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Spironolactone is contraindicated in patients | Spironolactone is contraindicated in | Contraindications
with the following: patients with the following:
o acute renal insufficiency,

acute renal insufficiency, significant renal significant renal compromise,

compromise, anuria

g anuria
Addison’s disease .
hyperkalaemia e Addison's disease or other
hypersensitivity to spironolactone or to any conditions associated with
of the excipients listed in section 6.1 hyperkalemia
concomitant use of eplerenone or other o hyperkalaemia
potassium sparing diuretics e hypersensitivity to

spironolactone

no:a%vn } Aldactone should not be administered

concurrently with other potassium concomitant use of eplerenone
conserving diuretics and potassium
supplements should not be given routinely
with Aldactone as hyperkalaemia may be
induced.

Special warnings

Concomitant use of aldactone with other and precautions

Hyperkalaemia may occur in patients

potassium-sparing diuretics, angiotensin- s . . for use
converting enzyme (ACE) inhibitors, with 'mpa”ed re_nal f_unctlon or
no:avvn ]Anonsteroidal anti-inflammatory drugs, excessive pota_ssmm m_t"’_lke a“‘?' can |
angiotensin Il antagonists, aldosterone cause cardiac irregularities which -
blockers, heparin, low molecular weight may be fatal. Should hyperkalaemia
heparin or other drugs or conditions known | develop Aldactone should be
to cause hyperkalaemia, potassium discontinued, and if necessary, active
supplements, a diet rich in potassium or salt | measures taken to reduce the serum
substitutes containing potassium, may lead potassium to normal.
to severe hyperkalaemia.
Urea
;no:avvn | Reversible increases in blood urea have been
reported in association with Aldactone
therapy, particularly in the presence of
impaired renal function.
o:aYN ]AGynaecomastia may develop in association Undesirable
duration of therapy and is normally reversible ISOraers: reast pain, Tenstrua
when the drug is discontinued. In rare disorders, gynecomastia




instances some breast enlargement may
persist. .. .
* Gynecomastia is usually reversible
when spironolactone is
discontinued, although in rare
instances some breast enlargement
may persist.
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