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Dual blockade of the renin-angiotensin-
aldosterone system (RAAS)

There is evidence that the concomitant use of
ACE-inhibitors, angiotensin-I1 receptor or
aliskiren increases the risk of hypotension,
hyperkalemia and decreased renal function
(including acute renal failure)-

Dual blockade of RAAS through the combined
use of ACE-inhibitors, angiotensin Il receptor
blockers or aliskiren is therefore not
recommended (see sections 4.5 and 5.1).

If dual blockade therapy is considered absolutely
necessary, this should only occur under specialist
supervision and subject to frequent close
monitoring of renal function, electrolytes and
blood pressure.

ACE-inhibitors and angiotensin Il receptor
blockers should not be used concomitantly in
patients with diabetic nephropathy

Angioedema

Angioedema has been reported in patients treated
with ACE inhibitors including ramipril (see
section 4.8). This risk may be increased in
patients taking concomitant medications such as
mTOR (mammalian target of rapamycin)
inhibitors (e.g. temsirolimus, everolimus,
sirolimus) or vildagliptin

In case of angioedema, TRITACE must be
discontinued.

Electrolyte Monitoring: Hyponatraemia
Syndrome of Inappropriate Anti-diuretic
Hormone (SIADH) and subsequent
hyponatraemia has been observed in some
patients treated with ramipril. It is recommended

4.4 Special Warnings
and Special
Precautions for Use




that serum sodium levels be monitored regularly
in the elderly and in other patients at risk of
hyponatraemia.
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Clinical trial data has shown that dual blockade
of the renin-angiotensin-aldosterone-system
(RAAS) through the combined use of ACE-
inhibitors, angiotensin Il receptor blockers or
aliskiren is associated with a

higher frequency of adverse events such as
hypotension, hyperkalaemia and decreased renal
function (including acute renal failure) compared
to the use of a single RAAS-acting agent (see
sections 4.3, 4.4 and 5.1)

Precautions for use

Potassium salts, heparin, potassium-retaining diuretics
and other plasma potassium increasing active
substances (including Angiotensin 1l antagonists,
trimethoprim, tacrolimus, ciclosporin): Hyperkalaemia

sometimes severe may occur, therefore close
monitoring of serum potassium is required.

4.5 Interaction with
Other Medicaments
and Other Forms of
Interaction
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