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Paediatric population

TRIFACE-ishotrecommended
: . i |
adeleseentsbelow18-years

" toi chiciontdat
The safety and efficacy of ramipril in
children has not yet been established.
Currently available data for
TRITACE are described in sections

4.8,5.1, 5.2 and 5.3 but no specific
recommendation on posology can be

made.
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- with aliskiren-containing medicines in
patients with diabetes or with moderate to
severe renal impairment (creatinine

clearance <60 ml/min).
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o Electrolyte monitoring

It is recommended that serum
potassium and serum sodium be
monitored regularly. More
frequent monitoring of serum
potassium is necessary in
patients with impaired renal
function.




Dual blockade of the renin-
angiotensin-aldosterone system
(RAAS) with aliskiren-
containing medicines.

Dual blockade of the renin-
angiotensin-aldosterone system
by combining Tritace with
aliskiren is not recommended
since there is an increased risk
of hypotension, hyperkalemia
and changes in renal function.
The use of Tritace in
combination with aliskiren is
contraindicated in patients with
diabetes mellitus or renal
impairment (creatinine clearance <60
ml/min) (see section 4.3)
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The combination of Tritace with
aliskiren-containing medicines
is contraindicated in patients
with diabetes mellitus or
moderate renal impairment and
is not recommended in other
patients (see section 4.3 and
section 4.4).

Precautions for use

VILDAGLIPTIN: An increased incidence
of angioedema was found in patients taking
ACE-Inhibitors and vildagliptin.

4.5 Interaction with
Other Medicaments
and Other Forms of
Interaction
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Rare: Endocrine disorders :
Syndrome of inappropriate
antidiuretic hormone secretion
(SIADH)

4.8 Adverse events




Paediatric Population

The safety of ramipril was monitored in 325
children and adolescents, aged 2-16 years old
during 2 clinical trials. Whilst the nature and
severity of the adverse events are similar to
that of the adults, the frequency of the
following is higher in the children:

Tachycardia, nasal congestion and rhinitis,
“common” (i.e. > 1/100 to < 1/10) in
paediatric, and “uncommon” (i.e. > 1/1,000
to < 1/100) in adult population.

Conjunctivitis “common” (i.e. > 1/100 to <
1/10) in paediatric while “rare” (i.e. >
1/10,000 to < 1/1,000) in adult population.

Tremor and urticaria “uncommon” (i.e. >
1/1,000 to < 1/100) in paediatric population
while “rare” (i.e. > 1/10,000 to < 1/1,000) in
adult population.

The overall safety profile for ramipril in
paediatric patients dose not differ
significantly from the safety profile in adults.
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