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PATIENT PACKAGE INSERT IN ACCORDANCE WITH
THE PHARMACISTS' REGULATIONS (PREPARATIONS) - 1986

TOPISALEN

Ointment

The dispensing of this medicine requires a doctor's prescription

Read this package insert carefully in its entirety before using
this medicine

Composition:
Active ingredients: Flumethasone pivalate 0.02%
Salicylic acid 3%

Inactive ingredients: Propyl hydroxybenzoate, propylene glycol,
sorbitan monooleate, polyethylene, liquid paraffin.
Therapeutic group:

Flumethasone pivalate is a corticosteroid.

Salicylic acid is a keratolytic agent.

Therapeutic activity:
For the local treatment of corticosteroid responsive dermatoses
especially in hyperkeratotic conditions.

When should the preparation not be used?

Do not use this medicine if you are sensitive to any of its
ingredients, or to aspirin, salicylates, and any other non-
steroidal anti-inflammatory drugs.

In cases of viral infections (e.g. herpes or chickenpox), fungal

infections or tuberculosis of the skin.

Do not take this medicine without consulting a doctor
before starting treatment:
If you are pregnant or breastfeeding.
If you are suffering, or have suffered in the past, from impaired
function of: peripheral vascular system, the liver, the
kidney/urinary tract, the immune system, from diabetes (in
prolonged use).

Warnings:

If you are sensitive to any type of food or medicine, inform
your doctor before commencing treatment with this medicine.
Do not use this medicine for any purpose other than that for
which it was prescribed.

Do not use this medicine on large areas of the skin, open or
infected wounds, inflamed skin, moles or birthmarks.

Do not allow the medicine to come into contact with the eyes.
In case such contact occurs, immediately rinse the eye
thoroughly with water for about 15 minutes.

Take special care when using in children and adolescents.
Use in these age groups should be under the supervision of
a doctor.

When using this medicine for a prolonged period inform your
doctor if suffer from glaucoma, cataract or kidney disease.

Drug interactions:

If you are taking another drug concomitantly or if you have just
finished treatment with another medicine, inform the attending
doctor, in order to prevent hazards or lack of efficacy arising
from drug interactions. This is especially important for medicines
belonging to the following groups: topical medicines for the
treatment of acne, medicines containing alcohol. Any other
preparation or cosmetic product that might cause drying or
peeling of the skin.

Side effects:

In addition to the desired effect of the medicine, adverse
reactions may occur during the course of using this medicine,
for example: redness of the skin, feeling of local warmth and
stinging, irritation or peeling of the skin.

These side effects usually disappear within a short time following

the period of adaptation to the medicine. However, if these
effects persist or are bothersome contact your doctor.

Side effects that require special attention: Local irritation,
rash, infection or inflammation (not evident before treatment
with this medicine) (rare): stop treatment and refer to the doctor.
In the event that you experience side effects not mentioned in
this leaflet, or if there is a change in your general health,
consult your doctor immediately.

Adverse reactions and drug interactions in children and
infants:

Parents must inform the attending doctor about any side effects,
as well as any additional medicine being taken by the child.
See above for details of special side effects and drug
interactions.

Dosage:

Dosage is according to doctor's instructions only.
Recommended dosage unless otherwise prescribed by your
doctor: Apply to the affected area 2-4 times a day. See
"Directions for use".

Do not exceed the recommended dosage.

If there is no improvement in your condition within a week, or
if your condition worsens, refer to your doctor again.

Do not use this medicine in infants and children for more than
2 weeks unless explicitly instructed to do so by your doctor.
Unless instructed by the doctor, avoid using occlusive dressings
(disposable diapers for babies are regarded as such dressings)
on the affected area.

If you forgot to apply this medicine at the scheduled time, apply
it as soon as you remember.

Directions for use:

Wash your hands. Apply an amount sufficient to cover the
affected area. Rub in lightly for absorption of the ointment.
When you are finished, wash your hands thoroughly to rinse
off the ointment.

Attention: Do not swallow! This medicine is intended for
external use only.

Avoid contact of this medicine with the eyes, mucous
membranes (i.e. inside the mouth and nose) (see "Warnings").

Avoid poisoning!

This medicine, and all other medicines, must be stored in a
safe place out of the reach of children and/or infants, to avoid
poisoning. If you have used an overdose, or if a child has
accidentally swallowed the medicine, proceed immediately to
a hospital emergency room and bring the package of the
medicine with you.

Do not induce vomiting unless explicitly instructed to do so by
a doctor!

This medicine has been prescribed for the treatment of your
ailment; in another patient it may cause harm. Do not give
this medicine to your relatives, neighbors or acquaintances.
Do not take medicines in the dark! Check the label and the
dose each time you take your medicine. Wear glasses if you
need them.

Storage:

Store in a cool place.

Even if kept in their original container and stored as
recommended, medicines 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. Do not store different medications in the same package.

License number: 023 58 21362 00

The format of this leaflet was determined by the Ministry of
Health and its content was checked and approved by it
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