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Topical Lotion

Clotrison®

Clotrimazole/Betamethasone

Each 100 ml of Clotrison® Topical Lotion
contains:

Clotrimazole 1g

Betamethasone (as dipropionate) 0.05g

CATEGORY:

Clotrison® topical Lotion contains combinations
of Clotrimazole, a synthetic antifungal agent,
and Betamethasone dipropionate, a synthetic
corticosteroid, for dermatologic use.

MECHANISM OF ACTION:

Clotrimazole is an imidazole antifungal agent.
Imidazoles inhibit 14-a- demethylation of lanos-
terol in fungi by binding to one of the cytochrome
P-450 enzymes. This leads to the accumulation
of 14-a methylsterols and reduced concentra-
tions of ergosterol, a sterol essential for a
normal fungal cytoplasmic membrane. The
methylsterols may affect the electro transport
system, thereby inhibiting growth of fungi.
Betamethasone dipropionate, a corticosteroid,
has been shown to have topical (dermatologic)
and systemic pharmacologic and metabolic
effects characteristic of this class of drugs.

INDICATIONS:

Treatment of symptomatic inflammatory tinea
pedis, tinea cruris, and tinea corporis due to
Epidermophyton floccosum,Trichophyton
mentagrophytes, and Trichophyton rubrum.

PRECAUTION TO CONSIDER:

Pregnancy: Pregnancy category C.

Nursing Mothers: May cause systemic
effects, such as growth suppression, in infants.
The use of Clotrison® topical lotion in the
treatment of diaper dermatitis is not
recommended.

Pediatric: Because of higher ratio of skin
surface area to body mass, pediatric patients
under the age of 12 years are at a higher risk
with Clotrison® topical lotion. They are at
increased risk of developing cushing's
syndrome while on treatment and adrenal
insufficiency after withdrawal of treatment.
Geriatric: Caution should be exercised with
the use of these corticosteroid containing
topical products on thinning skin.

Special warning:

Visual disturbance may be reported with
systemic and topical corticosteroid use. If a
patient presents with symptoms such as
blurred vision or other visual disturbances, the
patient should be considered for referral to an
ophthalmologist for evaluation of possible
causes which may include cataract, glaucoma
or rare diseases such as Central serous
chorioretinopathy (CSCR) which have been
reported after use of systemic and topical
corticosteroids.

Long term use of topical steroids can result in
the development of rebound flares after
stopping treatment (topical steroid withdrawal
syndrome). A severe form of rebound flare can
develop which takes the form of a dermatitis
with intense redness, stinging and burning that

can spread beyond the initial treatment area. It
is more likely to occur when delicate skin sites
such as the face and flexures are treated.
Should there be a reoccurrence of the
condition within days to weeks after successful
treatment a withdrawal reaction should be
suspected. Reapplication should be with
caution and specialist advise is recommended
in these cases or other treatment options
should be considered.

This can be prevented by slow reduction of the
treatment, for instance continue treatment on
an intermittent basis before discontinuing
treatment.

ADVERSE REACTIONS:

Signs of potential side effects, especially hyper-
sensitivity; stinging; urticaria; paresthesia; rash;
secondary infection; swelling; and long term
effects, including acne or oily skin; allergic
contact dermatitis; folliculitis; hypopigmenta-
tion; increased hair growth on face and body;
increased hair loss on scalp; perioral dermatitis;
reddish purple lines on arms, face, legs, trunk,
or groin; skin atrophy; and skin maceration,
blurred vision.

DOSAGE AND ADMINISTRATION:

Before applying, washing affected area with
soap and water, and drying thoroughly. Gently
massage sufficient Clotrison® topical lotion into
the affected skin areas twice a day, in the
morning and evening. Clotrison® topical lotion
should not be used longer than 2 weeks in the
treatment of tinea corporis or tinea cruris. If a

patient with tinea corporis or tinea cruris shows
no clinical improvement after 1 week of treatment
with Clotrison® topical lotion, the diagnosis
should be reviewed. Clotrison® topical lotion
should not be used longer than 4 weeks in the
treatment of tinea pedis. Clotrison® topical lotion
should not be used with occlusive dressings.
Safety and efficacy of Clotrison® topical lotion
have not been established in children up to 12
years of age.

CONTRAINDICATIONS:

Clotrison® topical lotion is contraindicated in
patients who are sensitive to Clotrimazole,
Betamethasone dipropionate, other corticoste-
roids or imidazoles, or to any ingredient in these
preparations. Other condition such as herpes
simplex, tubercular infections of skin, varicella,
vaccinia or other viral infections of skin.

HOW SUPPLIED:
Each package of Clotrison® topical lotion
contains 1 bottle of 30 ml.

STORAGE:
Store below 30°C. Protect from freezing.
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