
DRUG INTERACTIONS
Valproate
Repeated oral doses of Risperidone (4 mg once daily) did not 
affect the predose or average plasma concentra�ons and 
exposure (AUC) of Valproate(1000 mg/day in three divided 
doses). However, there was a 20% increase in Valproate 
peak plasma concentra�on (Cmax) a�er concomitant 
administra�on of Risperidone. Dose adjustment for 
Valproate is not recommended.
Centrally-Acting Drugs and Alcohol
Given the primary CNS effects of Risperidone, cau�on 
should be used when Risperidone is taken in combina�on 
with other centrally ac�ng drugs and alcohol.
Drugs with Hypotensive Effects
Because of its poten�al for inducing Hypotension, 
Risperidone may enhance the Hypotensive effects of other 
therapeu�c agents with this poten�al.
Levodopa and Dopamine Agonists
Risperidone may antagonize the effects of Levodopa and 
Dopamine agonists.
Clozapine
Chronic administra�on of Clozapine with Risperidone may 
decrease the clearance of Risperidone. 
CONTRAINDICATIONS
• Risperidone is contraindicated in pa�ents with a known
 hypersensi�vity to Risperidone.
• Hypersensi�vity reac�ons, including Anaphylac�c   
 reac�ons and Angioedema have been observed in   
 pa�ents treated with Risperidone.

STORAGE
Store below 30°C.
Protect from light, heat and moisture.
Keep all medicines out of the reach of children.
PRESENTATION
Neoris  (Risperidone) 1mg tablet: 
Pack of 10’s in Alu-Alu blister.
Neoris  (Risperidone) 2mg tablet: 
Pack of 10’s in Alu-Alu blister.
Neoris  (Risperidone) 3mg tablet: 
Pack of 10’s in Alu-Alu blister.
Neoris  (Risperidone) 4mg tablet: 
Pack of 10’s in Alu-Alu blister.
Neoris  (Risperidone) 1mg/ mL Solu�on:
Supplied in 60mL Amber glass bo�le with syringe dropper.

Body Temperature Regulation
Disrup�on of body temperature regula�on has been 
a�ributed to An�psycho�c agents. Both Hyperthermia and 
Hypothermia have been reported in associa�on with oral 
Risperidone. Cau�on is advised when prescribing for 
pa�ents who will be exposed to temperature extremes.
ADVERSE EFFECT
• Blurred vision
• Cons�pa�on
• Nausea
• Dyspepsia
• Abdominal discomfort
• Fa�gue
• Chest pain
• URTI, UTI

• Sinusi�s
• Seda�on
• Dizziness
• Anxiety
• Nasal conges�on
• Rash
• Dry skin
• Orthosta�c hypotension

