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sertraline (as hydrochloride) 50 mg; sertraline (as hydrochloride) 100 mg;
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Sertraline is indicated for the treatment of symptoms of depression in patients with or without a history of

mania. Following satisfactory response, continuation with sertraline therapy is effective in prevention relapse
of the initial episode of depression or recurrence of further depressive episodes.
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4.8 Undesirable effects

Table 1 displays adverse reactions observed from post-marketing experience (frequency not known) and
placebo-controlled clinical trials (comprising a total of 2542 patients on sertraline and 2145 on placebo) in
depression, OCD, panic disorder, PTSD and social anxiety disorder.

Some adverse drug reactions listed in Table 1 may decrease in intensity and frequency with continued

treatment and do not generally lead to cessation of therapy.

Table 1: Adverse Reactions

Frequency of adverse reactions observed from placebo-controlled clinical trials in depression, OCD,
panic disorder, PTSD and social anxiety disorder. Pooled analysis and post-marketing experience.

System Organ Very Common Uncommon Rare Frequency
Class Common (=1/100 to (=1/1,000 to (=1/10,000 to Not Known
(=1/10) <1/10) <1/100) <1/1,000) (Cannot be
Estimated
From the
Available
Data)
Gastrointestinal | nausea, dyspepsia, melaena, tooth mouth ulceration, colitis
disorders diarrhoea, | constipation*, disorder, pancreatitis*§, microscopic
dry mouth | abdominal oesophagitis, haematochezia, N
pain*, glossitis, tongue ulceration,
vomiting*, haemorrhoids, stomatitis
flatulence salivary
hypersecretion,
dysphagia,
eructation,
tongue disorder

* ADR identified post-marketing
§ ADR frequency represented by the estimated upper limit of the 95% confidence interval using “The Rule of
3”.
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