PROPERAZINE TABLET 5MG

Each tablet contains:-
Prochlorperazine maleate 5mg

Pharmacodynamics:
Prochlorperazine has a wide range of activity arising from its depressant actions on the central nervous system and its
alpha-adrenergic blocking and weaker anti-cholinergic activities. It is a dopamine inhibitor, it inhibits prolactin-release inhibitory
factor considered to be dopamine, thus stimulating the release of prolactin. The tumover of dopamine in the brain is also increased.
sedative and properties but patients usually develop tolerance rapidly to the sedation.
Il has ant: t tti-pruritic and weak anti-histamine properties and inhibit the heat regulating centre so that the patient tends
to acquire the lemperalure of his surroundings.
Prochlorperazine produces direct effects on the heart and blood vessels and also indirect ones through actions on CNS and
autonomic reflexes. Hypotension is primarily due to inhibition of centrally mediated pressor effects but peripheral
alpha-adrenergic blockage may also play a role. There is also a direct depressant action on the heart. The drug has a
vasodilating action due to both its effects on the autonomic nervous system and a direct action on blood vessels.

Pharmacokinetics:

Prochlorperazine is well absorbed from the gastrointestinal tract. From 60 to 70% of an administered dose is rapidly removed
from the portal circulation by the liver and there is a very active enterohepatic circulation. Fecal excretion of prochlorperazine is
significant. A reciprocal relationship exists between the amounts excreted in the faeces and the urine.

After absorption, it is rapidly distributed in all body tissues.

Brain concentrations are relatively low compared to those in other organs, but considerably higher than in plasma; the highest
concentrations of the drug is found in the lung, followed by the liver, the adrenal gland, and the spleen.

Indications:
For control of severe nausea and vomiting and non-psychotic anxiety.

Contraindications:

Itis contraindicated in greatly depressed states due to central nervous system depressants and in the presence of bone marrow
depression.

It is also contraindicated in children under 2 years of age or under 20 Ibs in weight. It should not be used in children for
conditions for which dosage has not been established.

Side Effects / Adverse Reactions:

Drowsiness, dizziness, amenorrhea, blurred vision, skin reactions and hypotension may occur.

Cholestatic jaundice has occurred. Leukopenia and agranulocytosis have also occurred.
reactions by motor be of the dystonic type or may resemble parkinsonism are

observed. Symptoms of motor restlessness may include agitation, jitteriness and sometimes insomnia. Symptoms of dystonia

may include spasm of the neck muscles, sometimes progressing to torticollis; extensor rigidity of back muscles,

Becausehphenolhiazmes may interfere with thermoregulatory mechanisms, use with caution in persons who will be exposed to
extreme heat.

F can produce alph: blockade.
The presence of may produce false-positi

(PKU) test results.

Drug Interactions:

When prochlorperazine is used with cancer chemotherapeutic drugs, vomiting as a sign of the toxicity of these agents may be

obscured by the antiemetic effect of prochlorperazine.

Phenothiazines can diminish the effect of oral anticoagulants.

Thiazide diuretics may accentuate the orthostatic hypolens\on Ihat may occur wwth phenclh\azlnes Antinypertensive effects of
and related may be

C i of f

whel
prop! with iazi resulls in |ncreased plasma levels of both drugs.

Use in Pregnancy and Lactation:

Safety for the use of p ine durin has not been
recommended for use m pregnant panents excep( in cases of severe nausea and vomiting lha( are 50 serious and \nlractab\e
that, in the judgement of the physician, drug intervention is required and potential benefits outweigh posslble hazards.

There have been reported instances of pro\ongsd jaundice, signs, hyp in new born
infants whose mothers received phenothiazing

There is evidence that phenothiazines are excreted in the breast milk of nursing mothers. Caution should be exercised when
prochlorperazine is administered to a nursing woman.

Dosage:

Route of administration - Oral

Adults: Dosage should be tailored to the individual response, carefully monitored, and dosage adjusted accordingly. Dosage
should be increased more gradually in elderly patients.

To control severe nausea and vomiting: 5 mg or 10 m% 3 or 4 times daily.

Non-psychotic anxiety: 5 mg or 10 mg 3 or 4 times daily.

Children:  Children seem more prone to develop extrapyramidal reactions, even on moderate doses.Therefore the lowest
effective dose should be used. Occassionally the patient may react to the drug with signs of restlessness and excitement, if this
occurs additional doses should not be administered.

1. Severe nausea and vomiting: Prochlorperazine should not be used in children under 9 kg in wel?ht or two

years of a%e It should not be used in conditions for which children dosages have not been established.

