Olzap®

Olanzapine USP

Description: Olanzapine is a selective monoaminergic antagonist with high affinity binding to serotonin
5-HT, dopamine, muscarinic, H1 and alpha receptors. It has weak binding affinity to GABA-A,
benzodiazepine and beta adrenergic receptors.

Mode of action: The mechanism of action of olanzapine, as with other drugs having efficacy in
schizophrenia, is unknown. However, it has been proposed that this drug's efficacy in schizophrenia is
mediated through a combination of dopamine and serotonin type 2 (5HT2) receptor site antagonism.

Composition
Olzap® 5 mg Tablet: Each film coated tablet contains Olanzapine USP 5 mg
Olzap® 10 mg Tablet: Each film coated tablet contains Olanzapine USP 10 mg

Indications
@ Schizophrenia e Bipolar disorder @ Mania

Dosage & administration: Schizophrenia, combination therapy for Mania, Bipolar disorder: The
recommended starting dose for Olzap® is 10 mg/day, administered as a single daily dose. Daily dosage
may subsequently be adjusted on the basis of individuals clinical status within the range of 5-20 mg daily.
An increase to a dose greater than 10 mg/day is recommended only after appropriate clinical
reassessment.

Monotherapy for mania: The recommended starting dose for Olzap® is 10 mg/day, administered as a
single daily dose. Daily dosage may subsequently be adjusted on the basis of individuals clinical status
within the range of 5-20 mg daily. An increase to a dose greater than 15 mg/day is recommended only
after appropriate clinical reassessment.

Contraindications: Hypersensitivity to the active substance or to any of the excipients. Patients with
known risk for narrow-angle glaucoma.

Side effects: Very common undesirable effects are somnolence and weight gain. Besides increased
appetite, elevated glucose levels, elevated triglyceride levels, dizziness, akathisia, Parkinson's disease,
dyskinesia, orthostatic hypotension, mild and transient anticholinergic effects including constipation and
dry mouth, asthenia, edema & photosensitivity reaction etc. may be observed.

Use in pregnancy & lactation: Pregnancy: There are no adequate and well-controlled studies in
pregnant women.

Lactation: Olanzapine is excreted in breast milk. Patients should be advised not to breast-feed an infant if
they are taking Olanzapine.

Precautions: Precaution should be taken in case of impaired renal, hepatic, cardiovascular,
cerebrovascular and respiratory failure, prostatic hypertrophy, paralytic ileus, diabetes mellitus,
Parkinson's disease and in pregnancy.

Drug interactions: Olanzapine may antagonize the effects of levodopa and dopamine agonists. Drugs
that induce CYP1A2 or glucoronyl transferase enzymes e.g, Omeprazole and Rifampicin, may increase
Olanzapine clearance. Inhibitors of CYP1A2 may potentially inhibit Olanzapine elimination.
Carbamazepine may increase the clearance of Olanzapine.

Over dosage: Symptoms of an overdose include tachycardia, agitation, dysarthria, decreased
consciousness and coma.

Storage: Keep out of reach of children. Store in a dry place, below 25°C temperature and protected from
light.

Packaging

Olzap® 5 mg Tablet: Each carton contains 14X5 tablets in blister pack.

Olzap® 10 mg Tablet: Each carton contains 14X3 tablets in blister pack.
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
[deas for healthcare ® Registered Trade Mark.



