cerebri) has been reported in patients receiving mesalazine.
Patients should be warned for signs and symptoms of idiopathic intracranial hypertension, including severe or
recurrent headache, visual disturbances or tinnitus. If idiopathic intracranial hypertension occurs, discontinuation
of mesalazine should be considered.
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System Organ Class [Frequency According to MedDRA convention

Common (= 1/100; <1/10) Rare(> 1/10,000; <1/1,000) \Very rare(< 1/ 10,000) Not known (cannot be estimated
from the available data)

Nervous system Headache, dizziness peripheral neuropathy Idiopathic intracranial
hypertension (see

disorders section 4.4)
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