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Reva Pharma

Revasa I 1€ Dermal Ointment

Composition:

Each 1 g of Revasalic Dermal Ointment contains:
Betamethasone Dipropionate 0.64 mg equivalent to Beta-
methasone 0.5 mg and Salicylic Acid 30 mg.
Pharmacological Classification:

Keratolytic Agents and Corticosteroids.

Mechanism of Actions:

This product combines the anti-inflammatory, antipruritic
and vasoconstrictive activity of Betamethasone Dipropio-
nate with the keratolytic effects of Salicylic Acid.
Pharmacokinetics:

Salicylic Acid exerts only local action after topical application.
The extent of percutaneous absorption of topical cortico-
steroids is determined by many factors including vehicle,
integrity of the epidermal barrier. Once absorbed through
the skin, topical corticosteroids enter pharmacokinetic
pathways similar to systemically administered cortico-
steroids. Corticosteroids are bound to plasma proteins in
varying degrees, are metabolised primarily in the liver and
excreted by the kidneys. Some of the topical corticoste-
roids and their metabolites are also excreted in the bile.
Indications:

Use this medicine exactly as described in this leaflet or as
directed by your doctor or pharmacist, consult your doctor
if you are unsure.

Revasalic is used for the topical management of subacute
and chronic dry and keratinized skin conditions responsive
to corticosteroid therapy.

Contraindications:

- Hypersensitivity to any one of the components of the product.

- Revasalic is contraindicated in viral diseases including
vaccinia, varicella, herpes simplex, and fungal infections;
also, tuberculosis of the skin.

Side Effects:

e The following may occur more frequently with the use
of occlusive dressings: maceration of the skin, secondary
infection, skin atrophy, striae, miliaria.

e [n addition, the Salicylic Acid component may cause
local reddening of the skin, desquamation, pruritus and
smarting. Continuous application of Salicylic acid prepara-
tions to the skin may cause dermatitis. Hypersensitivity to
salicylic acid may occur.

Inform your doctor or pharmacist if you experience any
side effects not listed in this leaflet.

Warnings & Precautions:

e Revasalic should not be used in/near the eyes.

e Avoid contact with mucous membranes, genital area and
other orifices.

e During prolonged use of corticosteroids, striae or atrophy
of the skin or subcutaneous tissue may occur. If such symp-
toms occur, treatment should be discontinued.

e Treatment should be discontinued if irritation, sensitivity,
excessive dryness, or undesirable gradation develops with
use of the preparation.

e In case of open infection, an appropriate antibacterial
agent should be used.

e [f a satisfactory response to symptoms is not observed with-
in a few days to a week, treatment with topical corticosteroids
should be discontinued and the treatment re-evaluated.

e Children:

- Adrenal suppression may occur with the use of topical
corticosteroids, especially in infants and children.

- Systemic absorption of topical steroids or salicylic acid

is increased when treatment is applied to large areas of the
body surface or if occlusive dressings are used.

Drug & Food Interactions:

- Tell your doctor or pharmacist if you are using, have re-
cently used or might use any other drugs, and for how long
you will be using the drug.

- No drug interactions reported.

Pregnancy & Lactation & Fertility:

Pregnancy: Since the safety of topical corticosteroids in

Like all medicines, this one can cause side effects, although pregnant women has not been established, drugs of this

not everyone experiences them.

e The following local adverse skin reactions have been
reported with the use of topical steroids; burning, itching,
irritation, dryness, folliculitis, hypertrichosis, acneiform
eruptions, hypopigmentation, perioral dermatitis, allergic
contact dermatitis.

type should be used during pregnancy only if the potential
benefit justifies the potential risk to the fetus.

Lactation: A decision should be made whether to discon-
tinue breast-feeding or to discontinue the drug, taking into
account the importance of the drug to the mother.
Fertility: Its effect on fertility has not been studied after
topical application in humans.

Effects on ability to drive and use machines:

Revasalic has no or negligible influence on the ability to
drive and use machines.

Method of use:

- Use this drug exactly as your doctor or pharmacist has
prescribed it. Ask your doctor if you are not sure.

- A thin film of Revasalic ointment should be applied to cover
completely the affected area. The ointment should be mas-
saged gently and thoroughly into the skin. The usual frequen-
cy of application is twice daily, in the morning and at night.

- Revasalic should not be used under occlusive dressing.

- Inform your doctor or pharmacist if you forget to apply
the ointment and before stopping its use.

Overdoses &Toxicity &methods of treatment:
Symptoms: Excessive or prolonged use of topical cortico-
steroids can suppress pituitary-adrenal function, resulting
in secondary adrenal insufficiency, and produce manifesta-
tions of hypercorticism, including Cushing’s disease.
Excessive or prolonged use of topical preparations con-
taining salicylic acid may cause symptoms of salicylism.
Overdosage of salicylates may cause temporary hearing or
visual disturbances, drowsiness and nausea. If this occurs,
discontinue use until symptoms disappear.

Treatment: Appropriate symptomatic treatment is indicat-
ed. Acute hypercorticoid symptoms are usually reversible.
Treat electrolyte imbalance, if necessary. In case of chronic
toxicity, slow withdrawal of corticosteroids is advised.
Treatment of salicylism is symptomatic. Measures should be
taken to rid the body rapidly of salicylate. Administer oral
sodium bicarbonate to alkalinize the urine and force diuresis.
Physical Properties:

Smooth, uniform, white to off-white ointment, free from
foreign matter.

Storage Conditions:

Store at a temperature below 25° C.

Keep out of reach of children.

Keep tube tightly closed.

Packaging:

Each Revasalic Dermal Ointment carton box contains
Aluminum Tube of 20 g.
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