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Spironolactone

Composition:

- Each film coated tablet of Azacton® 50 contains:
Spironolactone USP 50 mg.

- Each film coated tablet of Azacton™ 25 contains:
Spironolactone  USP 25 mg.

Pharmacotherapeutic group:

Aldosterone antagonist.

Indications:

Azacton” is used in the treatment of:

- Congestive heart failure.

- Oedema and ascites in cirrhosis of liver.

- Malignant ascites.

- Nephrotic syndrome.

- Diagnosis and treatment of primary hyperaldosteronism (Conn’s syndrome).

Dosage and administration:

- Oedema and ascites in cirrhosis of the liver:

The usual dose is 100 - 400 mg of Azacton” once daily (Adjusted according to
response).

Malignant ascites:

The initial dose is 100 — 200 mg of Azacton® daily increased to 400 mg daily if
required. (Adjusted according to response).

- Nephrotic syndrome:

The usual dose is 100-200 mg of Azacton® once daily.

- Oedema in congestive heart failure:

The initial dose is 100 mg of Azacton® (range from 25- 200 mg) once daily in single

or divided doses (adjusted according to response).

- Moderate to severe heart failure:

The usual dose is 25 mg once daily can reduce symptoms and mortality in patients who
are already taking an ACE inhibitor and a beta blocker.

- Primary hyperaldosteronism:

Azacton® may be employed as an initial diagnostic measure to provide
presumptive evidence of primary hyperaldosteronism while patients are on
normal diets.

Elderly:

It is recommended that treatment is started with the lowest dose and titrated
upwards as required to achieve maximum benefit. Care should be taken with
severe hepatic and renal impairment which may alter drug metabolism and
excretion.

Children:

Initial daily dosage should provide 3mg of spironolactone per kilogram body
weight given in divided doses.

Contraindication:

Azacton” is contraindicated in patients with:

- Sensitivity to spironolactone or to any of its excipients.

-Acute renal insufficiency.

- Hyperkalemia and hyponatraemia.

- Addison's disease or other conditions associated with hyperkalaemia.

- Eplerenone or other potassium sparing diuretics treatment.

Side Effects:

- The side effects of Azacton” are:

Gastrointestinal disturbances, drowsiness, headache, hepatotoxicity, malaise,
confusion, dizziness, benign breast tumor, impotence, gynaecomastia, menstrual
irregulateries, lethargy, osteomalacia, blood disorders, hyperkalemia,
hyponatraemia and rashes.

Precautions:

- Since Azacton® is potassium sparing diuretic, the concomitant administration
of potassium supplements or any of other potassium sparing agents including
food which contains high levels of potassium is not recommended as it may
induce hyperkalemia.

- Azacton® should be used with caution in patients with impaired hepatic
function.

Overdose:

- Acute over dosage may be manifested by drowsiness, mental confusion,
nausea, vomiting, dizziness and diarrhea.

- Hyponatremia, or hyperkalaemia may be induced, but these effects are unlikely
to be associated with acute over dosage.

- Symptoms of hyperkalemia may manifest as paraesthesia, weakness, flaccid
paralysis or muscle spasm and may be difficult to distinguish clinically

from hypokalemia.

- Electrocardiographic changes are the earliest specific signs of potassium
disturbances, improvement may be expected after withdrawal of the drug.

- General supportive measures including replacement of fluids and electrolytes
may be indicated.

- For hyperkalemia, reduce potassium intake, administer potassium excreting
diuretics, intravenous glucose with regular insulin or oral ion-exchange resins.

Drug Interactions:
- Azacton® should not be given with other potassium sparing diuretics or
potassium supplements.

- Azacton® increases the activity of diuretics and all antihypertensive, so its
doses should be decreased when Azacton® is accompanied.

- Concomitant administration of ACE inhibitors with Azacton® has been
associated with severe hyperkalaemia.

- Alcohol, barbiturates, or narcotics: potentiating of orthostatic hypotension
may occur.

- Corticosteroids: intensified electrolyte depletion, particularly hypokalemia
may occur.

- Skeletal muscle relaxants: Possible increased responsiveness to the muscle
relaxant.

- Precursors of amines (e.g. Norepinepherine): Spironolactone reduces the
vascular responsiveness to norepinepherine; Caution should be exercised in the
management of patients subjected to regional or general anaesthesia while they
are being treated with Azacton®.

- Lithium: Lithium generally should not be given with diuretics; diuretic agents
reduce the renal clearance of lithium and add a high risk of lithium toxicity.

- Nonsteroidal anti inflammatory drugs: combination of NSAIDs, e.g.,
indomethacin with potassium sparing diuretics has been associated with severe
hyperkalemia.

- Digoxin: Azacton® has been shown to increase the half-life of digoxin; this
may result in increased serum digoxin levels and subsequent digitalis toxicity.
Pregnancy and lactation:

- Pregnancy: Azacton® is used only if the potential benefit outweighs risk;
spironolactone or its metabolites may cross the placental barrier.

- Lactation: Azacton® is excreted in breast milk but the amount probably too
small to be harmful;if use of Azacton® is considered essential; an alternative
method of infant feeding should be instituted.

Driving and using machines:

- Somnolence and dizziness have been reported to occur in some patients, so
caution is advised when driving or operating machinery until the response to
initial treatment has been determined.

Properties:

- Spironolactone is a specific pharmacologic antagonist of aldosterone, acting
primarily through competitive binding of receptors at the aldosterone dependent
sodium / potassium exchange side in the distal convoluted renal tubule.

- Spironolactone is well absorbed orally and is principally metabolized to active
metabolites: sulphur containing metabolites (80%) and partly canrenone (20%),
although the plasma half life of spironolactone itself is short (1.3 hours) the half
lives of the active metabolites are longer (ranging from 2.8 to 11.2 hours).

- Elimination of metabolites occurs primarily in the urine and secondarily
through biliary excretion in the feaces.

List of excipients:

Maize starch, microcrystalline cellulose, menthol, Mg stearate.
Incompatibilities:

Un Known.

Shelf life:

24 months.

Special precaution for storage:

-Keep out of the reach and sight of children.

-Do not use Spironolactone tablet after the expiry date which is stated on the
label.

-They should be stored in a cool, dry place, not exceed 30°C.

- Keep in original container.

Nature and contents of container:

Box of 3 Blisters.

Each Blister contains 10 tablets.

Special precaution for disposal:

-Medicines should not be disposed of via wastewater or household waste.
- Ask your pharmacist how to dispose of medicines no longer required.

- These measures will help to protect the environment

Marketing Authorization holder and manufacturer:

Azal Pharma.

Tele: (+249) 185322770

Fax: (+249) 155118855

E-mail: azal@azalpharma.com

Website: www.azalpharma.com

To report any Side effect
National Medicines and Poisons Board (NMPB)
Fax: (+249)183522263

E-mail:inf@nmpb.gov.sd - Website:www.nmpb.gov.sd

THIS IS AMEDICAMENT

- Medicament is a product which affects your health,
and its consumption contrary to instructions is
dangerous for you.

- Follow strictly the doctor’s prescription, the method of
use and the instructions of pharmacist who sold the
medicament.

- The doctor and the pharmacist are experts in medicine,
its benefits and risks.

- Do not by yourself interrupt the period of treatment
prescribed for you.

- Do not repeat the same prescription without
consultation your doctor.

- Keep medicament out of reach of children.

Produced By:
Azal Pharma
\ Khartoum - Sudan ﬁ
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