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Lustral® tablets 50, 100 mg, Film coated Tablets
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Each film-coated tablet contains sertraline hydrochloride equivalent to 50 mg or 100 mg
sertraline.
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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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WARNING: SUICIDAL THOUGHTS AND BEHAVIOURS

SUICIDALITY AND ANTIDEPRESSANT DRUGS

Antidepressants increased the risk of suicidal thoughts and behaviour in children,
adolescents, and young adults in short-term trials. These trials did not show an increase in the
risk of suicidal thoughts and behaviour with antidepressant use in patients-everage 25-there
was-a-reduction-inrisk-with-antidepressant use-inpatients-subjects aged 65 and older (see

section 4.4 Special warnings and precautions for use).

In patients of all ages who are started on antidepressant therapy monitor closely for elinical
worsening and for emergence of suicidal thoughts and behaviour. Advise families and
caregivers of the need for close observation and communication with the prescriber (see
section 4.4 Special warnings and precautions for use).
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