KEZOL CREAM

DESCRIPTION:
Awhite, smooth homogeneous mass

COMPOSITION:
Each gm of the cream contains Ketoconazole (Micronised) 20mg

ACTIONS & PHARMACOLOGY:

Ketoconazole has a potent antimycotic against dermatophytes. It is fungistatic; may be
fungicidal, depending on concentration; inhibits biosynthesis of ergosterol or other
sterols, damaging the fungal cell membrane and altering its permeability; as a result, loss of
essential intracellular elements may occur, also inhibits biosynthesis of triglycerides and
phospholipids by fungi; in addition, inhibits oxidative and peroxidative enzyme activity,
resulting in intracellular buildup of toxic concentrations of hydrogen peroxide, which may
contribute to deterioration of subcellular organelles and cellular necrosis. In the treatment of
Candida albicans, inhibits transformation of blastospores into invasive mycelial form.
Systemic absorption following topical application to normal skin has not been reported.

INDICATIONS:

Dermatophyte infections of the skin; Tinea corporis, Tinea cruris, Tinea manus and Tinea
pedis due to Trichophyton rubrum, T.mentagrophytes, Microsporum canis and
Epidermophyton floccosum; as well as in the treatment of cutaneous candidosis and tinea
(pityriasis) versicolor. Seborrhoeic dermatitis, a skin condition related with the presence of
Pityrosporum ovale.

CONTRAINDICATIONS:
Contraindicated in patients who have shown hypersensitivity to any of the ingredients and
Ketoconazole.

SIDE EFFECTS:

Few instances of irritation and burning sensation have been observed durinlg treatment with
the cream. Irritation may occur when cream is used immediately after prolonged treatment
with topical corticosteroids.

DRUG INTERACTION:
None Known

WARNING AND PRECAUTIONS:

Prolonged used of topical ketoconazole may rarely lead to skin sensitization, resulting
in hypersensitivity reaction with subsequent topical or systemic use of the medication. To
reduce the possibility of recurrence, comply with full course of therapy. Use hygienic
measures to cure infection and prevent reinfection. Avoid contact with the eyes.

Recovery periods of two weeks should be allowed, if potent corticosteroid has been used to
treat seborrhoeic dermatitis. This product contains Sodium sulphite that may cause serious
allergic type reactions in certain susceptible patients.

Children: Safety and efficacy have not been established

PREGNANCY AND LACTATION: )
Ketoconazole crosses the placenta. Adequate and well-controlled studies

in humans have not been done. Topical ketoconazole is unlikely to be distributed into
breast milk in significant amounts or to cause adverse effects in the nursing infant.



DOSAGE & ADMINISTRATION:

Apply to the affected area once daily in patients with Tinea corporis, Tinea cruris, Tinea
pedis, Pityriasis versicolor and Cutaneous candidiasis.

Twice daily in patients with seborrhoeic dermatitis.

Treatment should be continued for a sufficient period, at least a few days disappearance of
all symptoms. Diagnosis should be reconsidered if no clinical improvement is noted after 4
weeks.

ROUTE OF ADMINISTRATION
Topical administration

EFFECTS ON ABILITY TO DRIVE AND USE MACHINE
Not Applicable

OVERDOSAGE & TREATMENT:
Acute overdosage with the topical application of the drug is unlikely. If irritation or
sensitivity reactions occur, use of the medication should be discontinued.

PRESENTATIONS:
Aluminium tubes of 5g, 10g, 15g, and 50g.

STORAGE CONDITIONS:
Store below 30°C. Keep the containers tightly closed.

fFor external use only. Keep medicine out of reach of children. Protect from light and
reezing.
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