115mm

pharmaniaga’

()
W/

Ziconal
Cream
Ketoconazole BP 2%

DESCRIPTION
A smooth white cream.

COMPOSITION
Ketoconazole 2% w/w.

Ketoconazole cream also contains chlorocresol 0.1% w/w
as preservative, and propylene glycol as diluent.

ACTIONS

Ketoconazole, a synthetic imidazole dioxolane derivative,
has a potent antimycotic activity against dermatophytes
such as Trichophyton spp., Epidermophyton floccosum
and Microsporum spp, and against yeasts, including
Malassezia spp. and Candida spp. The effect on
Malassezia spp. is particularly pronounced.

Plasma concentrations of ketoconazole were not
detectable after topical administration of ketoconazole 2%
cream in adults on the skin.

INDICATIONS

Ketoconazole cream is indicated for the topical treatment
of tinea corporis, tinea cruris and tinea pedis caused by
Trichophyton  rubrum, — T.  mentagrophytes  and

Epidermophyton floccosum; in the treatment of tinea
versicolour caused by Malassezia furfur, in the treatment
of cutaneous candidiasis caused by Candida spp. and the
treatment of seborrheic dermatitis.

CONTRAINDICATION
Ketoconazole cream is contraindicated in patients
hypersensitivity to ketoconazole or propylene glycol.

ADVERSE REACTIONS
Side-effects include itching, stinging or irritation.

PRECAUTIONS

If a reaction suggesting sensitivity or chemical irritation
should occur, use of the medication should be
discontinued. Hepatitis (1 : 10,000 reported incidence)
and, at high doses, lowered testosterone and ACTH
induced corticosteroid serum levels have been seen with
orally administered ketoconazole; these effects have not
been seen with topical ketoconazole.

Pregnancy
Ketoconazole crosses the placenta.

Ketoconazole should be used during pregnancy only if the
potential benefit justifies the potential risk to the foetus.

Breast-feeding

It is not known whether ketoconazole cream administered
topically could result in sufficient systemic absorption to
produce detectable quantities in breast milk.

However, no systemic absorption was detected following a
single application to the chest, back and arms. Therefore,
topical ketoconazole is unlikely to be distributed into breast
milk in significant amounts as to cause adverse effects in
the nursing infant.

DRUG INTERACTIONS
None known.

Effects on Ability to Drive and Use Machine
Ketoconazole cream has no influence on the ability to drive
and use machines.

RECOMMENDED DOSAGE

Cutaneous candidiasis, tinea corporis, tinea pedis and
tinea (pityriasis) versicolour. It is recommended that
ketoconazole cream be applied once daily to cover the

affected and immediate surrounding area. Clinical
improvement may be seen fairly soon after treatment is
begun; however, candidal infections and tinea cruris and
corporis should be treated for two weeks in order to reduce
the possibility of recurrence. Patients with tinea versicolour
usually require two weeks of treatment.

Seborrhoeic dermatitis: Ketoconazole cream should be
applied to the affected area twice daily for four weeks or
until clinical clearing.

If a patient shows no clinical improvement after the
treatment period, the diagnosis should be redetermined.

OVERDOSAGE
Ketoconazole cream is not absorbed systemically in
detectable levels.

ROUTE OF ADMINISTRATION
Topical.

STORAGE CONDITIONS
Store below 30°C.

Protect from light.

Keep container tightly closed.

SHELF LIFE
Product should not be used beyond the expiry date
imprinted on the product packaging.

PRESENTATION
Tubes of 15g.
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