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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) e+ vildagliptin or racecadotril. ad
Special

In case of angioedema TRITACE COMP must be discontinued. warnings
Emergency therapy should be instituted promptly. Patient should be kept under S?gcautio
observation for at least 12 to 24 hours and discharged after complete resolution of ns for use
the symptoms.
Intestinal angioedema has been reported in patients treated with ACE inhibitors
including TRITACE COMP (see section 4.8). These patients presented with
abdominal pain (with or without nausea or vomiting).
The intestinal angioedema symptoms resolved after stopping the ACE inhibitor.
N
NN
Combinations requiring particular caution ~recautions foruse
Potassium salts, heparin, potassium-retaining diuretics and other plasma 45
potassium increasing active substances (including Angiotensin Il antagonists, 'n”\tNeirt";‘]C“"
trimethoprim and in fixed dose combination with sulfamethoxazole, tacrolimus, other
ciclosporin): hyperkalaemia may occur; therefore close monitoring of serum medicinal
potassium is required products
T forms of

Racecadotril: A potential increased risk of angioedema has been reported for a
concomitant use of ACE inhibitors and NEP inhibitor such as racecadotril (see
section 4.4)
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