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Geodon IM 20 mg 40.93 mg of ziprasidone mesylate trihydrate

20, 40, 60 or 80 mg respectively of ziprasidone
(as hydrochloride monohydrate).

Geodon capsules
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Rapid control of agitation in patients with schizophrenia,
Geodon IM 20 mg | when oral therapy is not appropriate, for a maximum of 3
consecutive days.
e Schizophrenia.
Treatment of schizophrenia and for maintenance of
clinical improvement during continuation therapy in adults.
e Bipolar mania.
Ziprasidone is indicated as monotherapy in the treatment
of adults with manic or mixed episodes associated with
bipolar disorder with or without psychotic features.
e Bipolar disorder.
Maintenance treatment of bipolar disorder, as an adjunct
to lithium or valproate in adults.

Geodon capsules
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3 CONTRAINDICATIONS

3.3 Monoamine Oxidase Inhibitors (MAQOIS)



Ziprasidone is contraindicated in patients taking, or within 14 days of stopping,
MAOIs (including the MAOQIs linezolid and intravenous methylene blue) because of
an increased risk of serotonin syndrome.

4 WARNINGS AND PRECAUTIONS

4.4 Serotonin Syndrome

Ziprasidone can precipitate serotonin syndrome, a potentially life-threatening
condition. The risk is increased with concomitant use of other serotonergic drugs
(including selective serotonin reuptake inhibitors (SSRISs), serotonin norepinephrine
reuptake inhibitors (SNRIs), triptans, tricyclic antidepressants, fentanyl, tramadol,
meperidine, methadone, lithium, tryptophan, buspirone, amphetamines, and St.
John’s Wort) and with drugs that impair metabolism of serotonin, i.e., monoamine
oxidase inhibitors (MAOQIS).

Serotonin syndrome signs and symptoms may include mental status changes (e.g.,
agitation, hallucinations, delirium, and coma), autonomic instability (e.qg.,
tachycardia, labile blood pressure, dizziness, diaphoresis, flushing, hyperthermia),
neuromuscular symptoms (e.g., tremor, rigidity, myoclonus, hyperreflexia,
incoordination), seizures, and gastrointestinal symptoms (e.g., nausea, vomiting,
diarrhea). The concomitant use of GEODON with MAOQIs is contraindicated. In
addition, do not initiate GEODON in a patient being treated with MAOIs such as
linezolid or intravenous methylene blue. If it is necessary to initiate treatment with
an MAOI such as linezolid or intravenous methylene blue in a patient taking
GEODON, discontinue GEODON before initiating treatment with the MAOI.
Monitor all patients taking GEODON for the emergence of serotonin syndrome.
Discontinue treatment with GEODON and any concomitant serotonergic agents
immediately if the above symptoms occur and initiate supportive symptomatic
treatment. If concomitant use of GEODON with other serotonergic drugs is
clinically warranted, inform patients of the increased risk of serotonin syndrome
and monitor for symptoms.

5 ADVERSE REACTIONS

5.2 Postmarketing Experience

The following adverse reactions have been identified during post-approval use of
GEODON.

Psychiatric Disorders: Insomnia, mania/hypomania, somnambulism;

.6“DRUG INTERACTIONS

6.3 Pharmacodynamic Interactions

e Risk of serotonin syndrome with concomitant therapy with other serotonergic
drugs such as SNRIs, SSRIs, triptans, tricyclic antidepressants, opioids, lithium,
tryptophan, buspirone, amphetamines, and St. John’s Wort.
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