Zole Topical Solution (Clotrimazole 1% w/v)

Name and Strength of Active Substance:
Clotrimazole ..., 1% wiv

Description:
Product Description
Clear, colourless viscous liquid.

Pharmacodynamics
The antifungal activity of imidazoles is due to their ability to increase fungal cell membrane
permeability by interfering with the biosynthesis of sterols, particularly ergosterol.

Pharmacokinetics

When applied topically Clotrimazole penetrates the epidermis but there is little if any systemic
absorption. Clotrimazole is metabolised in the liver to inactive compounds and excreted in the
faeces and urine.

Indications
Cutaneous candidiasis, tinea corporis, tinea cruris, tinea pedis and tinea versicolor.

Recommended Dose
Apply gently onto affected and surrounding skin area 2 or 3 times daily continuing for 2-4
weeks.

Route of Administration
Topical

Contraindications
Hypersensitivity to Clotrimazole.

Warning and Precautions
If irritation or sensitivity develops with the use of Clotrimazole, treatment should be
discontinued and appropriate therapy instituted.

Interactions with Other Medicaments
Not known.

Pregnancy & Lactation

There are, no adequate and well controlled studies in pregnant women during the first trimester
of pregnancy because animal reproduction studies are not always predictive of human response,
this drug should be used only if clearly indicated during the first trimester of pregnancy.

Nursing Mothers: It is not known whether this drug is excreted in human milk. Because many
drugs are excreted in human milk, caution should be exercised when clotrimazole is used by a
nursing woman.

Adverse Effects / Undesirable Effects



Local reactions include irritation, burning sensation, contact dermatitis, blister, peeling of skin,
pruritus, urticaria and stinging of skin.

Symptoms and Treatment of Overdose
Acute overdosage with topical application of Clotrimazole is unlikely and would not be
expected to lead to a life-threatening situation.

Effects on Ability to Drive and Use Machine
Not Applicable.

Instructions for Use
Apply thinly to the affected areas 2-3 times daily and rub in.

Storage Condition
Keep container tightly closed. Store below 30°C.

Presentation:
15ml bottle. The filled bottle is packed in a preprinted carton.

Date of Revision:
12" February 2020

Registration Number:
MAL

Manufactured by & Product Registration Holder:
KCK Pharmaceutical Industries Sdn. Bhd.

Plot 61, Bayan Lepas Industrial Park Phase 4,
Lintang Bayan Lepas 1, 11900 Bayan Lepas,

Pulau Pinang, Malaysia



