Instructions For Use

BETADINE® throat spray

Povidone-lodine (PVP-)

Mundipharma

Pharmaceuticals Ltd. m‘@

Read all of this leaflet carefully because it contains
important information for you.

o Keep this leaflet. You may need lo read it again.

= Ask your pharmacist if you need more information or
advice.

& You must contact a doctor if your symptoms worsen of do
not improve after a few days.

1. What BETADINE® throat spray is and what it is used for ?
BETADINE® throat spray is an Antiseptic that kills bacteria,

viruses and fungi and is indicated for mucosal infections of

the mouth and pharynx including:

+ Stomatitis + Pharyngitis « Tonsillitis + Gingivitis

« Aphthous ulcers + Monilial infections Common colds and

influenza

- For oral hygiene prior, during and after dental
and oral surgery.

2. Packing sizes:
BETADINE® throat spray is available in a pack of 50 ml.

3. Before you use

Confraindications

Do not use BETADINE® throat spray in;

- Palients hypersensitive to iodine or any other of the
ingredients listed in this leaflel.

- Patlents with thyroid disorders (in particular nodular colloid
goiter, endemic goiter and Hashimoto's thyroiditis).

- Patients taking lithium.
- Do not use in children below 6 years of age.

Precautions

- Povidane-lodine should not cover for a long period large
areas of the skin {e.g. not to more than 10% of the total
body surface and for not longer than 14 days) unless strictly
indicated. Even after the end of the treatment (up to 3
months) one should look for the early symptoms of possible
hyperthyroidism and if necessary the thyroid function
should be monitored.

- Special caution is needed when regular applications to
broken skin are made to patients with pre-existing renal
insufficlency.

- For mouth and throat only. Do not swallow.

_ In instance of local irritation or sensitivity, discontinue use.

Interactions

- The concomitant use of products containing enzymatic
component, hydrogen peroxide, silver and taurolidine lead
1o a weakening effect of both substances.

- Simultaneous use with mercury products may lead to the
formation of a substance, which can damage the skin.

- Using this treatment may interfere with tests or thyroid
function and can make a planned treatment of the thyroid
with iodine impossible. After the end of the treatment an
interval of at least 1-2 weeks should be allowed before a
new scinligram is carried out.

- Contamination with Povidone-lodine of several types of
tests for the detection of occult blood in fagces or blood in
urine may produce false-positive results.

Pregnancy and Lactation

During Pregnancy and Lactation, BETADINE® throat spray
should only be used If strictly prescribed by the doctor and
its use should be kept to the absolute minimum.

4. How to use BETADINE® throat spray

Adull, elderly and children over 6 years of age: Topical use
Spray to the mucous membrane of the throat several times
a day (every 3-4 hours).

5. Possible side effects

BETADINE® throat spray may produce mucous irritation of
the mouth as well as hypersensitivity-reaction. In instances
of local irritation or sensitivity discontinue use.

6. How to store BETADINE® throat spray

- Store at or below 25°C.

- Not to be used after the expiry date (see date printed on
the packing). .

- Keep Drugs out of the reach of children.

7. Further information

What does BETADINE® throat spray contain?

Active ingredient : Povidone lodine 0.45% wiv with a
content of 0.045% available iodine.

Excipients: glycerol, menthol, eucalyptus oil, ethanal ,
potassium iedine and purified water.

Manufacturer & Product License Holder:
MUNDIPHARMA PHARMACEUTICALS LTD., 13 Othellos
1., Dhali Industrial Zone, Nicosia, Cyprus.

®: BETADINE is a registered trademark.
Revised January 2014
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