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When antacids or antisecretory agents are used
concomitantly, they should not be taken
simultaneously with MOTILIUM®; 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.

Use with Potent CYP3A4 Inhibitors

Co-administration with oral ketoconazole,
erythromycin or other potent CYP3A4
inhibitors that prolong the QTc interval should
be avoided (see section 3.5 Interaction with
other medicinal products and other forms of
interaction).

Cardiac effects

Some epidemiological studies showed that
domperidone may be associated with an
increased risk of serious ventricular
arrhythmias or sudden cardiac death (see
section 4.8). The risk may be higher in patients
older than 60 years and at daily doses of more
than 30 mg. 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

When antacids or antisecretory agents are used
concomitantly, they should not be taken
simultaneously with MOTILIUM®; i.e., they
should be taken after meals and not before meals.

The film-coated tablets contain lactose and may be
unsuitable for patients with lactose intolerance,
galactosemia or glucose/galactose malabsorption.

Use during lactation

The total amount of domperidone excreted in
human breast milk is expected to be less than 7 pg
per day at the highest recommended dosing
regimen. It is not known whether this is harmful to
the newborn. Therefore breast-feeding is not
recommended for mothers who are taking
MOTILIUM.

Use in infants

Motilium is unsuitable for use in children
weighing less than 35 kg. (See 4.2 Posology and
Method of Administration.)

Since metabolic functions and the blood-brain
barrier are not fully developed in the first months
of life, the risk of neurological side effects is
higher in young children(see 4.8 Undesirable
effects). Therefore, it is recommended that the

1 warnings and special
recautions for use




prolongation of cardiac conduction intervals,
particularly QTc, patients with significant
electrolyte disturbances or underlying cardiac
diseases such as congestive heart failure.

The film-coated tablets contain lactose and
may be unsuitable for patients with lactose
intolerance, galactosemia or glucose/galactose
malabsorption.

Use during lactation

The total amount of domperidone excreted in
human breast milk is expected to be less than 7
pg per day at the highest recommended dosing
regimen. It is not known whether this is
harmful to the newborn. Therefore breast-
feeding is not recommended for mothers who
are taking MOTILIUM.

Use in infants

Motilium is unsuitable for use in children
weighing less than 35 kg. (See 4.2 Posology
and Method of Administration.)

dose be determined accurately and followed
strictly in neonates, infants, toddlers and small
children. Overdosing may cause nervous system
disorders in children, but other causes should be
taken into consideration.

Use in renal insufficiency:

Since the elimination half-life of
domperidone is prolonged in severe renal
impairment on repeated administration;
the dosing frequency should be reduced
to once or twice daily, depending on the
severity of the impairment, and the dose
may need to be reduced. Such patients on
prolonged therapy should be reviewed
regularly (See 5.2 Pharmacokinetic
Properties.).




Since metabolic functions and the blood-brain
barrier are not fully developed in the first
months of life, the risk of neurological side
effects is higher in young children(see 4.8
Undesirable effects). Therefore, it is
recommended that the dose be determined
accurately and followed strictly in neonates,
infants, toddlers and small children.
Overdosing may cause nervous system
disorders in children, but other causes should
be taken into consideration.

Use in renal insufficiency:

Since the elimination half-life of
domperidone is prolonged in severe
renal  impairment on  repeated
administration; the dosing frequency
should be reduced to once or twice
daily, depending on the severity of the
impairment, and the dose may need to
be reduced. Such patients on
prolonged therapy should be reviewed
regularly (See 5.2 Pharmacokinetic
Properties.).




Additional Adverse events with unknown
frequency:

Eye disorders: Oculogyric crisis

Cardiac disorders: QTc prolongation

. . . Postmarketing AES
Skin and subcutaneous tissue disorders: g

urticaria

Reproductive system and breast disorders:
Gynaecomastia, amenorrhoea
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