"'-Tnnnus GAT

ACCESS = QUALITY = MEDICINE

2025 nar
,N/T221 n/NON

,N/T01 n/npn

'DN'WONN 7Y DX X9NT7 017N 12TV 7Y nyrTin n"ya na 0TIV NN
Asacol 400 & 800
Tablets Enteric Coated

Mesalazine 400 mg/ 800 mg :n'72021 '7'von 2NN

NMYVINAD NIINNnN

Ulcerative colitis:

-For the treatment of mild to moderate acute exacerbations.
-For the maintenance of remission.

Crohn's disease:

-For the treatment of acute episodes.
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4.4 Special warnings and precautions for use

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.

4.8 Undesirable effects

b) Tabulated summary of adverse reactions

Table of ADRs

Nervous system disorders: Frequency: not known
Idiopathic intracranial hypertension (see section 4.4)
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