KETAZON

NAME AND STRENGTH OF ACTIVE
SUBSTANCE

Each 100 mL contains 2 g of ketoconazole
(Solvent: 0.3%w/w Ethyl alcohol)

PRODUCT DESCRIPTION
A viscous, wine-red coloured liquid.

PHARMACODYNAMICS
Pharmacotherapeutic group: Imidazole and
triazole derivatives.

Ketoconazole is an imidazole-dioxolane
antimycotic, active against yeasts, including
Malassezia (previously called Pityrosporum)
and dermatophytes. Its broad spectrum of
activity is already well known.

PHARMACOKINETICS

Plasma concentrations of ketoconazole were
not detectable following topical administration
of ketoconazole shampoo 2% on the scalp.
Plasma levels were detected after topical
administration of ketoconazole shampoo 2%
on the whole body.

INDICATIONS
Reduction of scaling due to dandruff,
seborrhoeic dermatitis and pityriasis versicolor.

DOSAGE AND ADMINISTRATION

The affected area of the skin or hair should
be washed with KETAZON SHAMPOO, which
should be left on the skin for 3 to 5 minutes
before rinsing.

For treatment of:

Seborrhoeic dermatitis and dandruff:

Apply twice weekly for 2 to 4 weeks.
Pityriasis versicolor: Apply once daily for

up to 5 days.

For prophylaxis:

Once every 1 or 2 weeks as needs to
maintain control.

CONTRAINDICATIONS
Hypersensitivity to ketoconazole, propylene
glycol and any other ingredients.

WARNINGS AND PRECAUTIONS

® In patients who have been on prolonged
treatment with topical corticosteroids, it is
recommended that the steroid therapy be
gradually withdrawn over a period of 2 to
3 weeks, while using ketoconazole
shampoo 2% to prevent any potential
rebound effect.

® Avoid contact with the eyes. If the shampoo
should get into the eyes, they should be
bathed with water.

INTERACTIONS
No interaction studies have been performed.

PREGNANCY AND LACTATION

There are no adequate and well-controlled
studies in pregnant or lactating women.
Plasma concentrations of ketoconazole were
not detectable following topical administration
of ketoconazole shampoo 2% on the scalp of
non-pregnant humans. Plasma levels were
detected after topical administration of
ketoconazole shampoo 2% on the whole body.
There are no known risks associated with the
use of ketoconazole shampoo 2% in pregnancy
or lactation.

EFFECTS ON ABILITY TO DRIVE AND

USE MACHINE

Not relevant.

(For topical use only)

UNDESIRABLE EFFECTS

Summary of Safety Profile

The adverse reactions tabulated below are
classified according to frequency and system
organ, from either clinical trial or post marketing
experiences.

System Frequency Adve_rse
Organ Reactions
Immune system | Rare : Hypersensitivity
disorders
Nervous system | Rare : Dysgeusia
disorders
Infection and Uncommon | : Folliculitis
Infestations
Eye disorders Uncommon | : Increased
lacrimation
Rare : Eye irritation
Skin and Uncommon | : Skin burning
subcutaneous sensation,
tissue disorders alopecia,
dry skin, rash,
hair texture
abnormal
Rare : Skin
exfoliation,
dermatitis
contact, skin
disorder, acne
Not known | : Angioedema,
urticaria, hair
colour changes
General Uncommon | : Application site
disorders reaction/
and pruritus/
administration irritation/
site conditions erythema
Rare : Application site
hypersensitivity/
pustules

OVERDOSE AND TREATMENT

In the event of accidental ingestion, supportive
and symptomatic measures should be carried
out. In order to avoid aspiration, neither emesis
nor gastric lavage should be instigated.
STORAGE CONDITIONS

Store below 30°C, protect from light and heat.
SHELF LIFE

Refer to unit box for shelf-life.

DOSAGE FORMS AND PACKAGING
AVAILABLE

Available in 100 mL per plastic bottle.
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