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Quetiapine Fumarate USP

50161

Presentation

Qpine™ XR 50mg tablet: Each XR (Extended Release)
tablet contains Quetiapine 50mg.

Qpine™ XR 200mg tablet: Each XR (Extended
Release) tablet contains Quetiapine 200mg.

Qpine™ XR 300mg tablet: Each XR (Extended
Release) tablet contains Quetiapine 300mg.

Pharmacology

Quetiapine Fumarate is an atypical psychotropic
agent belonging to a chemical class, the dibenzothiaz-
epine derivatives. Quetiapine is an antagonist at
multiple neurotransmitter receptors in the brain:
serotonin 5HT1A and 5HT2A & 5HT2C, dopamine D1
and D2, histamine H1, and adrenergic al 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 D2 and serotonin 5HT2
antagonism. Quetiapine's antagonism of histamine H1
receptors may explain the somnolence and that of
adrenergic al receptor may explain the orthostatic
hypotension observed with this drug.

Indications

Qpine™ XR is indicated in the symptomatic treatment
of schizophrenia. In addition, it is used for the
management of acute manic or mixed episodes in
patients with bipolar | disorder, as a monotherapy or
combined with other drugs. It may be used to manage
depressive episodes in bipolar disorder. In addition to
the above indications, Quetiapine is used in combination
with antidepressant drugs for the treatment of major
depression disorder.

Dosage & administration

Qpine™ XR tablets should be swallowed whole and
not split, chew or crushed. It should be taken without
food or with a light meal (approximately 300
calories). It should be administered once daily,
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preferably in the evening.

Indication

Initial dose and titration

Recommended dose

Schizophrenia-Adults

Day 1: 300 mg/day

400-800 mg/day

Schizophrenia-
Adolescents
(13 to 17 years)

Day 1: 50 mg/day;

Day 2: 100 mg/day;
Day 3: 200 mg/day;
Day 4: 300 mg/day;
Day 5: 400 mg/day

400-800 mg/day

Bipolar Mania- Acute
monotherapy or as an
adjunct to Lithium or
Divalproex

Day 1: 300 mg/day;
Day 2: 600 mg/day;
Day 3: 400-800 mg/day

400-800 mg/day

Depressive Episodes
Associated with
Bipolar Disorder

Day 1: 50 mg/day;

Day 2: 100 mg/day;
Day 3: 200 mg/day;
Day 4: 300 mg/day

300 mg/day

Maijor Depressive
Disorder, Adjunctive

Day 1 & 2: 50 mg/day
Day 3 & 4: 150 mg/day

150-300 mg/day
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Therapy with
Antidepressants

Geriatric Use: Consider a lower starting dose (50
mg/day), slower titration and careful monitoring
during the initial dosing period in elderly.

Hepatic Impairment: Lower starting dose (50 mg/day)
and slower titration may be needed.

Children and adolescents: Quetiapine is not
recommended for use in children and adolescents
below 18 years of age, due to a lack of data to
support use in this age group

Contraindications:
Quetiapine is contraindicated in patients who are
hypersensitive to it.

Precautions:

Neuroleptic malignant syndrome, tardive dyskinesia.
Hypotension and syncope, especially during the initial
dose titration period. Conduct eye examinations prior
to or shortly after starting Quetiapine and at 6-month
intervals thereafter; discontinue the drug if clinically
significant lens changes are observed. History of
seizures,  Hypothyroidism,  Hyperprolactinemia.
Antiemetic effect, Suicide. Use with great caution in
moderate or severe hepatic impairments, Renal
impairment, Cardiovascular disease. Disruption of
body temperature regulation, Hyperglycemia,
Lactation (avoid breastfeeding)

Side effects:

The most commonly reported Adverse Drug Reactions
(ADRs) with Quetiapine are somnolence, dizziness,
dry mouth, withdrawal (discontinuation) symptoms,
elevations in serum triglyceride levels, elevations in
total cholesterol (predominantly LDL cholesterol),
decreases in HDL cholesterol, weight gain, decreased
haemoglobin and extrapyramidal symptoms.

Use in pregnancy & lactation:

The safety and efficacy of Quetiapine during human
pregnancy have not been established. Therefore,
Quetiapine should only be used during pregnancy
only if the potential benefit justifies the potential risk to
the fetus. Nursing mothers receiving Quetiapine
should not breast feed.

Drug interactions:

Caution should be exercised when Quetiapine is used
concomitantly with medicines known to cause electro-
lyte imbalance or to increase QT interval. Co-adminis-
tration of Quetiapine and thioridazine or carbamaze-
pine caused increases in the clearance of Quetiapine.
Co-administration of Quetiapine with another microso-
mal enzyme inducer, phenytoin, also caused increases
in the clearance of Quetiapine.

Overdose:

In clinical trials, survival has been reported in acute
overdoses of up to 30grams of Quetiapine. There is no
specific antidote to Quetiapine. In cases of severe
intoxication, the possibility of multiple drug involve-
ment 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. In cases of
Quetiapine overdose, refractory hypotension should
be treated with appropriate measures such as intrave-
nous fluids and/or sympathomimetic agents (adrena-
line and dopamine should be avoided, since beta
stimulation may worsen hypotension in the setting of
Quetiapine-induced alpha blockade). Close medical
supervision and monitoring should continue until the
patient recovers.

Storage Condition
Store below 30°C in a dry place.

Commercial Pack

Qpine™ XR 50mg tablet: Each box contains 5x10’s
tablet in alu alu blister pack.

Qpine™ XR 200mg tablet: Each box contains 3x10’s
tablet in alu alu blister pack.

Qpine™ XR 300mg tablet: Each box contains 2x10’s
tablet in alu alu blister pack.
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Manufactured by:

@ synovia

Synovia Pharma PLC., Station Road, Tongi, Gazipur.
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