WARNING & PRECAUTIONS 
Increased Mortality in Elderly Patients with 
Dementia-Related Psychosis
Elderly patients with Dementia Related Psychosis treated 
with Antipsychotic drugs are at an increased risk of death. 
Although the causes of death were varied, most of the 
deaths appeared to be either Cardiovascular (e.g., Heart 
Failure, Sudden death) or infectious (e.g., Pneumonia) in 
nature. Observational studies suggest that, similar to Atypical 
Antipsychotic drugs, treatment with conventional 
Antipsychotic drugs may increase mortality. 
Cerebrovascular Adverse Reactions, Including Stroke, in 
Elderly Patients with Dementia related Psychosis
Cerebrovascular adverse reactions (e.g. Stroke, Transient 
Ischemic Attack), including fatalities, were reported in 
patients (mean age 85 years; range 73-97) in trials of 
Risperidone in elderly patients with Dementia related 
Psychosis. Risperidone is not approved for the treatment of 
patients with Dementia related Psychosis. 
Neuroleptic Malignant Syndrome
Antipsychotic drugs including Risperidone can cause a 
potentially fatal symptom complex referred to as 
Neuroleptic Malignant Syndrome (NMS). Clinical  
manifestations of NMS include Hyperpyrexia, Muscle 
Rigidity, altered Mental status, and autonomic instability 
(irregular pulse or blood pressure, Tachycardia, 
Diaphoresis and Cardiac Dysrhythmia). Additional signs 
may include Elevated creatine Phosphokinase (CPK), 
Myoglobinuria, Rhabdomyolysis and Acute Renal Failure.
Tardive Dyskinesia
A syndrome of potentially irreversible, involuntary, dyskinetic 
movements may develop in patients treated with Antipsychotic 
drugs. The risk of developing Tardive Dyskinesia and the 
likelihood that it will become irreversible are believed to 
increase as the duration of treatment and the total cumulative 
dose of Antipsychotic drugs administered to the patient 
increase.
Metabolic Changes
Atypical Antipsychotic drugs have been associated with 
metabolic changes that may increase Cardiovascular/ 
Cerebrovascular risk. These metabolic changes include 
Hyperglycemia, Dyslipidemia and body weight gain. While 
all of the drugs in the class have been shown to produce 
some metabolic changes, each drug has its own specific risk 
profile. Hyperglycemia and Diabetes Mellitus in some cases 
extreme and associated with Ketoacidosis or Hyperosmolar 
coma or death have been reported in patients treated with 
Risperidone.
Hyperprolactinemia
As with other drugs that antagonize Dopamine D2 receptors, 
Risperidone elevates Prolactin levels and the elevation 
Persists during chronic administration. Hyperprolactinemia 
may suppress Hypothalamic GnRH, resulting in reduced 
pituitary Gonadotropin secretion. This in turn, may inhibit 
reproductive function by impairing Gonadal Steroidogenesis 
in both female and male patients.
Orthostatic Hypotension
Risperidone may induce Orthostatic Hypotension associated 
with Dizziness, Tachycardia and in some patients, Syncope, 
especially during the initial dose titration period, probably 
reflecting its alpha-adrenergic antagonistic properties. 
Leukopenia, Neutropenia, and Agranulocytosis
In clinical trials Leucopenia, Neutropenia  & Agranulocytosis 
have been reported temporally related to Antipsychotic 
agents including Risperidone.
Seizures
During premarketing testing in adult patients with 
Schizophrenia, Seizures occurred in 0.3% of  Risperidone 
treated patients. Risperidone should be used cautiously in 
patients with ahistory of Seizures. 
Dysphagia
Esophageal Dysmotility and Aspiration have been associated 
with Antipsychotic drug use. Risperidone and other 
Antipsychotic drugs should be used cautiously in patients at risk 
for Aspiration Pneumonia.
Priapism
Priapism has been reported during Postmarketing Surveillance. 
Severe Priapism may require surgical intervention.

(Risperidone 1mg, 2mg, 3mg & 4mg Tablets
& 1mg/ mL Solution)

Neoris
COMPOSITION
Neoris 1mg Tablet
Each film coated tablet contains: Risperidone (BP) ....... 1mg
Product complies with BP Specs.
Neoris 2mg Tablet
Each film coated tablet contains: Risperidone (BP) ....... 2mg
Product complies with BP Specs.
Neoris 3mg Tablet
Each film coated tablet contains: Risperidone (BP) ....... 3mg
Product complies with BP Specs.
Neoris 4mg Tablet
Each film coated tablet contains: Risperidone (BP) ....... 4mg
Product complies with BP Specs.
Neoris 1mg/ mL Solution
Each mL contains: Risperidone (BP) .............................. 1mg
Product complies with BP Specs.
DESCRIPTION
Risperidone is an Atypical An�psycho�c belonging to the 
chemical class of Benzisoxazole deriva�ves. The chemical 
designa�on is 3-[2-[4-(6-fluoro-1,2-benzisoxazol-3-yl)-1- 
piperidinyl] ethyl]-6,7,8,9 -tetrahydro-2- methyl-4H-pyrido 
[1,2-a]pyrimidin-4-one. Its molecular formula is C23H27FN4O2 
and its molecular weight is 410.49. The structural formula is:

