Patient Information leaflet (PIL)
Tinasil® 1% Cream
Terbinafine Hydrochloride

Read all of this leaflet carefully before you start using this medicine because it contains

important information for you (POM).

e Keep this leaflet. You may need to read it again.

e If you have any further questions, ask your doctor or pharmacist.

e This medicine has been prescribed for you only. Do not pass it on to others. It may harm
them, even if their symptoms are the same as yours.

e If any of the side effects get serious, talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet.

In this leaflet:
What Tinasil is and what it is used for.

Before you use Tinasil.

How to use Tinasil.

Possible side effects.

How to store Tinasil.

Contents of the pack and other further information.
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1. What Tinasil is and what it is used for

Pharmacotherapeutic group:
Antifungal.

Therapeutic indications:
Broad- spectrum antifungal agent, for the treatment of fungal infections of the skin.

2. Before you use Tinasil

Do not use Tinasil if:
(xI You are sensitive to any of its ingredients.
You are breastfeeding.

Do not use the medicine without consulting a doctor before commencing treatment if:
(%I You are pregnant or planning to become pregnant.

Warnings:
I Do not use this medicine frequently, or for a prolonged period of time, without consulting your doctor.

I If you are sensitive to any type of food or medicine, inform your doctor before
commencing treatment with this medicine.

Drug interactions:

If you are using another medicine 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.

Do not apply another medicine to the treated area.

Important information about some of the ingredients in this medicine:
The cream contains:
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Cetostearyl alcohol which may cause local skin reactions (e.g. contact dermatitis).
Benzyl alcohol which may cause allergic reactions.
Propylene glycol which may cause skin irritation.

. How to use Tinasil
Recommended dosage unless otherwise prescribed by your doctor:

v" Fungal infection which appears between the toes (Tinea Pedis), Tinea Cruis, Tinus Corporis: apply

once a day, for one week.
v" Fungal infection which appears on the foot sole and/or the sides of the foot {Plantar-type Tinea
Pedis (Moccasin Type)}: apply twice daily for two weeks.

v’ Pityriasis versicolor (sun fungus): apply once or twice a day, for two weeks.
Moisture enhances fungal growth; therefore the affected area should be kept dry.
The affected area must be washed and dried thoroughly before each application of the medicine.
The medicine should be gently massaged into the affected area and around it.
When treating the feet, it is best to wear cotton socks, and refrain from wearing socks made of wool
or synthetic materials. It is best to change socks several times a day (depending on the amount of
sweat). During the appropriate seasons, it is recommended to wear sandals without socks.
When treating between skin folds, you can cover the area with gauze, especially at night. The gauze
should be replaced every application.
Wash your hands after every application to the affected area. Do not scratch the area.
Do not exceed the recommended dosage.
This medicine is intended for use in adults and children above the age of 12.
The cream should be applied during the recommended period, even of an improvement occurs after
a few days. Usually an improvement can be seen after a few days yet the infection may recur if the
cream is not applied as recommended or for the recommended period of time.
If there is no improvement in your condition within a week, refer to your doctor.
If you forget to apply the cream at the specified time, apply as soon as you remember and continue
with the regular schedule. If you remember only at the next scheduled application, apply the regular
dose. Do not apply a double dose to compensate for a forgotten dose.

Attention!

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

Avoid contact with the eyes, nose, mouth or other mucous membranes. In case of contact
with the eyes, rinse thoroughly with water. Refer to your doctor if you still feel
discomfort.

Avoid infant contact with skin treated with this medicine.

Because the infection may be contageous, make sure an individual towel is used, and in
order to prevent recurrent infection, it should be washed frequently.

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 are used an overdose, or if a child has accidentally swallowed this 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! Do not use this
medicine in the dark! Check the label and the dose each time you use your medicine.
Wear glasses if you need them.

If you have any further questions on the use of this product, ask your doctor or
pharmacist.



4. Possible Side Effects:

Like all medicines, Tinasil can cause side effects, although not everybody gets them. Such
as: Itching and skin peeling.

Side effects that are not common:
Bruised, scabs and skin disorders, change of skin tone, redness, burning sensation and skin
pain, pin and irritation at the site of application.

Rare side effects: dryness of skin, eczema.

Side effects which require special attention:

Discontinue treatment and refer to your doctor in the event that you experience the
following symptoms that may be symptoms of allergic reactions: difficulty breathing and
swallowing, swelling of the face, lips, tongue, or throat, sever skin itching accompanied
with redness or raised blisterers.

Reporting of side effects

« If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

«¢+ To report any side effect(s) directly to ministry of health, using the on-line reporting form at the
following link: https://www.pharmacy.moh.ps/index/Form/Language/ar & to the company web site
https://www.beitjalapharma.com

5. How to store Tinasil

o Keep the medicine out of the reach of children.

e The cream is good for use for 30 days after first opening of the tube.

e Store in the original container at temperature between 15-30°C, protect from freezing.

e Do not use this medicine after the expiry date shown on the carton. The expiry date refers
to the last day of that month.

¢ Do not throw away any medicines via waste water or household waste. Ask your
pharmacist how to throw away medicines you no longer use. These measures will help
protect the environment.

6. Contents of the pack & other further information:

What Tinasil contains:
The active ingredient: Terbinafine Hydrochloride 1%
Benzyl alcohol as preservative.

What Tinasil looks like and contents of the pack:
Tinasil 1% Cream is a white, homogeneous, consistent thick cream. It is available in a box
contains an aluminum tube of 15 g.

Marketing authorization holder and manufacturer:
Product Licence held and manufactured by

B
Beit Jala Pharmaceutical Co.

81, Al-Madaress Str.

P.0.Box 58

Beit Jala - Palestine

http: //www.beitjalapharma.com

This leaflet was last revised in June 2019, version number 1409080-3


https://www.pharmacy.moh.ps/index/Form/Language/ar
https://www.beitjalapharma.com/
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