Pharmaniaga Frusemide Tablet

DESCRIPTION
A white to off white, round, biconvex tablet with scoreline on one side and
a hexagon shaped marking on the other.

COMPOSITION
Each tablet contains Frusemide 40 mg.

ACTIONS

Frusemide increased diuresis generally even in cases in which this effect
cannot be achieved in other ways. Increased urinary excretion usually
begins within the first hour after ingestion of the tablets and lasts for an
average of 6 to 8 hours. Duration and intensity of diuresis may vary in
different patients. In the early phases of treatment a more pronounced
effect is to be expected.

Itis easily absorbed from the gastro-intestinal tract and have a rapid action
of short duration, lasting for about 6 hours. It is strongly bound to plasma
proteins and mainly excreted in the urine, almost entirely unchanged.

INDICATIONS

Oedema due to heart disease if satisfactory diuresis cannot be obtained
by adequate treatment with cardiac drugs, ascites due to diseases of the
liver and kidneys, complications of pregnancy such as oedema and
eclampsia; oedema due to burns; stasis due to varicosis. Moreover,
frusemide is suitable for treatment of hypertension of mild to moderate
degree, alone or in combination with other drugs.

ADVERSE REACTIONS

General manifestations of intolerance (gastrointestinal symptoms) and
allergic reactions such as skin rashes occur rarely under frusemide
treatment. Side-effects resulting from the increased urinary excretion are
more likely to occur, especially after prolonged high-dosage treatment.

If the patient salt intake is too low, electrolyte depletion may be reflected
in leg cramps, anorexia, weakness, dizziness, drowsiness, and other
disturbances.

CONTRAINDICATIONS AND PRECAUTIONS

Frusemide should not be used in cases of renal failure with reduced or
absent urinary excretion (oliguria, anuria) resulting from poisoning with
nephrotoxic (mercury bichloride) or hepatotoxic agents (carbon
tetrachloride, poisonous amanita). This also applies to severely impaired
renal function with simultaneous liver failure.

Severe hypokalaemia must be compensated before frusemide treatment.
Potassium loss maybe due to unbalanced diet, to vomiting or diarrhoea
(frequent use of laxatives), or to disease of the liver or adrenal cortex, and,
in diabetics, to hyperglycaemia.

In diabetics, a change of diet or medication may become necessary during
frusemide treatment.

During pregnancy, especially at first three months, frusemide should only
be used if absolutely necessary (e.g. in the presence of eclampsia).

It should be noted that frusemide passes into breast milk and, like all
diuretics, may inhibit lactation.

Special Notes

Patients with manifest or latent diabetes mellitus should be checked
regularly during frusemide treatment. The same applies to patients with
gout. Therefore, patients who suffer from diabetes or gout or have a case
of diabetes or gout in their family, should inform their physician about this
before frusemide treatment is started. Also the existence of urinary tract
obstruction (e.g. in case of prostatic hypertrophy) should be mentioned.

DOSAGE AND ADMINISTRATION

Frusemide tablets are swallowed whole and in the dosage prescribed by
the physician. Generally, treatment is initiated in adults with a daily dose
of % - 1 tablet, taken preferably in the morning. Further treatment
depends on the extent of the diuresis. Special dosage guidelines apply to
children, each case being considered individually. For this reason, only the
physician can decide on the dose suitable for each case. Generally, daily
doses of 1 - 3 mg/kg body weight, up to maximum of 40 mg/day are
recommended for infants and children. More exact directions are given in
the following table.

Frusemide dosage for children:
Age of child Body weight in kg Daily dosage
(1 tablet = 40 mg)
1 month 3.5 7.0 mg
2 months 4.0 8.0 mg
3 months 4.8 10.0 mg
4 months 5.5 11.0 mg
5 months 5.8 12.0 mg
6 months 6.5 13.0 mg
1 year 9.0-9.5 18.0 mg
2 years 10.0-10.5 20.0 mg
3 years 12.5-13.0 25.0 mg
4 years 14.5-15.0 29.0 mg
5 years 15.5-16.5 30.0 mg
6 years 16.5-17.0 33.0mg
10 years 27.0-29.0 40.0 mg
12 years 31.0-32.0 40.0 mg

Rigorous salt restriction is not necessary during frusemide treatment. In
long-term therapy, a high potassium diet is recommended (lean meat,

potatoes, tomatoes, spinach, cauliflower and dried fruit).

OVERDOSAGE

Overdosage will lead to fluid and salt depletion subsequent to initial
excessive diuresis. Medical help must be called in without delay so as to
ensure immediate measures for an adequate restoration of water and
electrolyte balances.

ROUTE OF ADMINISTRATION
Oral.

STORAGE CONDITIONS

Store below 30°C.

Keep container tightly closed.
Protect from light.

SHELF LIFE
Product should not be used beyond the expiry date imprinted on the
product packaging.

PRESENTATION
In blisters of 500 tablets.
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