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WARNING
SUICIDALITY AND ANTIDEPRESSANT DRUGS

Antidepressants increased the risk compared to placebo of suicidal thinking
and behavior (suicidality) in children, adolescents, and young adults in
short-term studies of Major Depressive Disorder (MDD) and other psychiatric
disorders. Anyone considering the use of PROZAC or any other
antidepressant in a child, adolescent, or young adult must balance this risk
with the clinical need. Short-term studies did not show an increase in the risk
of suicidality with antidepressants compared to placebo in adults beyond age
24; there was a reduction in risk with antidepressants compared to placebo in
adults aged 65 and older. Depression and certain other psychiatric disorders
are themselves associated with increases in the risk of suicide. Patients of all
ages who are started on antidepressant therapy should be monitored
appropriately and observed closely for clinical worsening, suicidality, or
unusual changes in behavior. Families and caregivers should be advised of
the need for close observation and communication with the prescriber.
PROZAC is approved for use in pediatric patients with MDD and Obsessive
Compulsive Disorder (OCD) [see WARNINGS AND PRECAUTIONS and Use in
Specific Populations].

When using PROZAC and olanzapine in combination, also refer to Boxed
Warning section of the package insert for Symbyax.
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DRUG DESCRIPTION

PROZAC® (fluoxetine capsules, USP) is a selective serotonin reuptake
inhibitor for oral administration. It is also marketed for the treatment of
premenstrual dysphoric disorder (Sarafem®, fluoxetine hydrochloride). It is
designated (+)-Nmethyl- 3-phenyl-3-[(a,a,a-trifluoro-p-tolyl)oxy]propylamine
hydrochloride and has the empirical formula of C17H18F3NO-HCI. Its
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Fluoxetine hydrochloride is a white to off-white crystalline solid with a solubility
of 14 mg/mL in water.

Each Pulvule® contains fluoxetine hydrochloride equivalent to 10 mg (32.3
pmol), 20 mg (64.7 pmol), or 40 mg (129.3 pmol) of fluoxetine. The Pulvules
also contain starch, gelatin, silicone, titanium dioxide, iron oxide, and other
inactive ingredients. The 10 and 20 mg Pulvules also contain FD&C Blue No.
1, and the 40 mg Pulvule also contains FD&C Blue No. 1 and FD&C Yellow
No. 6.

PROZAC Weekly™ capsules, a delayed-release formulation, contain enteric-
coated pellets of fluoxetine hydrochloride equivalent to 90 mg (291 pmol) of
fluoxetine. The capsules also contain D&C Yellow No. 10, FD&C Blue No. 2,
gelatin, hypromellose, hypromellose acetate succinate, sodium lauryl sulfate,
sucrose, sugar spheres, talc, titanium dioxide, triethyl citrate, and other
inactive ingredients.

What are the possible side effects of fluoxetine (Prozac, Prozac
Weekly, Rapiflux, Sarafem, Selfemra)?

Get emergency medical help if you have any of these signs of an allergic
reaction: skin rash or hives; difficulty breathing; swelling of your face, lips,
tongue, or throat.

Report any new or worsening symptoms to your doctor, such as: mood or
behavior changes, anxiety, panic attacks, trouble sleeping, or if you feel
impulsive, irritable, agitated, hostile, aggressive, restless, hyperactive (mentally
or physically), more depressed, or have thoughts about suicide or hurting
yourself.

Call your doctor at once if you have a serious...
Read All Potential Side Effects and See Pictures of Prozac »

What are the precautions when taking fluoxetine hcl (Prozac)?

Before taking fluoxetine, tell your doctor or pharmacist if you are allergic to it; or if
you have any other allergies. This product may contain inactive ingredients,
which can cause allergic reactions or other problems. Talk to your pharmacist for
more details.

Before using this medication, tell your doctor or pharmacist your medical history,
especially of: personal or family history of bipolar/manic-depressive disorder,
personal or family history of suicide attempts, liver problems, diabetes, low
sodium in the blood (such as may occur while taking "water pills" - diuretics),
severe loss of body water (dehydration), seizures, stomach/intestinal ulcers,
glaucoma.

This drug may make you dizzy or drowsy. Do not drive, use machinery, or do any
activity that requires alertness...

Read All Potential Precautions of Prozac »

Last reviewed on RxList: 1/30/2013
This monograph has been modified to include the generic and brand name in many
instances.
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Prozac May Lessen Autism Symptom in Adults »

"Dec. 2, 2011 -- The antidepressant Prozac appears
to be useful for treating a defining symptom of
autism spectrum disorder -- repetitive, compulsive
behavior.

In a newly published study involving autistic adults,
half of those who too"...

Read the Prozac May Lessen Autism Symptom in
Adults article »
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Prozac - user Reviews

Prozac User Reviews
Now you can gain knowledge and insight about a drug treatment with Patient Discussions.

Here is a collection of user reviews for the medication Prozac sorted by
most helpful. @

See User Reviews

Report Problems to the Food and Drug Administration

You are encouraged to report negative side effects of prescription drugs to
the FDA. Visit the FDA MedWatch website or call 1-800-FDA-1088.
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