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Zispin
Mirtazapine USP
Description: Zispin® (Mirtazapine) is a tetracyclic atypical antidepressant belongs to Piperazine- Azepine group of compounds.

Mode of Action: Zispin® (Mirtazapine) is an antagonist of central presynaptic alpha-2 auto and hetero-adrenoceptors which
causes an increase in both noradrenaline and serotonin release, thus helps to decrease depression. The effect of released
serotonin is exerted specifically via 5-HT type receptors. Zispin® blocks postsynaptic 5-HT, and 5-HT3 receptors that gives
anxiolytic & antiemetic effects. It is also a potent antagonist of histamine (H1) receptors, a property that may explain its
prominent sedative effects. Zispin® is a moderate antagonist at muscarinic receptors, a property that may explain the relatively
low incidence of anticholinergic side effects associated with its use.

Composition:

Zispin® 7.5 Tablet: Each film coated tablet contains Mirtazapine USP 7.5 mg.
Zispin® 15 Tablet: Each film coated tablet contains Mirtazapine USP 15 mg.
Zispin® 30 Tablet: Each film coated tablet contains Mirtazapine USP 30 mg.

Indications:

¢ Major Depressive Disorder (MDD)

¢ Depression with Anxiety, Insomnia, Nausea & Vomiting
¢ Obsessive Compulsive Disorder

Dosage & administration: Adult: Initially, 7.5 mg daily; may be increased gradually depending on clinical response. Change
dose at intervals of at least 1-2 weeks. Usual effective dose: 15-45 mg daily given as single dose, preferably at bedtime, or in 2
divided doses. It can be taken with or without food.

Children: Safety and efficacy is not established.

Contraindications:

* Mirtazapine is contraindicated in patients with a known hypersensitivity to Mirtazapine or to any of the
excipients.

¢ The concomitant use of Mirtazapine and a Monoamine Oxidase Inhibitor (MAOI) is contraindicated.
Mirtazapine should not be used within 14 days of initiating or discontinuing therapy with a Monoamine
Oxidase Inhibitor (MAQI).

Side effects: The most common side effects are dizziness, drowsiness, dry mouth, increased appetite, weight gain etc.

Use in pregnancy & Lactation: Pregnancy: US FDA pregnancy category C. Patients should be advised to notify their
physician if they become pregnant or intend to become pregnant during Mirtazapine therapy.
Safe use of Mirtazapine during lactation has not been established.

Precautions: Mirtazapine should be used cautiously in patients with epilepsy or history of seizure, history of mania /hypomania,
patients with hepatic or renal impairment; cardiac disorders e.g. conduction disturbances, angina pectoris, recent M,
hypotension, diabetes mellitus, psychoses, history of bipolar disorder. Treatment should be discontinued if jaundice occurs.
Proper monitoring of patient is required for signs of bone marrow depression or suicidal tendency. Abrupt withdrawal of
Mirtazapine should be avoided & Mirtazapine may impair ability to drive or operate machinery.

Drug Interactions: Mirtazapine has clinically signifcant drug-drug interactions with Monoamine Oxidase Inhibitors (MAOIs) &
other Serotonergic drugs such as Tryptophan, Triptans, Linezolid, Serotonin Reuptake Inhibitors, Venlafaxine, Lithium, Tramadol,
or St. John's wort. Mirtazapine may interrupt the metabolism or activity of Carbamazepine, Phenytoin. Patient should avoid
Alcohol & Diazepam while taking Mirtazapine.

Overdosage: Depression of the central nervous system with disorientation and prolong sedation have been reported together
with tachycardia and mild hyper or hypotension. Cases of overdose should be treated by gastric lavage with other supportive
therapy.

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

Packaging:

Zispin® 7.5 Tablet: Each carton contains 14x3 tablets in Alu-Alu blister pack.
Zispin® 15 Tablet: Each carton contains 14x3 tablets in Alu-Alu blister pack.
Zispin® 30 Tablet: Each carton contains 14x2 tablets in Alu-Alu blister pack.
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
Ideas for healthcare ® Registered Trade Mark.



