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PATIENT PACKAGE INSERT IN ACCORDANCE WITH
THE PHARMACISTS' REGULATIONS (PREPARATIONS) - 1986
The dispensing of this medicine requires
a doctor's prescription

Read this package insert carefully
in its entirety before using this medicine
The format of this leaflet was determined by
the Ministry of Health and its content was
checked and approved in July 2008

PENTASA

Slow-release granules, 1 grand 2 gr

Composition:

Each sachet of Pentasa 1 gr contains:
5-Aminosalicylic Acid (Mesalazine) 1000 mg

Each sachet of Pentasa 2 gr contains:
5-Aminosalicylic Acid (Mesalazine) 2000 mg
Therapeutic activity:

An anti-inflammatory drug for the treatment of ulcerative
colitis or Crohn’s disease.

When should the preparation not be used?

Do not use this medicine if you are sensitive to any
of its ingredients or to salicylates.

Do not use this medicine if you suffer from a peptic
ulcer, or from bleeding tendencies, or from coagulation
problems.

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: the liver, the kidney/urinary tract,
the digestive system (e.g. pyloristenosis) or the blood
system.

Warnings:

While under treatment with this medicine blood and
urine tests should be performed.

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 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 effectiveness arising from drug interactions.
This is especially important for medicines belonging to
the following groups: anticoagulants, laxatives such as
lactulose, additional medicines for treatment of ulcerative
colitis, medicines that may harm the kidney such as
azathioprine, sulphasalazine, non-steroidal anti-
inflammatory preparations.

Side effects:

In addition to the desired effect of the medicine, adverse
reactions may occur during the course of taking this
medicine, for example: diarrhea, nausea, headache,
vomiting, weakness.

These side effects usually disappear within a short time
following the period of adaptation to the medicine.
Consult your physician if they persist or are bothersome.
Side effects that require special attention:

Kidney damage, bloody diarrhea, fever, skin irritation,
acute abdominal pains and hypersensitivity are all rare
side effects: 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.

Dosage:

Dosage is according to doctor's instructions only.
Recommended adult dosage unless otherwise
prescribed by your doctor:

Ulcerative colitis:

Treatment in acute attack: up to 4 gr a day in divided
doses.

Maintenance treatment: 2 gr once daily.

Crohn’s disease:

Treatment in acute attack and maintenance treatment:
up to 4 gr a day in divided doses.

Do not exceed the recommended dosage.

This medicine is not usually intended for administration
to children and infants unless otherwise specified by
the physician.

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.

Directions for use:

Do not chew!

1. Open the aluminium sachet.

2. Put the contents of the sachet directly into the mouth.

3. Swallow the medicine while drinking the necessary
amount of water or juice.

"How can y_ouRnt_rlbmet_t) the success of the '

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!

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 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.

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, 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: In a cool and dry place.

Close the container tightly to avoid penetration of air
and moisture. 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:

Pentasa 1 gr: 114-57-29591-00

Pentasa 2 gr: 138-91-31560-00

Manufacturer:

Ferring, Switzerland.

License holder:

Ferring Pharmaceuticals Ltd.,

8 Hashita Street, Industrial Park, Caesarea 38900.
Importer:

A. Lapidot Pharmaceuticals Ltd.,

8 Hashita Street, Industrial Park, Caesarea 38900.
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