Bantovet-CL

Betamethasone + Clotrimazole

Composition

Bantovet-CL Ointment: Each gram ointment contains Betamethasone Valerate BP
equivalent to 1 mg of Betamethasone and Clotrimazole BP 10 mg.

Bantovet-CL Cream: Each gram cream contains Betamethasone Dipropionate BP
equivalent to 0.5 mg of Betamethasone and Clotrimazole BP 10 mg.

Pharmacology

Betamethasone Valerate/Dipropionate is a corticosteroid having the anti-inflammatory,
antipruritic and vasoconstrictive properties. Clotrimazole is a broad-spectrum imidazole
antifungal agent used for the treatment of superficial infections caused by species of
pathogenic dermatophytes and yeasts. It exerts its action by inhibiting the synthesis of
ergosterol, a major sterol in the fungal cell membrane, which leads to instability of the cell
membrane that eventually causes death of the fungus.

Indications

Bantovet-CL ointment/cream is indicated for the topical treatment of symptomatic
inflammatory tinea infections such as tinea pedis, tinea cruris and tinea corporis etc. due
to Trichophyton rubrum; T. mentagrophytes; Epidermophyton floccusum and
Microsporum canis; candidiasis due to Candida albicans.

Dosage and Administration

Sufficient amount of Betamethasone Valerate/Dipropionate ointment/cream should be
applied onto the affected area and surrounding skin areas twice a day, in the morning
and evening, for 2 weeks in tinea cruris, tinea corporis and Candidiasis, and for 4 weeks
in tinea pedis. The use of Betamethasone Valerate/Dipropionate-Clotrimazole
ointment/cream for longer than four weeks is not recommended. It is also not
recommended for children under 12 years of age.

Contraindications

The preparation is contraindicated to those patients who are sensitive to Clotrimazole,
Betamethasone, other corticosteroids or imidazoles or to any of the ingredients of the
product. If irritation or sensitization develops with the use of the ointment/cream,
treatment should be discontinued and appropriate therapy instituted. The
ointment/cream is also contraindicated in facial rosacea, acne vulgaris, perioral
dermatitis, perianal and genital pruritus, napkin eruptions and bacterial or viral infections.
Precautions

Systemic  absorption of topical corticosteroids can produce reversible
hypothalamic-pituitary-adrenal (HPA) axis suppression. If HPA axis suppression noted,
an attempt should be made to withdraw the drug or to reduce the frequency of
application. Manifestations of Cushing's syndrome, hyperglycemia and glycosuria can
also be produced in some patients by systemic absorption of topical corticosteroids while
on treatment. If used on the face, courses should be limited to 5 days. Betamethasone
Valerate/Dipropionate-Clotrimazole ointment/cream should not be used with adhesive
dressing.

Side Effects

Reactions to Betamethasone Valerate/Dipropionate include: burning, itching, irritation,
dryness, folliculitis, hypertrichosis,  acneiform  eruptions,  blurred  vision,
hyperpigmentation, hypopigmentation, perioral dermatitis, allergic contact dermatitis,
maceration of the skin, secondary infection, skin atrophy, striae miliaria, capillary fragility
(ecchymoses) and sensitization.

Reported reactions to Clotrimazole include erythema, stinging, blistering, peeling,
oedema, pruritus, urticaria and general irritation of the skin.

Pregnancy & Lactation

There is no adequate evidence of safety in pregnancy. Clotrimazole has no teratogenic
effect in animals but is fetotoxic at high oral doses. Hence the ointment/cream should
only be used in pregnancy if the benefit justifies the potential risk to the fetus and such
use should not be extensive. It is not known whether the components of the preparation
are excreted in human milk and therefore caution should be exercised when treating
nursing mothers.

Use in children: The safety and effectiveness of this preparation has not been
established in children below the age of 12 years.

Drug Interactions

There is no known interaction with other medicinal products.

Overdose

Acute overdose with the ointment/cream is unlikely and would not be expected to lead to
a life-threatening situation. However topically applied corticosteroids can be absorbed in
sufficient amounts to produce systemic effects. The ointment/cream should not be used
for longer than the prescribed time period.

Storage

Store in a dry place below 30°C, protected from light. Keep out of the reach of children.
How Supplied

Bantovet-CL Ointment: Each tube contains 15 gm ointment.

Bantovet-CL Cream: Each tube contains 15 gm cream.

Manufactured by:
d I DBL Pharmaceuticals Limited C:10400500
o~ % Surabari, Kashimpur, Gazipur, Bangladesh www.dbl-pharma.com
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