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FUROPOT

Furosemide (immediate-release) 40 mg.

Potassium chloride (controlled release) 600 mg.
(Bilayer controlled release Film coated tablets)

COMPOSITION:

Each tablet contains:

Furosemide (immediate-release) 40 mg and Potassium chloride
(controlled release) 600 mg.

EXCIPIENTS:

The core (Furosemide immediate-release layer ):

Lactose, Povidone (k 25), Pregelatinized maize starch, talc,
magnesium stearate.

The core (potassium chloride controlled release layer):
Hydroxypropylmethyl cellulose, lactose, Povidone (k 25), Pregelatinized
maize starch, talc, gelatin powder, cetostearyl alcohol, magnesium
stearate.

Film coatings:

Hydroxyethyl cellulose, polyethylene glycol 400, purified water, FD&C
Yellow NO 6 (for potassium chloride layer).
PHARMACODYNAMICS:

This product contain the diuretic furosemide and potassium chloride.
Furosemide is a loop diuretic, inhibiting resorption from the ascending
loop of Henlé. It is used for the treatment of oedematous states of
various aetiologies. Potassium chloride is present in the tablets to
counteract the urinary loss of potassium induced by furosemide.
PHARMACOKINETICS:

The furosemide layer has normal release characteristics. Furosemide
produces a diuresis within one hour and it is complete within six
hours. Furosemide has a biphasic half life in the plasma with a
terminal elimination phase of up to about 11/2 hours. The potassium
chloride in This product is incorporated in the controlled release
system. This ensures a prolonged release giving maximum
absorption and avoiding ‘flushing out' of the potassium by the action
of the diuretic.

INDICATIONS:

For patients requiring diuresis and concomitant
supplementation.

Indications include cardiac oedema, pulmonary oedema, hepatic
oedema, renal oedema and peripheral oedema of various aetiologies.
POSOLOGY AND METHOD OF ADMINISTRATION:

For all indications:

Adults: The usual adult dose is one tablet daily, normally in the
morning; this may be adjusted depending on the condition.

Children: Not recommended.

The Elderly: The normal adult dosage is recommended.
Administration: This product should be swallowed whole with water,
preferably prior to or during a meal. The tablets should not be chewed
as this will destroy the controlled release system.
CONTRAINDICATIONS:

Porphyria, hyperkalaemia, precomatose states associated with liver
cirrhosis, Addison's disease and concomitant administration of
potassium sparing diuretics.

Although the controlled release system minimises the likelihood of
oesophageal ulceration, all solid forms of potassium medication are
contraindicated in the presence of obstructions in the digestive tract
(egg: resulting from compression of the oesophagus due to dilation of
the left atrium or from stenosis of the gut).
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WARNINGS AND PRECAUTIONS:

Care should be exercised in patients with renal insufficiency where
there is a risk of hyperkalaemia. This Tablets should not be chewed
but swallowed whole with water preferably prior to or during a meal.
DRUG INTERACTIONS:

Increased toxicity risk with cardiac glycosides, hypotensive agents,
including ACE inhibitors and nephrotoxic antibiotics. Serum lithium
levels may be increased with concomitant administration. Non-
steroidal anti-inflammatory drugs antagonise the diuretic effect.
PREGNANCY:

This product should not be administered during the first trimester.
Diuretics may reduce placental perfusion. After the first trimester,
This product should not be administered if the adequacy of placental
perfusion is suspect.

NURSING MOTHERS:

Lactation may be inhibited due to maternal fluid depletion.
Furosemide is excreted into breast milk therefore This product should
be used with caution.

UNDESIRABLE EFFECTS:

Patients with prostatic hypertrophy or impairment of micturition have
an increased risk of developing acute urinary retention. Latent
diabetes may become manifest or the insulin requirements of diabetic
patients may increase.

Water and electrolyte balance may be disturbed and serum calcium
levels may be reduced. Raised urea and creatinine levels may occur.
Bone marrow depression and acute pancreatitis have also been
reported as rare complications and therapy should be withdrawn.
Bullous pemphigoid among elderly patients has also been reported
as very rare complication: the therapy should be withdrawn.
OVERDOSE:

Overdosage is characterised by excessive diuresis. Replace fluids
and correct electrolyte imbalance.

STORAGE CONDITIONS:

Store at 15-30 C°, away from light.

Keep out of the reach of children.

PACKAGING:

3 blisters, each contains 10 bilayer controlled release Film coated
tablets/Carton box.

2503506 THIS IS A MEDICAMENT

— A medicament is a product but unlike any other products.

— A 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 the ~ phar-
macist 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 consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)

Manufactured by:
HAMA PHARMA Hama - Syria \\\\\“/é/
Tel.: +963 33 8673941 Fax: +963 33 8673943 _SP HAMA PHARMA
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