CREAM

Pristinex®

ketoconazole 2% w/w

Composition : Contains Ketoconazole 2%w/w in cream base.
Preservative : Methyl Hydroxybenzoate 0.2%w/w;
Propyl Hydroxybenzoate 0.1%w/w.

Properties : Ketoconazole is an imidazole antifungal agent
that impairs the synthesis of ergosterol, which is a vital
component of fungal cell membrane and therefore alters the
permeability of the cell membrane of the following common
dermatophytes and yeast. Dermatophytes : Trichophyton
rubrum, Tmentagrophytes, Ttonsurans, Microsporum canis,
M.audouini, M.gypseum and Epidermophyton floccosum; Yeast:
Candida albicans, Malassezia ovale (Pityrosporum ovale) and
C.tropicalis; and the common organism responsible for tinea

versicolor, Malassezia furfur (Pityrosporum orbiculare).

Indications : Ketoconazole cream is indicated for the topical
treatment of tinea corporis (ringworm of the body), tinea
cruris  (jock itch), tinea pedis (athlete’s foot), tinea
(pityriasis) versicolor (white spots), cutaneous candidiasis
and seborrheic dermatitis.

Dosage and Administration:

@ For cutancous candidiasis, ringworm of the body,
jock itch, tinea manus, athlete’s foot and tinea
(pityriasis) versicolor (white spots):
~apply once daily to cover the affected and immediate

surrounding area.

@ Seborrhoeic dermatitis:
~apply to the affected area once or twice daily depending

on the severity of infection.

@ Treatment should be continued for a sufficient period,
at least until a few days after disappearance of all
symptoms. The diagnosis should be reconsidered if no
clinical improvement is noted after 4 weeks of treatment.
General measures in regard to hygiene should be
observed to control sources of infection or reinfection.

@ The usual duration of treatment is : tinea versicolor (white
spots) 2~3 weeks, yeast infections 2-3 weeks, jock itch 2-4
weeks, ringworm of the body 3-4 weeks, athlete’s foot 4-6
weeks, seborrhoeic dermatitis 2~4 weeks.

@ Maintenance therapy is applied once or twice weekly in
seborrhoeic dermatitis.

Side Effects/Adverse Reactions : A few instances of

irritation and burning sensation have been observed during
treatment with Ketoconazole cream.
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Contraindications : Known sensitivity to ketoconazole or
the excipients.

Precautions/Warnings : Topical use of ketoconazole is
generally well-tolerated.

Carcinogenicity : g -

A long term feeding study in Swiss albino mice and Wistar
rats has shown no evidence in garcinogenicity.

Mutagenicity : ]

The dominant lethal mutation test in male and female mice
given oral ketoconazole, has shown no mutation at any
stage of germ cell development..

Breast-feeding : A

No systemic absorption was "detectcd following a single
application to the chest, back, and arms of healthy
volunteers. Therefore, topical ketoconazole is unlikely to be
excreted in breast milk in significant amounts, or to cause
adverse effects in the nursing infant. Not for ophthalmic use
and use in nursing mothers and paediatric. Do not use on
children under 2 years of age except under the advice and
supervision of a doctor. Avoid contact with eyes. Consult the
doctor if no improvement in 4 weeks (for athletes’ foot) & 2

weeks (for jock itch).

Overdosage and Treatment : Exaggerated topical
application may lead to erythema, oedema and a burning
sensation, which will disappear upon discontinuation of the
treatment. In the event of accidental ingestion, supportive

measures should be carried out.

Storage : Store below 30°C. For External Use only.

Presentation : White, smooth, homogeneous and water-
miscible cream in 15g collapsible aluminium tube.

KEEP ALL MEDICINES OUT OF REACH OF CHILDREN
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Shelf-life : The expiry date is indicated.on the packaging.
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