USE IN SPECIFIC POPULATION
Pregnancy
Pregnancy Category C
Adequate and well controlled studies with Risperidone have 
not been conducted in pregnant women. Neonates exposed 
to An�psycho�c drugs including Risperidone during the 
third trimester of pregnancy are at risk for extrapyramidal 
and/or withdrawal symptoms following delivery. There have 
been reports of Agita�on, Hypertonia, Hypotonia, Tremor, 
Somnolence, Respiratory distress, and Feeding disorder in 
neonates.
Labor and Delivery
The effect of Risperidone on labor and delivery in humans is 
unknown.
Nursing Mothers
Risperidone and 9-hydroxyrisperidone are present in human 
breast milk. Because of the poten�al for serious adverse 
reac�ons in nursing infants from Risperidone, a decision 
should be made whether to discon�nue nursing or to 
discon�nue the drug, taking into account the importance of 
the drug to the mother.
Pediatric Use
Safety and effec�veness of Risperidone in children less than 
13 years of age  with Schizophrenia and children less than 10 
years of age with Bipolar disease have not been established.
Renal Impairment
In pa�ents with moderate to severe (Clcr 59 to 15 ml/min) 
renal disease, clearance of the some of Risperidone and its 
ac�ve metabolite decreased by 60% compared to young 
healthy subjects. Risperidone doses should be reduced in 
pa�ents with renal disease.
Hepatic Impairment
While the pharmacokine�cs of Risperidone in subjects with 
liver disease were comparable to those in young healthy 
subjects, the mean free frac�on of Risperidone in plasma 
was increased by about 35% because of the diminished 
concentra�on of both Albumin and α1-acid Glycoprotein. 
Risperidone doses should be reduced in pa�ents with liver 
disease.   
Patients with Parkinson’s Disease or Lewy Body Dementia
Pa�ents with Parkinson’s Disease or Demen�a with Lewy 
Bodies can experience increased sensi�vity to Risperidone. 
Manifesta�ons can include Confusion, Obtunda�on, Postural 
Instability with frequent falls, Extrapyramidal Symptoms and 
clinical features consistent with Neurolep�c Malignant 
Syndrome.

CLINICAL PHARMACOLOGY
Mechanism of Ac�on
The mechanism of ac�on of Risperidone in Schizophrenia, is 
unknown. However, it has been proposed that the drug’s 
therapeu�c ac�vity in Schizophrenia could be mediated 
through a combina�on of Dopamine Type 2 (D2) and 
Serotonin Type 2 (5HT2) receptor antagonism. 
Pharmacodynamics
Risperidone is a Selec�ve Monoaminergic Antagonist with 
high affinity for the Serotonin Type 2 (5HT2), Dopamine Type 
2 (D2), α1 and α2 Adrenergic and H1 Histaminergic receptors. 
Risperidone acts as an antagonist at other receptors, but 
with lower potency.
Pharmacokine�cs
Absorption
Risperidone is well absorbed. The absolute oral bioavailability 
of Risperidone is 70%. The rela�ve oral bioavailability of 
Risperidone from a tablet is 94% when compared to a 
solu�on. 
Distribution
Risperidone is rapidly distributed. The volume of distribu�on 
is 1-2L/kg. In plasma, Risperidone is bound to Albumin 
and α1-acid Glycoprotein. 
Metabolisam
The plasma protein binding of Risperidone is 90% and that 
of its major metabolite, 9-hydroxyrisperidone, is 77%. 
Risperidone is extensively metabolized in the liver. The main 
metabolic pathway is through hydroxyla�on of Risperidone to 
9-hydroxyrisperidone by the enzyme, CYP 2D6. A minor 
metabolic pathway is through hydroxyla�on of Risperidone 
to 9-hydroxyrisperidone by the enzyme, CYP 2D6. 
Elimination
Risperidone and its metabolites are eliminated via the urine 
and to a much lesser extent, via the feces. The apparent 
half-life of Risperidone was 3 hours in extensive metabolizers 
and 20 hours in poor metabolizers.

INDICATIONS
• Schizophrenia 
• Bipolar mania
• Irritability associated with Au�s�c disorder  

Ini�al
Dose

2mgSchizophrenia:
adults

Schizophrenia:
adolescents

Bipolarmania:
children and 
adolescents

Irritability in
au�s�c 
disorder

0.25mg
Can increase to
0.5mg by Day 4:

(body weight less
than 20kg)

A�er Day 4, at
intervals of > 2
weeks: 0.25mg 

(body weight
less than 20kg)

0.5mg
(body weight 

greater than or 
equal to 20kg)

1mg: (body 
weight greater 

than or 
equal to 20kg)

1mg: (body 
weight

less than or 
equal to 20kg)

0.5mg
Can increase to
1mg by Day 4:
(body weight 

greater than or 
equal to 20kg)

Bipolarmania:
adults

1 to 2 mg 4 to 8mg 4 to 16mg

Titra�on
(Increments)

Target
Dose

Effec�ve 
Dose Range

0.5mg

2 to 3mg

0.5mg

0.5 to 1mg

1mg

0.5 to 1mg

1 to 2.5mg

1 to 6mg

3mg

0.5 to 3mg

1 to 6mg

1 to 6mg

1 to 6mg

Severe Renal and Hepa�c Impairment in Adults: use a lower 
star�ng dose of 0.5mg twice daily. May increase to dosages 
above 1.5mg twice daily at intervals of one week or longer.

DOSAGE AND ADMINISTRATION
Recommended Daily Dosage
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1mg

10 Tablets
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