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It is recommended to take oral MOTILIUM before meals. If taken after meals,

absorption of the drug is somewhat delayed.

Adults and adolescents > 12 years of age and weighing > 35 kg, and children
weighing > 35 kg

The dose of Motilium should be the lowest effective dose for the individual
situation (typically 30 mg/day) and can be increased if necessary to a maximum
daily oral dose of 80 mg. The initial duration of treatment is up to four weeks.
If treatment exceeds four weeks, patients should be reevaluated and the need

for continued treatment reassessed.

Film-coated tablets (10mg/tablet)
1 to 2 of the 10 mg tablets three to four times per day, with a maximum daily
dose of 80 mg (8 X 10mg tablets).

Infants-and children-under 12 years-old
Infants and children < 12 years of age and weighing < 35 kg. and adults and

adolescents weighing < 35 kg

Film-coated tablets, are unsuitable for use in children, adults and adolescents
weighing less than 35 kg.

Use in renal insufficiency

Since the elimination half-life of domperidone is prolonged in severe renal

It is recommended to take oral MOTILIUM before meals. If
taken after meals, absorption of the drug is somewhat

delayed.

Adults and adolescents (over 12 years and weighing 35 kg or

more).

The initial duration of treatment is four weeks. Patients
should be re-evaluated after four weeks and the need for
continued treatment re-assessed.

tablets

1 to 2 of the 10 mg tablets three to four times per day, with a
maximum daily dose of 80 mg (8 tablets).

Infants and children under 12 years old
Tablets

0.25 — 0.5 mg/kg three to four times per day with a maximum
daily dose of 2.4 mg/kg (but do not exceed 80 mg per day).
Tablets are unsuitable for use in children weighing less than
35 kg.

Dosage and

administration




impairment, on repeated administration ,the dosing frequency of MOTILIUM
should be reduced to once or twice daily, depending on the severity of the
impairment, and the dose may need to be reduced. Patients on prolonged

therapy should be reviewed regularly (see Pharmacokinetic Properties).




Cardiac effects

Motilium should be used with caution in older patients or those with current or
a history of cardiac disease. Some epidemiological studies have shown
domperidone may be associated with an increased risk of serious ventricular
arrhythmias or sudden cardiac death (see Adverse Reactions). Those studies
suggest this increased risk may be higher in patients older than 60 years of age
or in patients taking oral doses greater than 30 mg per day. Domperidone
should be used at the lowest effective dose in adults and children.

Use of domperidone and other drugs which prolong QTc intervals requires that
caution be exercised in patients who have existing prolongation of cardiac
conduction intervals, particularly QTc, patients with significant electrolyte

disturbances or underlying cardiac diseases such as congestive heart failure.

When antacids or antisecretory agents are-used-cencomitanthy—they should not
be taken simultaneously with MOTILIUM as they lower the oral bioavailability

of domperidone (see Interactions). When used concomitantly, MOTILIUM;
-e-they should be taken before after meals and antacids or antisecretory agents
after meals and-notbeforemeals.

Cardiac effects

Some epidemiological studies have shown domperidone
may be associated with an increased risk of serious
ventricular arrhythmias or sudden cardiac death (see Adverse
Reactions). this increased risk may be higher in patients older
than 60 years of age or in patients taking oral doses greater
than 30 mg per day. Domperidone should be used at the
lowest effective dose in adults and children.

Use of domperidone and other drugs which prolong QTc
intervals requires that caution be exercised in patients who
have existing prolongation of cardiac conduction intervals,
particularly QTc, patients with significant electrolyte
disturbances or underlying cardiac diseases such as
congestive heart failure.

When antacids or antisecretory agents are used
concomitantly, they should not be taken

simultaneously with MOTILIUMej; i.e., they should be taken
after meals and not before

meals.

Motilium is not recommended for use in patients with

underlying cardiac disease, without medical supervision.

Warnings and

precautions

Pediatric population:

In postmarketing experience, there were no differences in the safety
profile of adults and children, with the exception of extrapyramidal
disorder which occursed primarily in neonates and infants (up to one
year of age) and other central nervous system-related effects of
convulsion and agitation which were alse-are reported primarily in
infants and children.

extrapyramidal disorder occurs primarily in
neonates and infants other central nervous system-
related effects of convulsion and agitation also are
reported primarily in infants and children.

An increase in the risk of serious ventricular
arrhythmias and sudden cardiac death has been
reported in some epidemiology studies. Due to the
limitations of these data, risk factors and the exact
frequency of these adverse reactions could not be
defined

Adverse events




Treatment
Treatment

. . . . . There is no specific antidote to domperidone, but in the event
There is no specific antidote to domperidone, but in the event of a large P P

. o . . of overdose, gastric lavage as well as the administration of
overdose, gastric lavage within one hour of ingestion as well as the

. . . . .. activated charcoal may be useful. Close medical supervision
administration of activated charcoal may be useful. Close medical supervision v P Overdose

. . . . . . . and supportive therapy is recommended. Anticholinergic or
and supportive therapy is recommended. Anticholinergic or anti-Parkinson PP 24 £

drugs may be helpful in controlling the extrapyramidal reactions. anti-Parkinson drugs may be helpful in controlling the

extrapyramidal reactions.

Pediatric patients

No-pharmacokinetic—data—are—available—in—this—pepulation—Based on limited | Pediatric patients Pharmacokinetic
harmacokinetic data, domperidone plasma concentrations in preterm neonates L. . C . properties

P . . P .p P No pharmacokinetic data are available in this population.

were consistent with those reported in adults.

Store #-a-eeelplaee between 15 and 30°C. Store in a cool place between 15 and 30°C. Storage conditions
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