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Method of administration:

This medicine is for oral use ONLY (ingestion
or via a nasogastric tube using a syringe, if
necessary).

Based on pharmacokinetic data and clinical
experience, it is recommended to divide the
total daily dose into two to four doses to be
given before meals or feedings. The breaking
of the tablets in halves allows most of the
required posology adjustments. Occasionally,
the use of quarter tablets may also be useful to
adjust the posology prescribed by the
physician.

The tablets must be dispersed in a minimum of
5-10 ml of water and ingested immediately or
administered by fast push through a syringe via
a nasogastric tube.

The suspension has a slightly acidic taste.

Method of administration:

Based on pharmacokinetic data
and clinical experience, it is
recommended to divide the total
daily dose into two to four doses
to be given before meals or
feedings. The breaking of the
tablets in halves allows most of
the required posology
adjustments. Occasionally, the use
of quarter tablets may also be
useful to adjust the posology
prescribed by the physician.

The tablets must be dispersed in a
minimum of 5-10 ml of water and
ingested immediately or
administered by fast push through
a syringe via a nasogastric tube.
The suspension has a slightly
acidic taste.

Posology and
method of
administration




Reported adverse reactions are listed below, by
system organ class and by frequency.
Frequencies are defined as: very common (>
1/10), common (>1/100 to <1/10), uncommon
(>1/1,000 to <1/100), rare (> 1/10,000 to

< 1/1,000), very rare (< 1/10,000), not known
(cannot be estimated from the available data).
Within each frequency grouping, undesirable
effects are presented in order of decreasing
seriousness

- Undesirable effects in N-acetylglutamate
synthase deficiency
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Reported adverse reactions are
listed below, by system organ
class and by frequency.
Frequencies are defined as: very
common (> 1/10), common
(>1/100 to <1/10), uncommon
(>1/1,000 to <1/100).
Within each frequency grouping,
undesirable effects are presented
in order of decreasing seriousness

- Undesirable effects in N-
acetylglutamate synthase
deficiency
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Undesirable effects

Current text :

Investigations

Uncommon: increased
transaminases

Skin and
subcutaneous tissue
disorders

Common: increased
sweating

- Undesirable effects in organic acidaemia

disorders

Cardiac disorders Uncommon:
bradycardia
Gastrointestinal Uncommon:

diarrhoea, vomiting

General disorders
and
Administration
site conditions

Uncommon: pyrexia

New text:

Investigations

Uncommon: increased
transaminases

Skin and
subcutaneous tissue
disorders

Common: increased
sweating

Not known: rash




- Undesirable effects in organic acidaemia

disorders

Cardiac disorders Uncommon:
bradycardia
Gastrointestinal Uncommon:

diarrhoea, vomiting

General disorders
and
Administration
site conditions

Uncommon: pyrexia

Skin and
subcutaneous
tissue disorders

Not known: rash
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