ZYPREXA* (OLANZAPINE) TABLETS ZYPREXA VELOTABS
ZYPREXAv INTRAMUSCULAR INJECTION

ABBREVIATED PRESCRIBING INFORMATION

Presentations Teblsts 2.5mg, Smg, 7.5mg, 10mg, 15mg, or 20my of olanzapine. Also
contain lactose. Velotab* 5mg, 10mg, 15mg, or 20mg orodispersible teblets. Also contain
gelatin, aspartame, mannitol, and parahydroxybenzoates. Powder for solution for injection,
containing 10mg olanzapine. Uses Tablets and Vlotabs: Schizophreniz, both as initial
therapy and for maintenance. Moderate to severe manic episode; prevention of recurrence
i bipolar disorder in patiants whose manic episode has responded to olanzaping freatment.
Infection: Rapid contral of agitation and disturbed behaviours in patients with schizophrenia
or manic episode, when oral therapy is not appropriate. Dosage and Administration
Tablets and Velotabs: Schizopfirenia; 10mg/day orally.  Manic apisode: 15mg/day in

monotherapy; 10mg/day in combination therapy. Preventing recurrence in bipotar disorder:

10mgday, or for patients who have been receiving olanzaping for freaiment of manic
episode, continue therapy for preventing recurrence at the same dose. May subsequently
be adjusted to 5-20mg daily. hnjection: Intramuscular use only for a maximum of threg
consecutive days. Initial dose 10mg. A second injection, 5-10mg, may be administered 2
hours after. Maximum daily dose is 20mg, with not more than 3 injections in any 24-hour
period. Treatment with Zyprexa Intramuscular Injection should be discontinued, and oral
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Zyprexa initiated, as soon as clinically appropriate. Do not administer infravenausly or
subcutaneausly. Ghifaren; Not recommended (under 18 years). Elderly patients; Oral therapy
- a lower slarting dose (Smg/day) is not routinely indicated but should be considered when
clinical factors warrant. Injection - recommended starting dose is 2.5-5mg. Renal and/or
hepatic impairment: 5mg starting dose in moderate hepatic insufficiency. When more than
one factor which might cause slower metabolism, consider a decreased starting dose.
Contra-indications Known hypersensitivity to any ingredient. Known risk of narrow-
angle glaucoma. Warnings and Special Precautions Olanzapine is not approved for the
freatment of dementia-related psychosis andfor behavioural disturbances because of an
Increase in mortality and the risk of GUAE. Injection: Efficacy not established in patients
with agitation and disturbed behaviours relaied fo conditions other than schizophrenia or
manic episode. Should not be administered to patients with unstable medical conditions
{see Summary of Product Characteristics [SPC]). Safety and efficacy have not been
evaluated in patients with alcohol or drug intoxication. Patients should be closely observed
for hypotension, including postural hypotension, bradyarrhythmia, and/or hypoventilation
{see SPC). Simultaneous injection with parenieral benzodiazepine is not recommended.
Use to freat drug-induced psychosis with Parkinson's disease is not recommended.
Caution in patients:

o who receive other medicinal products having hasmodynamic properties similar to those

of Zyprexa Intramuscular Injection,
o with prostatic hypertrophy, or paralytic ileus and related conditions.

o

o with elevated ALT and/or AST, hepatic impairment, limited hepatic functional reserve,
and in patients treated with hepatotoxic drugs. If hepatitis is diagnosad, discontinue
Zyprexa.

o with low leucocyte andfor neutrophil counts, bone marrow depression, in patients
receiving medicines known to cause neutropenia, and in patients with hypereosinophilic
conditions or with myeloproliferative disease.

o who have & history of seizures or are subject to factors which may lower the seizure
threshold,

o uging other cenirally acting drugs and alcool.

As with other antipsychatics, caution should be exercised when olanzaping is prescribed

with medicines known fo increase QTc interval. Discontinue if signs and symptoms

indicative of NMS, or unexplained high fever. If tardive dyskinesia appears, consider dose
reduction or discontinuation. Clinical monitoring advisable in diabetic patients and those
with risk factors for diabetes. Blaod pressure should bs measured periodically in patients
over 65 years. Undesirable alterations in lipids have been observed in olanzaping-treated
patients in placebo-controlled clinical trials. Lipid alterations should be managed as
clinically appropriate. May antagonise effects of dopamine agonists. Gradual dose recuction
should be considered when discontinuing olanzapine. Phenyialaning: Velotabs contain
aspartame - a source of phenylalaning. Sodfum methy! parahydroxybenzoate and sodium
propyl parafydroxybenzoate: Contained In Velotabs; known to cause urticaria, contact
dermalitis, and, rarely, immediate reactions with bronchospasm. Interactions Metabolism
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