PACKAGE INSERT (FRONT)

TRISILON CREAM

DESCRIPTION
White, opaque cream

COMPOSITION

Betamethasone Dipropionate equivalent to
Betamethasone .
Clotrimazole
Gentamicin Sulfate equivalent to Gentamicin

0.05% wiw
1.00% wiw
0.10% wiw

ACTIONS AND PHARMACOLOGY

VIVIR02-2
INDICATIONS
For the relief of the inflammatory manifestations of corticosteroid-
responsive dermat when i with secondary infection

caused by bacteria (sensitive to gentamicin) and fungi (sensitive to
clotrimazole) or when the possibility of such infections is suspected.

Effective in treating tinea pedis, tinea cruris and tinea corporis
caused by P rubrum, Trichop. P ,

i and Mi canis, candidiasis due
to Candida albicans and tinea versicolor caused by Malassezia furfur

Trisilon Cream is a combined preparation of the anti-ir )
antipuritic and vasoconstrictive actions of betamethasone dipropionate
with the wide-spectrum antifungal activity of clotrimazole and the
broad-spectrum bactericidal antibiotic activity of gentamicin sulfate.

Betamethasone dipropionate, a corticosteroid, diffuses across cell
membranes, binds with DNA, and stimulates transcription of
messenger RNA (MRNA) resulting in synthesis of various enzymes
responsible for the anti-inflammatory effects of betamethasone.

Clotrimazole, an imidazole antifungal, appears to act on the fungal
cell membrane, causing leakage of cell contents.

Gentamicin, an aminoglycoside and a bactericidal, provides highly
effective topical treatment in primary and secondary bacterial
infection of the skin. It is effective against many gram-negative
aerobes and against some strains of staphylococci.

PHARMACOKINETICS

Betamethasone can be absorbed when given locally to give systemic
effects. Clotrimazole can penetrates intact skin but there is little if any
systemic absorption. Gentamicin has been reported to give systemic
absorption after topical use. Gentamicin do not appear to be
metabolized and are excreted virtually unchanged in the urine.

(Pityrosp

Used in the treatment of severe systemic infections due to sensitive
strains of 19 aureus positive,
negative and some penicillinase-producing strains) and the gram-

negative bacteria: P X
Escherichia coli, Proteus vulgaris and Klebsiella pneumonia.

CONTRAINDICATIONS
Trisilon Cream is contraindicated in patients with hypersensitivity to
any of the ingredients.

PREGNANCY AND LACTATION

Safety for use in pregnancy and lactation has not been established.
Drugs of this class should be used during pregnancy only if the
potential benefit outweighs the potential risk to the fetus.
Administration should not be used extensively in large amounts or for
prolonged periods in pregnant women.

PRECAUTIONS

. ici ami has been observed.

+ Treatment should be discontinued if irritation or sensitization
develops.

- Avoid use on face, groin, or in the axillae.

XXX



PACKAGE INSERT (BACK)

Side effects that are reported following systemic use of

TRISILON CREAM
OVERDOSE

corticosteroids may occur with topical corticosteroid, in
infants and children.

Use of topical gentamicin preparations in closed hospital settings
is actively discouraged. Application to open wounds or damaged
skin should be avoided.

Long term treatment of gentamicin is not advised. Prolonged usage

Excessive or 1 of topical cor can
suppress pituitary-adrenal function, resulting in secondary adrenal
insufficiency, and produced hypercoticism, including Cushing's
disease.

of topical antibiotics may result in 1 of nor
microorganisms. Treatment should be discontinued if this
situation arises.

Caution should be exercised when the product is used to treat
extensive body surface areas, or if occlusive dressings are used
especially for prolonged periods, or in the presence of dermal
disruption.

INTERACTION WITH OTHER MEDICAMENTS AND OTHER
FORMS OF INTERACTION
Not applicable.

MAIN SIDE/ADVERSE EFFECTS

Adverse reactions have been very rarely reported including skin
discolouration, hypochromia, burning, erythema, exudation and
pruritus.

The following local adverse reactions have been observed with the
topical usage of:

Corticosteroids (especially under occlusive dressing): burning,
itching, irritation, dryness, folliculitis, hypertrichosis, acneiform
eruption, hypopigmentation, perioral dermatitis, allergic contact
dermatitis, maceration of the skin, secondary infection, skin atropy,
striae and millaria.

Clotrimazole: erythema, stinging, blistering, peeling, edema, pruritus,
urticaria and general irritation of the skin.

Gentamicin: transient irritation (erythema and pruuritus) that usually
did not require discontinuance of treatment.

O by topical 1is highly im

Single overdosage of gentamicin would not be expected to produce
symptoms. Excessive or prolonged use of topical antibiotics may
lead to overgrowth of lesions by nonsusceptible microorganisms.

Treatments

In the event of chronic toxicity, slow withdrawal of corticosteroid is
recommended. Acute hypercorticoid symptoms are generally
reversible.

DOSAGE AND ADMINISTRATION
Apply a thin film over the affected and surrounding skin areas
Adults: 2 times daily

Apply regularly for effective treatment. Duration of therapy varies
according to the extent and location of disease and patient response.

Storage: Store below 30°C
Presentation / Packing: Cream 15 g

Manufactured by: HOVID Bhd.
121, Jalan Tunku Abdul Rahman, 30010 Ipoh, Malaysia.

Date of information: July 2013.
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