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4 CONTRAINDICATIONS

For Patients Treated for Hypertension

INSPRA is contraindicated for the treatment of hypertension in patients

with:

e concomitant administration of potassium supplements or
potassium-sparing diuretics (e.g., amiloride, spironolactone, or
triamterene) [see Warnings and Precautions (5.1), Adverse
Reactions (6.2), Drug Interactions (7), and Clinical
Pharmacology (12.3)].

17 PATIENT COUNSELING INFORMATION
Advise patients receiving INSPRA:

4.4 Special warnings and precautions for use

Hyperkalaemia

Consistent with its mechanism of action, hyperkalaemia may occur with
plerenone. Serum potassium levels should be monitored in all patients
at initiation of treatment and with a change in dosage. Thereafter,
periodic monitoring is recommended especially in patients at risk for
the development of hyperkalaemia, such as elderly patients, patients
with renal insufficiency (see section 4.2) and patients with diabetes. The
use of potassium supplements after initiation of eplerenone therapy is
not recommended, due to an increased risk of hyperkalaemia. Dose
reduction of eplerenone has been shown to decrease serum potassium
levels. In one study, the addition of hydrochlorothiazide to eplerenone

therapy has been shown to offset increases in serum potassium.




*  Not to use potassium supplements or salt substitutes containing
potassium without consulting the prescribing physician [see

Warnings and Precautions (5.1)].

4.5 Interaction with other medicinal products and other forms of
interaction

Pharmacodynamic interactions

Potassium-sparing diuretics and potassium supplements

Due to increased risk of hyperkalaemia, eplerenone should not be
administered to patients receiving other potassium-sparing diuretics and
potassium supplements (see section 4.3).

Potassium-sparing diuretics may also potentiate the effect of anti-
hypertensive agents and other diuretics.
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4.4 Special warnings and precautions for use

Potassium salts should be given cautiously to patients with renal or
adrenal insufficiency, acute dehydration or heatcramp.

Care should be exercised if potassium salts are given concomitantly
with potassium-sparing diuretics, as hyperkalaemiamay result (see
section 4.5).

4.5 Interaction with other medicinal products and other forms of
interaction
Several drugs, such as captopril and enalapril can cause hyperkalaemia
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and this effect may be enhanced if potassiumiodide is also administered.
The effect of quinidine on the heart is increased by increased plasma
concentration of potassium.

Hyperkalaemia results from the interaction between potassium salts and
potassium sparing diuretics such as amilorideor triamterene or
aldosterone antagonists (see section 4.4).

The effects of iodine and iodides on the thyroid may be altered by other
compounds which may also have an effect onthe thyroid, including
amiodarone and lithium. The hypothyroid and goitrogenic effects of
lithium carbonate and iodidescan be additive if they are given
concurrently.
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