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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986
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 by it in
October 2012

EXTEROL 5%
Ear Drops

Composition:

Active ingredient and its concentration:

Urea Hydrogen Peroxide 5.0% w/w

Inactive ingredients: 8-Hydroxyquinoline, Glycerol

Indication: An aid for the removal of ear wax.

The wax that forms in the ear tends to break down naturally into
small flakes which are discharged from the ear unnoticed. Some
people produce larger quantities of ear wax, which can build up
and cause a blockage in the ear. This blockage continues to grow
causing a feeling of discomfort and fullness in the ear. Later on, if
the plug formed is not treated, symptoms such as pain, dizziness
and even some loss of hearing, may develop.

The plug of hard wax can be treated by using Exterol drops which
soften and break down the ear wax into small pieces. After using
the drops, the wax can be removed from the ear more easily and
in many cases the need for syringing can be avoided.

The medicine is intended for removal of wax plugs from the ear.

When should the preparation not be used?

Do not use this medicine if there is a known sensitivity to any
of its ingredients.

Do not use if your ear drum is perforated or if there is suspicion
of perforation, or if you feel dizzy, or if you suffer from other ear
impairment (such as, pain, leakage, inflammation, infection or
tinnitus - ringing in the ears).

Do not use for 2-3 days after syringing or after mechanical effort
to dislodge wax, whether using a toothpick, fingernails, or any
other implement — which is definitely not recommended.

Do not use if you are using or have recently used another
preparation in the ear.

Do not use concomitantly with a hearing aid.

Do not use this medicine without consulting a doctor before
starting treatment:
If you are suffering or have suffered in the past from ear
problems.

Warnings: Do not use this medicine frequently or for a prolonged
period without consulting a doctor.

If you are sensitive to any food or medicine, inform your doctor
before using the medicine.

Drug interactions: If you are taking another drug 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.

Side effects: In addition to the desired effect of the medicine,
adverse reactions may occur during the course of taking this
medicine, for example: a bubbling sensation in the ear.

Side effects that require special attention: dizziness, some loss

of hearing, irritation or pain in the ear, unpleasant taste (very rare),
ringing in the ears (rare): 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.

Adverse reactions in children: Parents must inform the attending
doctor about any side effect, as well as any additional medicine
being taken by the child.

See above for details of special side effects.

Recommended dosage unless otherwise prescribed by your
doctor: Up to 5 drops once or twice a day for at least 3-4 days,
or as necessary. Do not exceed the recommended dose. If there
is no improvement in your condition within 3-4 days, refer to
the doctor.

Attention: Do not swallow!

This medicine is intended for external use only.

Avoid contact of the preparation with the eyes. In case of contact
with the eyes, rinse them thoroughly with water.

Directions for use: Wash your hands. To open the bottle, turn the
cap counterclockwise. Lie down or tilt your head so that the ear
being treated faces upward. Gently instill the medicine into the
ear and remain in the same position for a few minutes to enable
the medicine to reach the inside of the ear.

To prevent contamination- make sure that the edge of the bottle
or the tip of the dropper does not touch any surface (including the
hand or the ear). Wipe the excess drops with a tissue. Repeat the
procedure, if necessary, in the other ear. Do not wash the dropper!
Wlpe it with a paper towel and close the bottle tightly.

Do not plug the ears with cotton wool during the treatment
period.

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! Do not give this medicine to your relatives,
neighbors 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: Not above 25°C. Keep the bottle upright, close it well
and return the bottle to the carton. After opening the bottle, do
not keep it for more than 4 weeks.

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. Do not discard the
medicine via wastewater or household waste. Ask the pharmacist
how to dispose of medicines that are no longer needed.
License number: 263224656

Manufacturer: Dermal Labs Ltd., Gosmore, Herts, UK.
License Holder:

Trupharm Marketing 1985 Ltd.,
Poleg Industrial Park, P.O.B. 8105,
Industrial Zone South Netanya.

TRUPHARMNZ

MARKETING 1985 LTD
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