Usual Dosage Not to exceed
under 9 kg not recommended
3.2 kg g 2.5mg 1 or 2 times daily 7.5 mg per day
13 5 17.5kg 2.5mg 2 or 3 times daily 10 mg per day
18-38.5kg 2.5mg 3 times daily or 15 mg per day

5mg 2 times daily
2. In psychotic children: for children 2 to 12 years starting dosage is 2.5 mg 2 or 3 times daily.
Do not give more than 10 mg the first day. Then increase dosage according to patient response.
For ages 2 - 5: total daily dosage usually does not exceed 20 mg.
For ages 6 - 12: total daily dosage usually does not exceed 25 mg.

Symptoms and Treatment of Overdosage and Antidote:

spasm, trismus, swallowing difficulty, oculogyric crisis and protrusion of the tongue.
Symploms of pseudo-parkinsonism may include mask-like facies; drooling; tremors; pillrolling motion; cogwheel rigidity and
shuffling gait. As with all antipsychotic agents, tardive dyskinesia may appear in some patients on long term therapy. This
condition appears in all age groups. However, the risk appears to be greater in elderly patients on high dose therapy, especially
females. The symptoms are persistent and in some patients appear to be irreversible. The syndrome is characterised by
rhythmical involuntary movements of the tongue, face, mouth or jaw. i these may be ied by involuntary
movements of extremities.

Precautions / Warnings:
The extrapyramidal symptoms which can occur secondary to prochlorperazine may be confused with the central nervous system
signs of an undiagnosed primary disease responsible for the vomiting, e.g. Reye's syndrome or other encephalopathy. The use
of prochlorperazine and other potential hepatotoxins should be avoided in children and adolescents whose signs and symptoms
suggest Reye's syndrome.
When prochlorperazine is used with cancer chemo(herapeunc drugs, vomiting as a sign of the toxicity of these agents may be

obscured by the anti ic effect of p can diminish the effect of oral anticoagulants.

Thiazide diuretics may accentuate the orthostatic hypotenslon tha( may occur with phenothiazines. Antihypertensive effects of
idine and related may be are used

Cy i of with results inincreased plasma levels of both drugs.

Patients with bone marrow depression or who have previously demonstrated a hypersensitivity reaction (e g., blood dyscrasias,
jaundice) with a phenothiazine should not receive any including unless in the j of the
physician the potential benefits of treatment outweigh the possible hazards.

Prochlorperazine may impair mental and/or physical abilities, especially during the first few days of therapy. Therefore, caution
patients about activities requiring alertness (e.g. operating vehicles or machinery).

The antiemetic action of prochlorperazine may mask the signs and symptoms of overdosage of other drugs and may obscure
the diagnosis and treatment of other conditions such as intestinal obstruction, brain tumor and Reye's syndrome.

Aspiration of vomitus has occurred in a few post-surgical patients who have received prochlorperazine as an antiemetic.
Although no causal relationship has been established, this possibility should be borne in mind during surgical aftercare.

As with all drugs which exert an anticholinergic effect and/or cause mydriasis, prochlorperazine should be used with caution in
patients with glaucoma.

Primarily of the producing some of the dystonic reactions described in 'Side

effects/Adverse Reacuons Symptoms of central nervous system depression to the point of somnolence or coma. Agitation and
restlessness may also occur. Other possible manifestations include convulsions, EKG changes and cardiac arrythmias, fever,
and autonomic reactions such as hypotension, dry mouth and ileus.
Treatment: Treatment is essentially symptomatic and suppomve Early gastric lavage is he\pfu\ Keep patient under observation
and maintain an open airway, since roduce dysphagia and respiratory
difficulty in severe overdosage. Do not attempt to \nduce emesis because a dystonic reactlon of the head or neck may develop
that could result in aspiration of vomitus. Extrapyramidal symptoms may be treated with antiparkinsonism drugs or barbiturates.
Care should be taken to avoid increasin resglralory depression. If adm\mslra(\on of a stimulant is desirable, amphetamine,
dextroamphetamine, or caffeine with sodium benzoate is recommended. Stimulants that may cause convulsions should be
avoided. If hypotension occurs, the standard measures for managing circulatory shock should be initiated. Limited experience
indicates that phenothiazines are not dialyzable.

Effects on Ability to Drive and Use Machine: Not applicable.

Storage Conditions : Store at or below 30°C.

Pack Sizes : Abox of 10 x 10, 50 x 10 and 100 x 10 tablets / strip.
Pack Sizes (For Export only) : A bottle of 1000 tablets. Shelf-life : 5 years.

Description : Round, white, convex, plain tablet without markings.

FURTHER INFORMATION CONCERNING THIS DRUG CAN BE OBTAINED FROM YOUR FAMILY PHYSICIAN /
LOCAL GENERAL PRACTITIONER / PHARMACIST.

Manufacturer: Product Registration Holder:
Sunward Pharmaceutical Pte. Ltd. Sunward Pharmaceutical Sdn. Bhd.
11, Wan Lee Road No. 9,11&17, Jalan Kempas 4,
Singapore 627943 Taman Perindustrian Tampoi Indah,

81200 Johor Bahru, Johor, Malaysia.
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