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ALESONE CREAM

Description: White color cream

Content:
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Indication:
For the relief inflammatory and pruritic manifestations of corticosteroid responsive
dermatoses.

Pharmacology:

Mometasone furoate , a corticosteroid, has anti-inflammatory, antipruritic and
vasoconstrictive properties. As a corticosteroid, it is thought to act by the induction
of phospholipase Az inhibitory proteins, collectively called lipocortins. It is postulated
that these proteins control the biosynthesis of potent mediators of inflammation
such as prostaglandins and leukotrienes by inhibiting the release of their common
precursor arachidonic acid. Arachidonic acid is released from membrane phospholipids
by phospholipase Az.

It is well absorbed from the sites of local application, particularly under occlusive
dressing or when the skin is broken. It may be absorbed to give systemic effects,
Approximately 0.4% of the applied dose absorbed systemically. Absorbed mometasone
furoate undergoes rapid and extensive metabolism to multiple metabolites. These
are not considered to have pharmacological activity. No major metabolite is formed.
Less than 1.3% of the applied doses was excreted in urine of all species and from
1.5% - 4.2% was excreted in the feces.

Contraindications:
It is contraindicated in patients hypersensitive to mometasone furoate, other
corticosteroids and any components of the product.

Side effects / Adverse reactions:

Reported adverse reactions include burning, pruritis, skin atrophy, rosacea, stinging
and furunculosis. As of other topical corticosteroids, the following reaction might
also oceur, irritation, dryness; folliculitis; hypertrichosis, acneform eruptions,
hypopigmentation, perioral dermatitis, allergic contact dermatitis, secondary infections,
striae and miliaria.
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Precautions:

Caution when using topical treatment near the eyes as it may cause irritation.
Steroids applied topically over large areas, particularly when the skin is broken,
with or without occlusive dressings may result in systemic effects. Special precautions
have to be observed on prolonged use. It should be used with caution on the face.
If irritation and sensitization develops after application, discontinue use and apply
symptomatic treatment. In the presence of an infection, antifungal or antibacterial
agent should be used. If there is no prompt relief after application with mometasone,
discontinue its use until the infection is controlled.

It should be used with caution in pediatrics as they are at greater risk to develop
HPA axis suppression and Cushing's syndrome. There is a risk of adrenal insufficiency,
susceptibility to striae, delayed weight gain and linear growth retardation.

Use in pregnancy and lactation:
Safety for use in pregnancy and lactation has not been established. Risk benefts
should be considered before use.

Drug Interactions:
Not known. -

Dosage and administration:
Apply once daily to the affected area until the condition heals or three weeks,
whichever is sooner.

Treatment of overdosage:

Symptoms: Excessive or prolonged use of topical corticosteroids can suppress
pituitary -adrenal function, resulting in'secondary adrenal insufficiency, and produce
manifestation of hypercoticism, including Cushing's disease. In cases of chronic
toxicity, slow withdrawal of steroids is advised. Treatment: Appropriate antifungal
or antibacterial therapy is indicated if overgrowth occurs. Treatment is symptomatic
and supportive.

Storage conditions : Keep container tightly closed. Store in cool,dry place below 30°C.
Protect from light. Keep out of reach of children.

Presentation : 5gm/tube, 15gm/tube

Shelflife : 3 years.

Product registration holder : PRIME PHARMACEUTICAL SDN. BHD.

& Manufacturer 1505, Lorong Perusahaan Utama 1,
Taman Perindustrian Bukit Tengah, 14000 Bukit Mertajam,
Penang, Malaysia. 05/01/2021
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