Quetiapine

COMPOSITION

Q-fit 25 Tablet: Each film coated tablet contains Quetiapine Fumarate BP equivalent to Quetiapine 25 mg.
Q-fit XR 50 Tablet: Each extended release film coated tablet contains Quetiapine Fumarate BP equivalent
to Quetiapine 50 mg.

Q-fit 100 Tablet: Each film coated tablet contains Quetiapine Fumarate BP equivalent to Quetiapine 100
mg.

PHARMACOLOGY

Quetiapine Fumarate is an atypical psychotropic agent belonging to a chemical class, the
dibenzothiazepine derivatives. Quetiapine is an antagonist at multiple neurotransmitter receptors in the
brain: serotonin 5HT1a and 5HTz, dopamine D+ and D2, histamine Hs, and adrenergic ai and a2 receptors.
Quetiapine has no appreciable affinity at cholinergic muscarinic and benzodiazepine receptors. The
mechanism of action of Quetiapine is unknown. However, it has been proposed that this drug's efficacy in
schizophrenia is mediated through a combination of dopamine D. and serotonin 5HT. antagonism.
Quetiapine's antagonism of histamine H: receptors may explain the somnolence and that of adrenergic as
receptors may explain the orthostatic hypotension observed with this drug.

INDICATION
e Schizophrenia
¢ Manic episodes associated with bipolar disorder

DOSAGE AND ADMINISTRATION

Q-fit should be administered twice daily, with or without food.

Adults

For the treatment of schizophrenia: the total daily dose for the first 4 days of therapy is 50 mg (Day 1), 100
mg (Day 2), 200 mg (Day 3) and 300 mg (Day 4). From Day 4 onwards, the dose should be

titrated to the usual effective dose range of 300 to 450 mg/day. Depending on the clinical response and
tolerability of the individual patient, the dose may be adjusted within the range 150 to 750 mg/day.

For the treatment of manic episodes associated with bipolar disorder: as monotherapy or as adjunct
therapy to mood stabilizers, the total daily dose for the first four days of therapy is 100 mg (Day 1), 200 mg
(Day 2), 300 mg (Day 3) and 400 mg (Day 4). The dose may be adjusted depending on clinical response
and tolerability of the individual patient, within the range of 200 to 800 mg per day. The usual effective dose
is in the range of 400 to 800 mg per day.

Elderly

As with other antipsychotics, Q-fit should be used with caution in the elderly, especially during the initial
dosing period. Elderly patients should be started on Q-fit 25 mg/day. The dose should be increased daily,
in increments of 25 to 50 mg, to an effective dose, which is likely to be lower than that in younger patients.

CONTRAINDICATION
Quetiapine is contra-indicated in patients who are hypersensitive to any component of this product.

WARNINGS AND PRECAUTIONS

Quetiapine should be used with caution in patients with known cardiovascular disease, cerebrovascular
disease, or other conditions predisposing to hypotension. Quetiapine may induce orthostatic hypotension,
especially during the initial dose-titration period; this is more common in elderly patients than in younger
patients. In clinical trials, quetiapine was not associated with a persistent increase in QTc interval. However,
as with other antipsychotics, caution should be exercised when quetiapine is prescribed with drugs known
to prolong the QTc interval, especially in the elderly. Again, Quetiapine can increase the risk of suicide &
suicidal thoughts especially at the beginning of treatment. All patients being treated with quetiapine for any
indication should be monitored appropriately and observed closely for clinical worsening, suicidality, and
unusual changes in behavior, especially during the initial few months of a course of drug therapy, or at
times of dose changes, either increases or decreases.

SIDE EFFECTS

The most commonly reported adverse drug reactions (ADRs) with quetiapine are somnolence, dizziness,
dry mouth, mild asthenia, constipation, tachycardia, orthostatic hypotension, and dyspepsia. As with other
antipsychotics, syncope, neuroleptic malignant syndrome, leucopenia, neutropenia and peripheral edema,
have been associated with quetiapine.

USE IN PREGNANCY & LACTATION

Use in pregnancy: Pregnancy category C. The safety and efficacy of Quetiapine during human pregnancy
have not been established. Therefore, Quetiapine should only be used during pregnancy if the benefits
justify the potential risks.

Use in lactation: The degree to which quetiapine is excreted into human milk is unknown. Women who are
breast feeding should therefore be advised to avoid breast feeding while taking Quetiapine.

DRUG INTERACTIONS

May enhance the effects of other centrally acting drugs, certain antihypertensive agents; may antagonize
the effects of dopamine agonists and levodopa. Increased clearance of Quetiapine by phenytoin,
barbiturates, rifampin, carbamazepine. Increased concentrations of Quetiapine with azole antifungals and
macrolide antibiotics.

OVERDOSAGE

In general, reported signs and symptoms were those resulting from an exaggeration of the drug's known
pharmacological effects, i.e., drowsiness and sedation, tachycardia and hypotension. There is no specific
antidote to quetiapine. In cases of severe intoxication, the possibility of multiple drug involvement should
be considered, and intensive care procedures are recommended, including establishing and maintaining
a patent airway, ensuring adequate oxygenation and ventilation, and monitoring and support of the
cardiovascular system.

STORAGE
To be dispensed only on the prescription of a registered physician. Store below 30°C, in a cool and dry
place. Keep away from light. Keep out of the reach of children.

HOW SUPPLIED

Q-fit 25 Tablet: Each box contains 5x10's tablets in Alu-Alu blister pack.
Q-fit XR 50 Tablet: Each box contains 3x10’s tablets in Alu-Alu blister pack.
Q-fit 100 Tablet: Each box contains 3x10’s tablets in Alu-Alu blister pack.

Manufactured by:

Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh
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