
DESCRIPTION

1500008660 N1
Revision Date: May 2019

Kezoral Cream: White colour, homogenous cream containing 
     Ketoconazole 2%.

Preservatives : Methylparaben 0.25%
 Propylparaben 0.048%

Ketoconazole is fungistatic, and may be fungicidal, depending on 
concentration. Ketoconazole interferes with cytochrome 
P-450 activity, which is necessary for the demethylation of
14-alpha-methylsterols to ergosterol. Ergosterol, the principal sterol
in the fungal cell membrane, becomes depleted. This damages the
cell membrane, producing alterations in membrane functions and
permeability. In Candida albicans, ketoconazole inhibits
transformation of blastospores into invasive mycelial form.

Indicated as a primary agent in the topical treatment of dermatophyte 
infections of the skin: Tinea corporis (ringworm of the body) and 
tinea cruris (ringworm of the groin; jock itch) caused by 
Trichophyton rubrum, T. mentagrophytes and Epidermophyton 
floccosum (Acrotheium floccosum), tinea pedis (athlete's foot), as 
well as in the treatment of pityriasis versicolor (tinea versicolor; 
"sun fungus") caused by Malassezia furfur (Pityrosporum 
orbiculare) and cutaneous candidiasis caused by Candida species. 
Kezoral Cream can be used in the treatment of seborrhoeic 
dermatitis.

PHARMACODYNAMICS

INDICATIONS

No systemic absorption detected at a sensitivity level of 5 nanogram 
per ml in the blood over a 72-hour period following a single topical
application to the chest, back and arms of normal volunteers.

Kezoral cream should be applied in sufficient quantity to cover 
affected and surrounding areas, the cream gently rubbed in to 
enhance its effect. The patient must be counselled in regards to 
compliance with the full course of therapy and that some fungal
infections may require prolonged therapy.

Cross-sensitivity and/or related problems
Person sensitive to miconazole or other imidazoles may be sensitive
to ketoconazole also.

Carcinogenicity
A long-term feeding studies in Swiss albino mice and Wistar rats has
shown no evidence of carcinogenicity.

Mutagenicity
The dominant lethal mutation tests in male and female mice, given 
single oral doses of ketoconazole as high as 80mg per kg of body 
weight (mg/kg), has shown no mutations at any stage of germ cell 
development. The Ames Salmonella microsomal activator assay has
also shown negative result.

Pediatrics
No information is available on the relationship of age to the effects of 
this medicine in pediatric patients. Safety and efficacy have not been
established.

PHARMACOKINETICS

DOSAGE AND ADMINISTRATION

Type Of Infection
Cutaneous candidiasis,
Tinea corporis, Tinea
cruris, Pityriasis versicolor
Tinea pedis
Seborrhoeic dermatitis

Frequency Of Application
Once a day

Once a day
Once to twice a day

Length Of Therapy
At least 2 weeks

At least 6 weeks
At least 4 weeks or until
clinical clearing

TOXICOLOGY

Manufacturer :
Duopharma Manufacturing (Bangi) Sdn Bhd.
Lot No. 2 & 4, Jalan P/7, Section 13,
Bangi Industrial Estate,
43650 Bandar Baru Bangi,
Selangor, Malaysia.

Product Registration Holder:
Duopharma Manufacturing (Bangi) Sdn Bhd.
Lot No. 2, 4, 6, 8 & 10, Jalan P/7, Section 13,
Bangi Industrial Estate, 43650 Bandar Baru Bangi,
Selangor, Malaysia.

Geriatrics
No information is available on the relationship of age to the effects of 
this medicine in geriatric patients.

Pregnancy/Reproduction
Pregnancy-Ketoconazole crosses the placenta. Adequate and well-con-
trolled studies in humans may not been done. Studies in rats, given oral 
doses of 80 mg/kg per day (10 times the maximum recommended 
human dose [MRHD]), have shown ketoconazole to be 
teratogenic, causing syndactyly and oligodactyly.
FDA Pregnancy Category C.

Breast-feeding 
It is not know whether ketoconazole, applied topically on a regular 
basis, is absorbed systemically in sufficient amounts to be distributed 
into breast milk in detectable quantities. However, no systemic 
absorption was detected following a single application to the chest, 
back and arms of healthy volunteers. Therefore, topical ketoconazole is 
unlikely to be distributed into breast milk in significant amounts or to 
cause adverse effects in the nursing infant.

CONTRAINDICATIONS
Hypersensitivity to propylene glycol and ketoconozole.

PRECAUTIONS
Kezoral cream is intended for application to unbroken skin only and is 
not for ophthalmic use.

SIDE EFFECT
Infrequent reports of skin irritation (itching and stinging) have been 
reported. In rare cases, prolonged use may result in irritation of the 
skin which may require discontinuation of treatment.

OVERDOSAGE AND TREATMENT
Exaggerated use can bring on local irritation and erythema. 
Discontinuation of treatment remedies this effect.

PRESENTATION:
Cream: In packs of 15g, 30g. 

All pack size(s) stated may not be available locally

Store in a dry place below 30°C
FOR EXTERNAL USE ONLY
Keep container tightly closed
Keep out of reach of children
Jauhi daripada kanak-kanak

Shelf life: Please refer to outer package.
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