Risperdex”
Risperidone BP

Description: Risperidone (Risperdex®), a benzisoxazole derivative, is an atypical second-generation
neuroleptic and is more selective than the older typical neuroleptics.

Mode of action: Risperidone (Risperdex®) is a selective monoaminergic antagonist having a high affinity for
serotoninergic 5-HT2 and dopaminergic D2 receptors. Risperidone (Risperdex~) binds also to
alphat-adrenergic receptors and with lower affinity to H1-histamine and alphap-adrenergic receptors. It has no
affinity for cholinergic receptors.

Pharmacokinetics: Risperidone (Risperdex ) is completely absorbed after oral administration, reaching
peak plasma concentrations within 1 to 2 hours. The absorption is not affected by food. Risperidone
(Rlsperdex ) is mostly metabolized by CYP2D6 to 9-hydroxyrisperidone, which has similar pharmacological
activity to risperidone. Risperidone (Rlsperdex ) is eliminated with a half-life of about 3 hours, steady state
reached within a day in most patients. The volume of distribution is 1-2 L/kg. The plasma protein binding of
Risperidone (Risperdex®) is 88%. One week after administration, 70% of the dose is excreted in the urine
and 14% in the faeces.

Composition: Risperdex 1 mg Tablet: Each film-coated tablet contains Risperidone BP 1 mg.
Fllsperdex® 2 mg Tablet: Each film-coated tablet contains Risperidone BP 2 mg.
Rlsperdex 4 mg Tablet: Each film-coated tablet contains Risperidone BP 4 mg.

Indications: Risperidone (Rlsperdex ) is indicated for the treatment of acute and chronic schizophrenic
psychoses and other psychotic conditions. After the symptoms have been dlsa@Peared Risperidone
(Rlsperdex ) is used to prevent recurrence of disturbances. Risperidone (Risperdex™) is also used for the
treatment of behavioral and psychological symptoms of dementia, treatment and control of mania in bipolar
disorder, disruptive disorders in children, adolescents and adults with subaverage intellectual functioning or
mental retardation with whom destructive behaviours are prominent.

Dosage and Administration: Adult: Psychoses, 2 mg in 1-2 divided doses on the first day, then 4 mg in 1-2
divided doses on second day (slower titration appropriate in some patients); usual dose range 4-6 mg daily.
The maximum recommended dose is 16 mg daily. Mania, Initially 2 mg once daily, increased if necessary in
steps of 1 mg daily; usual dose range 1-6 mg daily.

Elderly and patients with hepatic or renal impairment: Initially 0.5 mg twice daily, increased in steps of 0.5 mg
twice daily to 1-2 mg twice daily.

Contraindications: Risperidone is contraindicated in patients with a known hypersensitivity to the product.

Side effects: Common: Somnolence, impaired concentration, extrapyramidal side effects, dizziness,
constipation, hypersalivation, anorexia, abdominal pain, fatigue, rhinitis, abnormal vision and tachycardia.
Less Common: Dyspepsia, nausea, vomiting, priapism, erectile dysfunction, ejaculatory dysfunction, urinary
incontinence, rash and other allergic reactions.

Use in pregnancy and lactation: The safety of risperidone for use during human pregnancy has not been
established. No teratogenic effect was noted in experimental animal study. Therefore, risperidone should only
be used during pregnancy if the benefits outweigh the risks. Safe in lactating mother.

Precautions: Risperidone should be used with caution in patients with known cardiovascular disease (eg.
heart failure, myocardial infarction, conduction abnormalities, dehydration, hypovolaemia), and the dosage
should be gradually titrated as recommended. A dose reduction should be considered if hypotension occurs.

Drug Interactions: Risperidone may antagonise the effects of levodopa and other dopamine agonists.
Carbamazepine has been shown to decrease the plasma levels of the active antipsychotic fraction of
risperidone. Similar effects may be observed with other hepatic enzyme inducers. Phenothiazines, tricyclic
antidepressants and some beta-blockers may increase the plasma concentrations of risperidone but not those
of the antipsychotic fraction. Fluoxetine and paroxetine, CYP2D6 inhibitors increases the plasma
concentration of risperidone but less so of the active antipsychotic fraction.

Overdosage: In general, reported signs and symptoms have been those resulting from an exaggeration of the
known pharmacological effects of risperidone. These include drowsiness and sedation, tachycardia and
hypotension, and extrapyramidal symptoms. Overdosages of up to 360 mg have been reported. The available
evidence suggests a wide safety margin. In overdose, rare cases of QT-prolongation have been reported.

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

Packaging: Risperdex 1 mg Tablet: Each carton contains 10X5 tablets in blister pack.
F!lsperdex® 2 mg Tablet: Each carton contains 10X5 tablets in blister pack.
Rlsperdex 4 mg Tablet: Each carton contains 15X3 tablets in blister pack.
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Opsonin Pharma Limited
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Opsonin Pharma ® Registered Trade Mark.
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