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Each capsule contains 20 mg of fluoxetine.
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Major Depressive Disorder

PROZAC is indicated for the treatment of Major Depressive Disorder.

The usefulness of the drug in patients receiving fluoxetine for extended periods should periodically be re-
evaluated.

Obsessive Compulsive Disorder

PROZAC is indicated for the treatment of obsessions and compulsions in patients with Obsessive Compulsive
Disorder (OCD).

The effectiveness of PROZAC in long-term use, i.e., for more than 13 weeks, has not been systematically evaluated
in placebo-controlled trials. Therefore, the physician who elects to use PROZAC for extended periods should
periodically re-evaluate the long-term usefulness of the drug for the individual patient.

Bulimia Nervosa

PROZAC is indicated for the acute and maintenance treatment of binge-eating and vomiting behaviors in adult
patients with moderate to severe Bulimia Nervosa.

The physician who elects to use PROZAC for extended periods should periodically re-evaluate the long-term
usefulness of the drug for the individual patient.
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WARNING: SUICIDAL THOUGHTS AND BEHAVIORS
Antidepressants increased the risk of suicidal thoughts and behavior in children,
adolescents, and young adults in short-term studies. These studies did not show an
increase in the risk of suicidal thoughts and behavior with antidepressant use in
patients over age 25; there was a reduction in risk with antidepressant use in patients
aged 65 and older [see Special warnings and precautions for use (section 4.4)].

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

4. CLINICAL PARTICULARS

4.4 Special warnings and precautions for use

Sexual dysfunction

Selective serotonin reuptake inhibitors (SSRI) may cause symptoms of sexual dysfunction (see section
4.8). There have been reports of long-lasting sexual dysfunction where the symptoms have continued
despite discontinuation of SSRIs
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	Each capsule contains 20 mg of fluoxetine.

