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PRESCRIBING INFORMATION

For the use of a Registered Medical Practitioner / a Hospital or Laboratory only
Bitvio

(Mometasone Furoate Ointment USP 0.1%)

Composition

Bitvio Ointment :

Mometasone Furoate USP 0.1%w/w

In a ointment base q.s

Dosage Form: Ointment

Product Description

A smooth, uniform, white to off white opaque ointment, free from foreign
matter

Pharmacodynamics

Mometasone furoate, a synthetic corticosteroid exhibits its
anti-inflammatory, antipruritic and vasoconstrictive properties.

Pharmacokinetics

Systemic absorption following topical application of mometasone
furoate 0.1% is minimal (approximately 0.4% of the applied dose), the
majority of which is excreted within 72 hours following application.

Indication
Indicated for the relief of the inflammatory and pruritic manifestations

of corticosteroid responsive dermatoses.

Recommended Dose

Athin film of the ointment should be applied to the affected skin areas
once daily until the lesion heals or for duration of three weeks,
whichever is sooner.

Mode Of Administration

Contraindication

Mometasone Furoate Ointment 0.1% is contraindicated in those
patients with a history of hypersensitivity to any of the components in
the preparation.

Warning and Precautions

Side effects that have been reported after systemic use of
corticosteroids, including adrenal suppression, may also occur with
topical corticosteroids, especially in infants and children.

Application of topical corticosteroids over large surface areas of the
body or the use of occlusive dressings will be increase their systemic
absorption. Paediatrics patients may demonstrate greater
susceptibility than mature patients, to topical corticosteroid included
HPA axis suppression and Cushing’s syndrome. This is because of a
larger skin surface area to body weight ratio in paediatric patients.
When treating infants and children or in long-term therapy therefore,
appropriate precautions should be observed.

Amount of topical corticosteroids used in children should not exceed
the least amount necessary for effective therapy. Chronic
corticosteroid therapy may impede growth and development of
children.

Interactions With Other Medicaments

There are no drug interactions of note with Mometasone Furoate
Pregnancy and Lactation

There is inadequate evidence of safety in human pregnancy. Topical
administration of corticosteroids to pregnant animals can cause
abnormalities of foetal development including cleft palate and intra-
uterine growth retardation. Topical corticosteroids should be used
during pregnancy only if the potential benefit justifies potential risk to
the fetus. Drugs of this class should not be used on pregnant patients in

120 mm

Itis not known whether topical administration of corticosteroids could
result in sufficient systemic absorption to produce detectable quantities
in breast milk. Mometasone should be administered to nursing mothers
only after careful consideration of the benefit/risk relationship.

Side Effects
Local adverse reactions rarely reported include burning, pruritus,
tingling/stinging and signs of skin atrophy.

The following local adverse reactions have been reported infrequently
with the use of other topical corticosteroids: irritation, hypertrichosis,
hypo pigmentation, perioral dermatitis, and allergic contact dermatitis,
maceration of the skin, secondary infection, striae and miliaria.

Symptoms And Treatment of Overdose

Symptoms: Excessive, prolonged use of topical corticosteroids can
suppress pituitary-adrenal function resulting in secondary adrenal
insufficiency.

Treatment: Appropriate symptomatic treatment is indicated. Acute
hyper corticoid symptoms are virtually reversible. Treat electrolyte
imbalance, if necessary. In cases of chronic toxicity, slow withdrawal of
corticosteroids is advised.

Storage Condition

Store at a temperature not exceeding 30°C. Do not freeze.

ShelfLife

36 months from the date of manufacture.

Packaging available

20g aluminium collapasible tube and flower pot type white HDPE cap
packed inaunit printed duplex board carton.
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