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Kezoral ®Shampoo

Composition
Ketoconazol 2%

Pharmaceutical Form
Shampoo for topical application to the scalp and

skin.

Indications

Treatment and prophylaxis of infections in which
the yeast Malassezia (Pityrosporum ) is involved,
such as pityriasis versicolor (localized), seborrheic
dermatitis and pityriasis capitis ( dandruff) .

Dosage and Method of Administration

Wash the scalp ( or the affected areas of the skin )
with KEZORAL shampoo 2%, which should be left
for 3 to 5 minutes before rinsing with water .

Treatment
- Pityriasis versicolor : once daily for 5 days.
- Seborrheic dermatitis and pityriasis capitis
(dandruff): Twice every week for 2 to 4 weeks.

Prophylaxis
- Pityriasis versicolor : once daily for 3 days
during a single treatment course before the
summer .
- Seborrheic dermatitis and pityriasis capitis
(dandruff): once every 1 or 2 weeks .

Contraindications
KEZORAL shampoo 2% is contraindicated in

individuals with a known hypersensitivity to any
of its ingredients.

Interactions
None Known.

Pregnancy and Lactation

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

Side Effects
Observed in rare cases:

- Application site hypersensitivity
- Application site pruritus

- Application site irritation

- Application site erythema

- Folliculitis

- Eyes irritation

- Increased lacrimation

- Taste impairment

- Skin disorders

PHARMACOLOGICAL PROPERTIES

Pharmacodynamics Properties

Ketoconazole, a synthetic imidazole doixolane
derivative, has a potent antifungal activity
against dermatophytes, such as Trichophyton
spp. Epidermophyton spp, Microsporum spp.,
and yeasts, such as Candida spp. And Malassezia
spp. ( Pityrosporum spp.) . KEZORAL shampoo
2% rapidly relieves scaling and pruritus, which
are usually associated with seborrheic dermatitis
pityriasis capitis (dandruff) and pityriasis
versicolor.

Pharmacokinetic Properties
Plasma concentration of ketoconazole were not

detectable after topical administration of Kezoral
shampoo 2% on the scalp. Plasma level were
detected after topical administration of KEZORAL
shampoo 2% on the whole body.

Preclinical Safety Date

Preclinical data reveal no special hazard for
humans based on conventional studies including
acute oral and dermal toxicity, primary ocular
irritation, repeat- dose dermal irritation and
dermal toxicity.

Incompatibility
None known.

Storage
Store between 15 - 25 °C.
Away from heat and light.

Packaging
Bottles of 125 ml.

Warnings
For external use only.
Avoid contact with eyes.

instructions is dangerous for you .
2- Keep out of reach of children.

1- Medicament is a product which affects your health, and its consumption contrary to
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