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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 the package insert carefully in its entirety before using
this medicine.

Katadolon®PR 400 mg

Prolonged release tablets

COMPOSITION

Each tablet contains:

Flupirtine maleate  400mg

Inactive Ingredients

Microcrystalline cellulose, Calcium hydrogen phosphate
dihydrate, Croscarmellose sodium, Polyacrylate dispersion
30%, Talc, Hypromellose (Hydroxypropylmethyl cellulose),
Iron oxide, yellow (E 172), Magnesium stearate, Silica
colloidal anhydrous.

Each tablet contain 34.94 mg sodium.

THERAPEUTIC GROUP

Non-opioid analgesic acting on the central nervous
system, belonging to the group of selective neuronal
potassium channel openers (SNEPCO).
THERAPEUTIC ACTIVITY

Analgesic for the treatment of acute and chronic pain
like painful muscular tonus of skeletal and motoric
system.

WHEN SHOULD THE PREPARATION NOT BE
USED?

Do not use this medicine if you are pregnant or
breastfeeding.

Do not use this medicine if you are sensitive to any
ingredient of this preparation.

Do not use this medicine in patients at risk of hepatic
encephalopathy, or in cholestatic patients, since
motoric or cerebral dysfunctions may appear or be
intensified in such patients.

Do not use this medicine in patients suffering from
myasthenia gravis; since this medicine reduces
muscular tonus.

Do not use this medicine in patients with hepatic
diseases or alcohol addiction, since this medicine
is mostly metabolized in the liver.

In patients who suffer from earing noises, there is
a possibility of higher risk of elevation in hepatic
enzyme levels.

Do not use this medicine in children.

Do not use this medicine in patients with low blood
protein levels (hypoalbuminemia) since no studies
with Katadolon®PR have been performed in this
patient group.

Do not take this medicine without consulting a
doctor before starting treatment if you are suffering
or have suffered in the past from impaired function of
the liver (hepatic enzyme levels should be monitored),
kidney/urinary tract (creatinine clearance should be
monitored), vascular system (e.g. blood clotting, etc.),
in patients above 65 years of age or in patients with
reduced kidney function.

HOW WILL THIS MEDICINE AFFECT YOUR DAILY
LIFE?
Use of this medicine may impair alertness and cause
dizziness; therefore caution should be exercised
when driving a car, operating dangerous machinery,
or in any other activity which requires alertness.
Do not consume wine or alcoholic beverages during
treatment with this medicine.

WARNINGS

When using this medicine, the results of strip test for
bilirubin, urobilinogen and protein in urine may be
distorted. Also, the results of bilirubin concentration in
the blood may be unreliable.

Monitoring of prothrombin time value (PT) should be
performed during treatment with this medicine.
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 concomitantly another drug prescribed
to you or being purchased without prescription, 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.
This is especially important for medicines belonging
to the following groups: antithrombotic medications
(e.g. warfarin)-the effects of the antithrombotic

medicines may be intensified, and therefore prothrombin
time value (PT) should be regularly monitored in these
patients. Sedatives, medicines that reduce muscular
tonus, alcohol: effects on muscle relaxation may be
intensified. Diazepam, paracetamol and carbamazepine
(combination of these medicines with Katadolon®PR
should be avoided), other medicines metabolized in
the liver-hepatic enzymes should be regularly
monitored.

SIDE EFFECTS

In addition to the desired effect of the medicine, adverse
reactions may occur during the course of taking this
medicine.

Effects that require special attention

Very common: tiredness especially following initiation
of treatment.

Common: dizziness, heartburn, nausea/vomiting,
stomach complaints, constipation, sleep disorders,
sweating, lack of appetite, depression, tremor,
headaches, dry mouth , anxiety (nervousness,
flatulence, diarrhea).

Irregular frequency: confusion, vision disorders, allergic
reactions. Such reactions when appearing along with
temperature rise may sometimes demonstrate
themselves as rash, hives (itching rash) and pruritus.
Very rare: hepatic side effects: elevated level of hepatic
enzymes (mostly, the values come back to normal
after Katadolon® PR administration is stopped), hepatitis
(liver inflammation) and jaundice.

Unknown frequency: cases of liver failure have been
reported.

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.

This medicine may cause a change in urine color to
green; this change should not cause any concern.

DOSAGE

Dosage is according to doctor's instructions only. Do
not exceed the recommended dose.

This medicine is not intended for administration to
children.

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.

If you have mistakenly taken a double dose refer to
your doctor immediately.

If you feel that the effect of this medicine is too strong
or too weak, refer to your doctor.

DIRECTIONS FOR USE

Do not chew! Swallow the medicine with enough
amount of fluid (preferably water).

If possible, it is recommended to start treatment in the
evening.

Avoid Poisoning!

This medicine and all other medicines must be stored
in a safe place out of the reach of children and/or
infants, in order 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

Store in a dry place, below 25°C. Store in the original
carton package in order to protect from light.
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.

Drug Registration No.: 145 60 33220 00

Manufacturer

PLIVA Krakow S.A., Krakow, Poland.
Licence Holder

Salomon Levin & Elstein Ltd

P.0.Box 3696, Petach Tikva. 0211
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30%, Talc, Hypromellose (Hydroxypropylmethyl cellulose),
Iron oxide, yellow (E 172), Magnesium stearate, Silica
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Microcrystalline cellulose, Calcium hydrogen phosphate

dihydrate, Croscarmellose sodium, Polyacrylate dispersion

30%, Talc, Hypromellose (Hydroxypropylmethyl cellulose),

Iron oxide, yellow (E 172), Magnesium stearate, Silica
colloidal anhydrous.
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