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Presentations

Sandom Tablet: Each film coated white, scored, diamond shaped
tablet contains Domperidone Maleate BP equivalent to
Domperidone 10 mg.

Sandom Suspension: Whitish, lemon flavored each 5 ml
suspension contains Domperidone BP 5 mg.

Sandom Paediatric Drops: Whitish, lemon flavored each ml
suspension contains Domperidone BP 5 mg.

Pharmacology

Sandom is a dopamine antagonist with gastroprokinetic and
antiemetic properties. It principally blocks the dopamine
receptors (D2) located in the stomach and chemoreceptor trigger
zone (CTZ) of brain. Sandom increases the duration of antral and
duodenal contractions, enhances gastric emptying of liquids and
semi-solids, and increases lower oesophageal sphincter pressure.
It's antiemetic effect is due to a combination of peripheral
(gastroprokinetic) effects and antagonism of central dopamine
receptors in the chemoreceptor trigger zone. Sandom has the
advantage over metoclopramide and the phenothiazines of
being less likely to cause central effects such as sedation and
dystonic reactions because it does not readily cross the hlood-
brain barrier.

Indications

- Symptomatic treatment of the dyspeptic symptom complex that
is often associated with delayed gastric emptying or gastro-
oesophageal reflux and oesophagitis: epigastric sense of fullness,
feeling of abdominal distension, upper abdominal pain,
eructation, flatulence, and heartburn, nausea and vomiting,
diabetic gastroparesis.

- Treatment of nausea and vomiting of various origins including
functional, organic, infectious, dietetic, radiotherapy, medicine
therapy, or induced in migraine.

- In Perkinson's disease to prevent nausea and vomiting during
treatment with apomorphine and also to treat nausea caused by
other dopaminergic drugs.

- As a diagnostic agent administered in radiology hefore a barium
meal to increase the rate of passage of barium through the
gastrointestinal tract.

Dosage and Administration

Sandom (domperidone) should be taken 15-30 minutes before
meals and, if necessary, before going to sleep.

Adults:

Domperidone 10-20 mg (1-2 Sandom tablet) three to four times
daily. For acute and subacute conditions (e.g. nausea and
vomiting) domperidone 20 mg (2 Sandom tablets) three to four
times daily. Maximum period of treatment is 12 weeks.

Children:

Domperidone 0.2-0.4 mg/kg (2-4 ml Sandom suspension/ 10 kg
or 0.4-0.8 ml Sandom Paediatric drops/ 10 kg) by mouth at 4-8
hourly intervals. Domperidone should not be given in neonates.

Contra-indications

Domperidone should not be used whenever stimulation of
gastrointestinal motility might be dangerous such as in the
presence of gastrointestinal hemorrhage, mechanical
obstruction, or perforation. It is also contraindicated in patients
with known intolerance to domperidone, and in patients with
prolactinoma (a prolactin releasing pituitary tumour).

Warnings and Precautions

Warnings:

Domperidone can produce an increase in plasma prolactin. The
raised level persists with chronic administration but falls to
normal on discontinuing the medicine.

Use in Renal Impairment:

On repeated administration in patients with renal insufficiency
dose and/ or dosing frequency may need to be reduced (once or
twice daily) depending on the severity of the renal impairment
Use in Hepatic Impairment:

Domperidone is highly metabolised in the liver, and should be
used with caution in patients with hepatic impairment.

Use in Pregnancy:

Domperidone should only be used during the first trimester of
pregnancy if this is justified by the anticipated therapeutic
benefit. Up to now, there has been no evidence of any increased
risk of malformations in humans.

Use in Lactation:

Domperidone is found in human breast milk. Caution should be
exercised when domperidone is given to a breastfeeding mother.
Paediatric Use:

In treating nausea and vomiting, thorough investigations of the
possible causes of symptoms should be performed. Since the
metabolic and blood-brain barrier functions are not fully
developed during the first months of life, any medicine in young
infants should only be given very cautiously and under close
medical supervision.

Side Effects

Domperidone may produce hyperprolactinaemia (1.3%). This may
result in breast enlargement and tenderness, galactorrhoea, and
amenorrhoea. These effects are dose-related and gradually
resolve after lowering the dose or discontinuing treatment. Dry
mouth (1%), thirst, headache (1.2%), nervousness, drowsiness
(0.4%), diarrhoea (0.2%), skin rash and itching (0.1%) may occur
during treatment with domeperidone. Extrapyramidal reactions
were seen in 0.05% patients in clinical studies.

Drug Interactions

Concomitant administration of anticholinergic medicines may
antagonise the antidyspeptic effect of domperidone. Antacids
and antisecretory agents should not be given simultaneously
with domperidone because they lower its bioavailability.
Concomitant use of drugs that significantly inhibit cytochrome
P450 isoenzyme CYP3A4 (e.g. azole antifungals, macrolide
antibiotics, may result in increased plasma levels of
domperidone.

Overdosage

Symptoms of overdosage may include drowsiness, disorientation
and extrapyramidal reactions, especially in children. Symptoms
are self-limiting and usually disappear within 24 hours.

Storage
Protect from light. Store in a cool and dry place away from light.

Package Quantities

Sandom Tablet: Box of 10 X 10 X 10mg in blister pack.
Sandom Suspension: Bottle of 60 ml suspension.

Sandom Paediatric Drops: Bottle of 15ml paediatric drops.

Do not use the medicine later than the date of expiry.

Keep all medicine out of reach of children

To be dispensed only on the prescription of a registered
physician.
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