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Zyprexa tablets and velotabs: Acute and maintenance treatment of schizophrenia. Zyprexa is
indicated for the management of the manifestations of psychotic disorders. Zyprexa is indicated
for the short-term treatment of acute manic episodes associated with Bipolar | Disorder.
Prevention of recurrence in Bipolar Disorder: In patients whose manic episode has responded to
olanzapine treatment Zyprexa is indicated for the prevention of recurrence in patients with Bipolar
Disorder. Combination therapy in Bipolar | Disorder: The combination of Zyprexa with lithium or
valproate is indicated for the short-term treatment of acute manic episodes associated with
Bipolar | Disorder.
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6 ADVERSE REACTIONS

6.4 Postmarketing Experience

The following adverse reactions have been identified during post-approval use of
ZYPREXA. Because these reactions are reported voluntarily from a population of uncertain size, it
is difficult to reliably estimate their frequency or evaluate a causal relationship to drug exposure.

Adverse reactions reported since market introduction that were temporally (but not
necessarily causally) related to ZYPREXA therapy include the following: allergic reaction (e.g.,
anaphylactoid reaction, angioedema, pruritus or urticaria), cholestatic or mixed liver injury,
diabetic coma, diabetic ketoacidosis, discontinuation reaction (diaphoresis, nausea or vomiting),
Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS), hepatitis, jaundice,
neutropenia, pancreatitis, priapism, rash, restless legs syndrome, rhabdomyolysis, stuttering’ and
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venous thromboembolic events (including pulmonary embolism and deep venous thrombosis).
Random cholesterol levels of =240 mg/dL and random triglyceride levels of 21000 mg/dL have
been reported.

' Stuttering was only studied in oral and long acting injection (LLAI) formulations.
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