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Patient Package Insert In Accordance With The Pharmacists' Regulations (Preparations,

The dispensing of this medicine requires a doctor’s prescription.
Read this package insert carefully in its entirety
before using this medicine:

PROTELOS

granules for oral suspension

Each sachet contains:

Active ingredient: Strontium ranelate 2g

Inactive ingredients: Aspertame (E 951), Maltodextrin, Mannitol.
Contains Aspertame.

Therapetic activity:

PROTELOS is a non-hormonal medicine used to treat osteoporosis in postmenopausal
women. PROTELOS works by reducing bone breakdown and stimulating rebuilding of bone.
PROTELOS reduces the risk of fructure at the spine and at the hip.

When should the product not be used?

Do not use if you are allergic (hypersensitive) to any of the ingredients. |

Do not use this medicine without prior consultation with a doctor:

if you have severe kidney disease.

if you are being treated or have been treated for blood clots.

if you are confined to bed or if you are to undergo an operation. The risk of vein thrombosis
(blood clots) in the leg may be increased in the event of lengthy immobilisation.
PROTELOS is not intended for use in children and adolescents (below the age of 18).
PROTELOS is intended for use in postmenopausal women. It is not intended for use in
pregnant or breastfeeding women. If you are pregnant or breastfeeding, and you have used
PROTELOS, stop taking it immediately and consult with your doctor.

Warnings:

If you are sensitive to any type of food or medicine inform your doctor before taking this medicine.
PROTELOS contains aspartame. If you suffer from phenylketonuria, consult your doctor
before you start to take this medicine.

Drug Interactions:

If you are taking another medicine, or if you have just finished treatment with another
medicine, you must consult your doctor to avoid risks or inefficacy arising from drug
interactions. Especially with drugs from the following groups:

If you are taking medicines containing calcium, you should wait at least 2 hours before you
take PROTELOS.

If you take antacids (medicines to relieve heartburn) it is recommended to take them at least
2 hours after PROTELOS.

You should stop taking PROTELOS if you have to take oral tetracyclines or quinolones (two
types of antibiotics). You can take PROTELOS again when you have finished taking these
antibiotics.

Side-effects:

In addition to the desired activity of the medicine, adverse reactions may occur during the
course of this medicine, such as: Nausea, diarrhoea, headache, skin irritation, fainting fit,
memory troubles.

These side effects usually disappear soon after the system adapts to the medicine. However,
if they become troublesome or persist, consult your doctor.

Side-effects which require special attention:

Less common effects reported are: blood clots, seizures, vomiting, abdominal pain, oral
irritation (such as mouth ulcers and stomatitis), bone, muscle and/or joint pain, muscle
cramps. If these side effects appear, you should consult with your doctor.

During treatment, if you experience an hypersensitivity syndromes (allergic reactions
including rash, a high temperature and increased levels of liver enzymes seen in blood tests),
itching, hives, blistering, angioedema (such as swollen face, tongue or throat, difficulty in
breathing or swallowing), swelling in limbs, feeling confused, bronchial hyperreactivity
(symptoms include wheezing and shortness of breath) - you should immediately stop taking
PROTELOS and see your doctor!

If you have stopped treatment due to hypersensitivity reactions, you should not resume
treatment with PROTELOS.

In the event that you experience side-effects not mentioned in this leaflet, or if there is any
change in your general health, consult your doctor immediately.
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Recommended dosage, unless otherwise prescribed by your doctor:
Dosage is according to doctor’s instructions only.
Do not exceed the recommended dosage.

Directions for use:

It is recommended that you take PROTELOS at bedtime, preferably at least 2 hours after
food, milk or milk products or calcium supplements. You may lie down immediately after
taking PROTELOS if you wish.

1. Empty the granules from 2. Add water.

the sachet into a glass;

3. Stir until the granules are
evenly dispersed in the
water.

It is important that you mix PROTELOS only with water, and not with any other fluid - milk
and milk products may reduce the absorption of this medicine.

Drink straight away. If for some reason you cannot drink the medicine straight away, make
sure you stir it again before drinking. You should not leave it, after adding it to the water,
more than 24 hours before you drink it.

If you forget to take a dose, take your next dose at the regular time, but do not take a double
dose to make up for forgotten individual doses.

If you took a larger dose than you should, consult your doctor. The doctor might advise you
to drink milk or take antacids to reduce the absorption of the medicine.

How can you contribute to the success of the treatment?

Complete the treatment as instructed by the doctor. The treatment of osteoporosis is usually
prolonged. Your doctor may advise you to take calcium and vitamin D supplements in addition
to PROTELOS. In that case do not take calcium supplements at bedtime, at the same time
as PROTELOS.

Avoid poisoning!

To avoid poisoning, this medicine and all other medicines must be stored in a safe place,
out of reach of children and/or infants. If you have taken an overdose, or if a child has
accidentally swallowed the medicine, proceed immediately to the hospital emergency room
and bring the package of medicine with you. (see also in “Directions for use”)

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

This medicine has been prescribed specifically for the treatment of your ailment; in another
patient it may cause harm. Do not give this medicine to your relatives, neighbours 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 at room temperature, below 30°C.

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 any case of doubt,
consult the pharmacist who dispensed the medicine to you. Do not store different medications
in the same package.

Medicine license number: 142 09 31882

Manufacturer: Les Laboratoires Servier, Neuilly sur Seine, France
Registration Holder: Mediline Ltd., 22, Ben Gurion st., Herzlia.

The format of this leaflet has been determined by the Ministry of Health and its content has
been checked and approved in January 2010.
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