Patient Information Leaflet

Nystalocal® Cream

This is a medicament

Medicament is a product which affects your health and its consumption contrary to
instructions is dangerous for you. Follow strictly the doctor’s prescription, the method
of use and the instruction of the pharmacist who sold the medicament.

—The doctor and the pharmacist are the experts in medicines, their benefits and risks.
— Do not by yourself interrupt the period of treatment prescribed.

— Do not repeat the same prescription without consulting your doctor.

Keep all medicaments out of reach of children.

What is Nystalocal and when is it used?

Nystalocal is especially effective against yeast infections of the skin and mu-
cous membranes. It is prescribed for the treatment of microbial (especially fungal
[Candida]), super-infected, inflammatory, and weeping skin and mucous membrane
diseases.

Nystalocal can be used to treat inflammation due to nappy rash, inflammation of the
external female genitals, inflammation of the penis and anal eczema.

When must Nystalocal not be used?

Nystalocal must not be used by patients with known hypersensitivity towards one of
the ingredients. Nystalocal must not be applied to the eye region or to open wounds or
purulent inflammations.

Treatment with Nystalocal is not suitable if you are suffering from a herpes infection
(e.g. fever blisters), chicken pox (variola) or dermal tuberculosis.

When is caution advised during the use of Nystalocal?

Nystalocal is a highly effective medicine. Do not exceed the duration of treatment pre-
scribed by your doctor, normally 2 — 3 weeks, otherwise damage to the skin may occur.
If a skin disease does not respond to treatment within a few days or becomes worse,
please consult your physician. This could be due to infection from insensitive patho-
gens or an allergy. In the event of hypersensitivity (itching, severe burning), stop using
the medicine and consult your physician. Also inform your doctor if you experience
severe atrophy of the skin or skin damage.

Prolonged application or application to larger areas (more than 10 % of the body sur-
face), and application to highly absorbent areas of skin (open wounds, abraded skin,
skin folds, in the bends of joints, between fingers and/or toes, skin/mucous membrane
layers, around the eyes) must be avoided.

During the treatment of nappy rash, tight-fitting or plastic nappies will promote the ab-
sorption of the active substance into the blood stream. Therefore, cloth diapers without
plastic pants should be used whenever possible.

Nystalocal should be used with caution in children and must not be applied for prolon-
ged periods or to large surfaces.

Use Nystalocal only to treat the skin disease for which it has been prescribed, and not
for other subsequent skin disorders. Do not give this medication to other people. Inform
your physician or pharmacist if you are suffering from other diseases, have allergies, or
are using any other form of medication (internal or external) including non-prescription
(over-the-counter) medication.

Can Nystalocal be used during pregnancy or whilst breast-feeding?
Your doctor should decide as to whether you can use Nystalocal during pregnancy
or breast-feeding.

How do you use Nystalocal?

Unless prescribed otherwise by the physician, apply a thin layer of Nystalocal to
the affected area 2 — 3 times daily. Do not change the prescribed dosage. Please
consult your doctor or pharmacist if you think that the medicine is too strong or too
weak.

What are the possible side effects of Nystalocal?

Local, undesirable effects, such as skin irritation, burning, itching, dryness and hy-
persensitivity reactions can occur.

Atrophy of the treated area of skin, dilation of small, superficial blood vessels and the
formation of blue-reddish striae may occur after prolonged use.

In the case of children, infants and young children in particular, it should be noted
that the active substance is absorbed in increasing quantities into the blood stream
so that growth disorders and other effects can occur after prolonged application.

Other points to note

Keep the medicine out of the reach of children. Do not store above 25 °C.

The medicine can only be used up to the expiry date “EXP” indicated on the package.
Please consult your physician or your pharmacist for more detailed information.

What does Nystalocal contain?

1 g cream contains:

Active substances: Nystatin 100 000 IU, Dexamethasone 1.0 mg, Chlorhexidine dihy-
drochloride 11.5 mg.

Excipients: Disodium edetas, Macrogol 4000 and Macrogol 400

Where can you obtain Nystalocal?

What pack sizes are available?

Nystalocal cream is available in original pack size of 20 g from pharmacies on pre-
scription only.

Manufactured by:
Glaropharm AG, Im Sandli 2, 8756 Mitlodi, Switzerland

For:

s+ medinova
Medinova AG, Eggbuhlstr. 28, 8050 Zurich, Switzerland
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