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Patient Information leaflet (PIL)
Encytol® 2 mg Film Coated Tablets
Tolterodine tartrate 2 mg

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

important information for you (POM).

eKeep this leaflet. You may need to read it again.

o[f you have any further questions, ask your doctor or pharmacist.

oThis 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.

o[f 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 Encytol is and what it is used for.

Before you take Encytol.

How to take Encytol.

Possible side effects.

How to store Encytol.

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

Pharmacotherapeutic group:
Muscarinic receptor antagonist.

Therapeutic indications:
A preparation with anti-muscarinic activity intended for the treatment of overactive bladder with
symptoms of urinary frequency, urgency or urge incontinence.

2. Before you take Encytol

Do not take Encytol if:

XY ou are breastfeeding.

XY ou are sensitive to any of its ingredients.

[XlIn patients afflicted with urinary retention, gastrointestinal obstruction, uncontrolled narrow-angle
glaucoma.

Do not take this medicine without consulting a doctor before starting treatment in the

following cases:

[XIf you are pregnant.

[XlIf you are suffering, or have suffered in the past, from impaired function of the eyes (e.g.
glaucoma), the liver, the kidney/urinary tract - in cases of bladder outflow obstruction, risk of
urinary retention and kidney diseases, the digestive system — gastrointestinal disturbances or
obstructive disorders such as pyloric stenosis.

XlIf you are suffering, or have suffered in the past, from arrhythmias or if you are taking medicines
for regulating heart rate.




[XIIf you are suffering, or have suffered in the past, from severe muscle weakness (myasthenia
gravis).
How will this medicine affect your daily life?
Use of this medicine may cause blurred vision and influence reaction time, and therefore caution should be
exercised when engaging in activities such as driving a car and operating dangerous machinery.

Warnings:
[XUse of this medicine may cause blurred vision.

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

Xl Avoid pregnancy during treatment with this medicine. Consult with your doctor regarding
appropriate contraceptive measures.

Important information about some of the ingredients in this medicine:
The tablets contain lactose, which is a type of sugar. If you have been told by your doctor that you
have intolerance to some sugars, contact your doctor before taking this medicinal product.

If you are taking other medicines:

If you are taking another medicine concomitantly or if you have just finished treatment with another

medicine including medicines obtained without a prescription and food supplements, inform your

physician in order to prevent hazards or lack of efficacy resulting from these interactions. This is

especially important for medicines belonging to the following groups:

. Anticholinergic medicines or medicines with anticholinergic activity (such as preparations for
treating stomach convulsions).

. Antibiotic medicines: erythromycin and clarithromycin.

Antifungal medicines: ketoconazole, itraconazole and miconazole.

Cyclosporine.

Vinblastine.

How to take Encytol

Dosage: Dosage is according to doctor's instructions only.

Do not exceed the recommended dosage.

This medicine is not usually intended for use in children.

This medicine is to be taken at specific time intervals as determined by the attending doctor. If you
forget to take this medicine at the specified time, take the dose as soon as you remember, but never
take a double dose to compensate for a missed one!

v' Directions for use: Do not chew! Swallow this medicine with a half glass of water. The medicine
can be taken before or after a meal. Do not halve or crush the tablet.

AN

How can you contribute to the success of the treatment?

Complete the full course of treatment as instructed by the doctor.

Even if there is an improvement in your health, do not discontinue use of this medicine without
consulting your doctor.

Avoid poisoning!

v' 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.

v' Ifyou have taken 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.

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

v" 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, neighbours or acquaintances.

v" 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.




4. Possible Side Effects:

Like all medicines, this medicine can cause side effects, but not everybody gets them.

For example: dryness of the mouth, headache, diarrhea, constipation, abdominal pain, disturbances
in the accommodation of vision, dry eyes, allergic reaction, rapid pulse, edemas, hallucinations,
confusion, memory disturbances.

Side effects that require special attention:
Urinary retention: stop treatment and consult your doctor.

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 Encytol

Keep the medicine out of the reach of children.

Store in the original container at temperature between 15-30 °C.

Do not take this medicine after the expiry date shown on the carton. The expiry date refers to
the last day of that month.
e 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 Encytol contains:
The active substance is Tolterodine tartrate 2 mg equivalent to tolterodine base 1.37 mg

What Encytol looks like and contents of the pack:
Encytol 2 tablets are White oval scored film coated tablets with no discoloration. They are available
in a box containing 30 film coated tablets.

Marketing authorization holder and manufacturer:
Product Licence held by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma .com

Manufactured by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma .com

The information provided applies only to Encytol Tablets.
This leaflet was last revised in May 2019, version number 1401275-1


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