


Method of administration:
For Oral Administration Only.
Aduits:
Schizophrenia, psychoses and mania: Use as an antipsychotic agent for schizophrenia, psychoses, mania and hypomania, organic brain damage (depending on symptoms).
Acute phase: Doses between 2 and 20 mg/day should be administered either as a single dose or in divided doses.
Chronic phase: 1- 3 mg orally three times a day, may be increased up to 20 mg per day in divided doses, depending on the response.
gitation: Use as a inti-agitation agent for mental or behavioural problems such as aggression, hyperactivity and self-mutilation in the mentally retarded
and in patients with organlc brain damage (depending on symplnms) violent or dangerously impulsive behaviour.
Acute phase: Moderate symptomatology 1.5 - 3.0mg bd or tds Severe symptomatology (resistant patients) 3.0 - 5.0mg bd or tds
Chronic phase: 0.5-1 mg three times a day orally, may be increased to 2-3 mg three times a day, if required, to obtain a response.
Maintenance Dosage: Once satisfactory control of symptoms has been achieved, dosage should be gradually reduced to the lowest effective maintenance dose. Too rapid a dosage
reduction should be avoided.
Restlessness or agitation in the elderly: Treatment should start with half the dosage stated for adults and adjusted according to the results if necessary.
Gilles de la Tourette Syndrome, severe tics, intractable hiccup: Starting dose 1.5mg tds adjusted according to response. A daily maintenance dose of 10mg may be required in Gilles
de la Tourette Syndrome. The maximum daily dose for all treatment is 20mg.
Paediatric popufation:
Childhood Schizophrenia: The recommended doses below provide a total dose in the approximate range 0.03 to 0.15 mg‘kg/day, when administered orally in divided doses
(two or three times a day).
Children 3 to 12 years of age:
The recommended:
* Starting dose is a total 0.5 mg/day orally, preferably in divided doses
* Target dose range is a total 1 to 4 mg/day orally, in divided doses
« Maximum dose is a total 6 mg/day orally, in divided doses.
Adolescents 13 to 17 years of age:
‘The recommended:
+ Starting dose is a total 0.5 mg/day orally, preferably in divided doses
« Target dose range is a total 1 to 6 mg/day orally, in divided doses
* Maximum dose is a total 10 mg/day nrally‘ in divided doses.
Childhood F ti-agitation: Ti provide a total dose in the { range 0.02 to 0.0 when i orally in divided
doses(two to three times a day.
Children 3 to 12 years of age:
The recommended:
« Starting dose is a total 0.25 mg/day orally, preferably in divided doses.
« Target dose range is a total 0.5 to 3 mg/day orally, in divided doses.
« Maximum dose is a total 3 mg/day orally, in divided doses.
Adolescents 13 to 17 years of age:
The recommended:
« Starting dose is a total 0.25 mg/day orally, preferably in divided doses.
« Target dose range is a total 2 to 6 mg /day orally, in divided doses.
+ Maximum dose is a total 6 mg/day orally, in divided doses.
Gitles de fa Tourette Syndrome: Oral maintenance doses of up to 10mg/day in most patients
Fertility, Pregnancy And Lactation
Haloperidol should not be used during pregnancy unless considered essential by the physician. Some teratogenesis has been demonstrated in mice, but not in other species. No
evidence of teratogenesis has been shown in human being to date. The drug is excreted in breast milk reaching levels comparable to maternal plasma.
Effects On Ability To Drive And Use Machines
Haloperidol may cause drowsiness or affect mental concentration. The user should not drive or operate machinery unless the drug has shown not to interfere with his physical or mental

ability.
Side Effects:

Parkinsonian extrapyrimidal effects, acme dystonias, parkinsonian rigidiy, tremor and akathisia oculogyric crises, laryngeal dystonias have been reported, Tardive dyskinesia,
neuroleptic malignant syndrome (NMS), ar response by muscle rigidity, autonomic instability, altered consciousness, coma and elevated

creatine phosphokinase (CPK). Signs of tonomis dysfunction such as tachycardia, labile arterial pressure and sweating may precede the onset of hyperthermia, acting s early
warning signs.
Gastrointestinal symptoms, nausea, loss of appetite and dyspepsia, hyperprolactinaemia which may cause and olig Weight changes may

Cardiac effects such as ventricular arrhythmias, unpleasant subjective feelings of being mentally dulled or slowed down, dizziness, headache or paradoxical effects of excitement,
agitation or insomnia.
Oedema, various skin rashes and reactions, including exfoliative dermatitis and erythema multiforme; jaundice or transient abnormalities of liver function in the absence of jaundice;
confusional states or epileptic fits, impairment of sexual function, including erection and ejaculation have been reported very rarely.
Blood dyscrasias including agranulocytosis and transient leucopenia, and photosensitive skin reactions have been reported very rarely. Autonomic effects such as blurring of vision are
uncommon.
Overdose
Intensification of the known pharmacological and adverse effects may occur. The most prominent would be severe extrapyramidal symptoms, hypotension or sedation. The patient may
appear comatose with respiratory depression and hypotension which could be severe enough to produce a shock-like state. Extrapyramidal reactions may include muscular weakness
or rigidity and a generalised or localised tremor. With accidental overdosage hypothermia, bradycardia, sinus arrhythmia and hypertension have been reported in young children. No
specific antidote has been identified
In the event of overdosage the stomach should be emptied by aspiration and lavage. Emetics should not be used. Establishment of patient airway and artificial ventilation may be needed
Hypotension may be counteracted by placing the patient in the head-down position and by the use of a plasma expander and careful use of a vasopressor agent such as noradrenaline.
Adrenaline should not be used. Severe extrapyramidal reactions should be treated with parenteral antihistamines or antiparkinsonian drugs. The relatively long plasma elimination half-life
of haloperidol should be considered.
Distribution Category: Prescription Only Medicine (POM).
Storage:
Do not store above 30°C. Protect from direct sunlight. Keep all medicines out of reach ofchildren.
PRESENTATION:
Tablets: Bulk Packs of 100°s &1000°s in HDPE containers.

Blister packs of 10 x 10’s in unit boxes.
Manufactured by:

Dawa Limited
Plot No. 7879/8, Baba Dogo Road, Ruaraka. P. 0. Box 16633-00620, Nairobi, Kenya. Ref: 202875/02/2024




