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4.1 Therapeutic Indications

Children should only be treated under
guidance of a paediatric specialist. There
is limited paediatric data available (see
sections 5.1 and 5.2).

4.2 Posology and Method of
Administration

Children should only be treated under
guidance of a paediatric specialist. There
is limited paediatric data available (see
sections 5.1 and 5.2).
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Indications

4.2 Posology and
Method of
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4. CLINICAL
PARTICULIARS

5.1 Pharmaco-dynamic properties
Paediatric population

There is a lack of substantive
information from clinical studies on
spironolactone in children. This is a
result of several factors: the few trials
that have been performed in the
paediatric population, the use of
spironolactone in combination with
other agents, the small numbers of
patients evaluated in each trial and the
different indications studied. The
dosage recommendations for
paediatrics are based upon clinical
experience and case studies
documented in the scientific literature.

5.1 Pharmaco-dynamic
properties

5.
PHARMACOLOGIC
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