Patient Package Insert
Prescription only Medicine
Carefully read the entire leaflet before starting use
KETORAL® SHAMPOO

COMPOSITION: Each 1 ml contains 20 mg Ketoconazole.

THERAPEUTIC ACTIVITY: an antifungal

APPROVED INDICATIONS: Antifungal medication for the treatment of seborrhoeic dermatitis and dandruff
resulting from proven fungal infection.

WHEN SHOULD THE PREPARATION NOT BE USED?

In patients with known hypersensitivity to the active ingredient.

DO NOT TAKE THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN: If you are pregnant or breastfeeding
woman.

WARNINGS & PREACAUTIONS: If you are sensitive to any type of food or medicine, inform your doctor before
commencing treatment with this medicine. This medicine is not recommended for infants and children under
the age of 12. As with other shampoo preparations, avoid contact with eyes. In the event that shampoo comes
into contact with the eye area, rinse the eyes with water.

DRUG INTERACTIONS: If you are taking any additional drugs or if you have just finished a course with another
medicine, inform the attending physician, in order to prevent hazards or lack of efficacy arising from drug
interactions. If you are using corticosteroids in cream, ointment or lotion, you may start with Ketoral shampoo
right away, but do not stop using the corticosteroid abrubtly, the skin might react by redness and itching.
Discontinuation of corticosteroids should be done gradually.

Continue your corticosteroid treatment as follows:

- Apply the same quantities for one week.

- Gradually reduce the frequency over a further 1 to 2 week period.

- Then stop using entirely.

- If in doubt, consult your doctor or pharmacist.

SIDE EFFECTS: As with any medicine, use of Ketoral shampoo may cause side effects in some users. Do not
be alarmed when reading the list of side effects. You may not suffer from any of them. Stop treatment with
Ketoral shampoo and refer to a doctor immediately in the event that you detect one of the following. It is
possible that you will need immediate medical attention:

- Allergic reaction, swelling of the face, lips, mouth, tongue or throat that may cause problems with swallowing
or breathing.

- Severe irritation or reddening of the skin where the shampoo has been used or other signs of allergy during
the first few days of treatment.

- Peeling or blistering of the skin.

Uncommon side effects: infection of the hair follicles, increase in production of tears, hair loss or thinning of
the hair, dry skin, skin rash, burning sensation on skin, changes in how your hair feels.

Rare side effects: taste impairment, irritation of the eyes, acne, and flaking skin.

Side effects whose frequency is unknown: Urticaria, changes in hair color. If a side effect occurs, if one of the
side effects worsens or if you suffer from a side effect not mentioned in this leaflet, consult with the doctor.
RECOMMENDED DOSAGE: According to doctor’s instructions only. Unless otherwise prescribed by your
doctor, use the shampoo twice a week for two to four weeks. Do not exceed the recommended dosage. This
medicine is intended for use in adults and in children over 12 years of age.

DIRECTIONS FOR USE: Do not swallow! This is intended for external use only. Avoid contact between this
medicine and the eyes. Wash and lather the infected parts of the skin with Ketoral shampoo and allow the
product to soak in for 3 to 5 minutes before rinsing with water. Make sure you thoroughly lather the skin itself
and not just the hair. Usually a palmful of shampoo suffices for one wash.

MISSED DOSE: If you forget to take this medicine at the specified time, apply the dose as soon as you
remember. If it is closed to your next dose do not apply the missed dose, just apply the next dose at regular
time, but never apply a double dose. If you have missed several doses, inform your doctor immediately.
OVERDOSE: Do not exceed the recommended dose. For external use only. Do not swallow Ketoral shampoo. In
the event that you accidentally swallowed the preparation refer to a doctor. If you accidentally swallowed
Ketoral shampoo, or if a child has accidentally swallowed the medicine, refer immediately to a doctor or
proceed to a hospital emergency room, and bring the package of the medicine with you. Be sure to adhere to
the treatment as recommended by the doctor. Do not take medicines in the dark! Check the label and the dose
each time you apply medicine. Wear glasses if you need them. If you have further questions regarding use of
medicine, consult a doctor or pharmacist.

HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT? Complete the full course of treatment
as instructed by the physician. Even if there is an improvement in your health do not discontinue using this
medicine before consulting your physician.

AVOID POISONING: This medicine contains substances, which can be poisonous or fatal in large doses to
children and/or infants, therefore must be kept out of their reach. This medicine has been prescribed for the
treatment of your illness; it may harm other patients. Do not give this medicine to your relatives, neighbours,
etc. Do not apply medicine in the dark! Check the label and the dose each time you apply your medicine.
STORAGE: Store at temperature not exceeding 25°C. Store the bottle properly closed. Do not use this medicine
after one month of opening. Even if kept in their original container and stored as recommended, medicine may
be kept for a limited period only. Please note the expiry date of the medicine! In case of doubt consult the
pharmacist who dispensed the medicine to you.

PRESENTATION: Box of one bottle of 60 ml.
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