2017 nanan
/122 n/xon

n/Ta0 n/npn

0omy Prozac 20 mg vwonn 7w x9N 91¥Y Daibun 9 noyrmn nwpan 7 nnan
.0'901 DIDTY D'MYF .NNANN DINNRD 121 QWY1 DN DDWOoN 71 D'II¥N IT NYTIN

AINX WATIA NNNR Ainni qonnny uopu

DIYNN 72¥2% 1119 T 7Y 0'09TIN 0YARY7 NI NINMAN TIWN INKAY NI9INN AN D'A0NISA 0IITIVAN DI7UN
08-9606234 :"yu , mwn 4 qrun n"va e Yy R

o712
—  mNjny
Mmimn nnEn

Prozac 20 mg
a"n 20 grne

Each capsule contains 20 mg of fluoxetine.
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Major Depressive Disorder

PROZAC is indicated for the treatment of Major Depressive Disorder [see Clinical Studies (14.1)].

The usefulness of the drug in patients receiving fluoxetine for extended periods, should periodically be re-evaluated
[see Dosage and Administration (2.1)].

Obsessive Compulsive Disorder

PROZAC is indicated for the treatment of obsessions and compulsions in patients and with Obsessive Compulsive
Disorder (OCD) [see Clinical Studies (14.2)].

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 [see Dosage and
Administration (2.2)].

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 [see Clinical Studies (14.3)].

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 [see Dosage and Administration (2.3)].
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5 WARNINGS AND PRECAUTIONS
5.2 Serotonin Syndrome

SSRIs, including PROZAC, alone but particularly with concomitant use of other serotonergic drugs (including
triptans, tricyclic antidepressant, fentanyl, lithium, tramadol, tryptophan, buspirone, amphetamines, and St. John’s
Wort) and with drugs that impair metabolism of serotonin (in particular, MAOIs, both those intended to treat

The development of a potentially life-threatening serotonin syndrome has been reported with SNRIs and
|
psychiatric disorders and also others, such as linezolid and intravenous methylene blue).

‘ Serotonin syndrome symptoms may include mental status changes (e.g., agitation, hallucinations,
i delirium, and coma), autonomic instability (e.g., tachycardia, labile blood pressure, dizziness, diaphoresis, flushing,
| hyperthermia), neuromuscular symptoms (e.g., tremor, rigidity, myoclonus, hyperreflexia, incoordination),
. seizures, and/or gastrointestinal symptoms (e.g., nausea, vomiting, diarrhea). Patients should be monitored for the

emergence of serotonin syndrome.

The concomitant use of PROZAC with MAOIs intended to treat psychiatric disorders is contraindicated. PROZAC
should also not be started in a patient who is being treated with MAOQIs such as linezolid or intravenous methylene
blue.

All reports with methylene blue that provided information on the route of administration involved intravenous
administration in the dose range of 1mg/kg to 8 mg/kg. No reports involved the administration of methylene blue
by other routes {such as oral tablets or local tissue injection) or at lower doses. There may be circumstances when
it is necessary to initiate treatment with an MAOI such as linezolid or intravenous methylene blue in a patient
taking PROZAC. PROZAC should be discontinued before initiating treatment with the MAOQI [see Contraindications
(4.1) and Dosage and Administration (2.9, 2.10)].

If concomitant use of PROZAC with other serotonergic drugs, i.e., triptans, tricyclic antidepressants, fentanyl,
lithium, tramadol, buspirone, tryptophan, amphetamines, and St. John’s Wort is clinically warranted, patients
should be made aware of a potential increased risk for serotonin syndrome, particularly during treatment initiation
and dose increases.

Treatment with PROZAC and any concomitant serotonergic agents should be discontinued immediately if
the above events occur and supportive symptomatic treatment should be initiated.

7 DRUG INTERACTIONS
73 Potential for PROZAC to affect Other Drugs

Metoprolol used in cardiac failure - risk of metoprolol adverse events, including excessive bradycardia, may
be increased because of an inhibition of its metabolism by fluoxetine.
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