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OTIKON – Olive oil-based ear drops
Intended Use / Purpose: 
Otikon Ear drops (OPTIONAL: auricular drops) in spray for the 
removal of earwax (OPTIONAL: cerumen) AND / OR for maintaining 
of good ear hygiene AND / OR For relieving of local ear pain.

Otikon softens the cerumen and lubricates the canal, thus assists 
in the natural removal of cerumen from the ear canal. In addition, 
Otikon covers the ear canal with an oily layer, creating a physical 
protective coating over the canal that protects it against external dirt, 
debris and contaminants. Together, this aids in relieving of ear pain. 
Recommended use / Indications: Recommended for use as 
part of a regular ear maintenance routine in cases of ear cerumen 
accumulation and/or ear pain. Suitable for children aged five years 
and older. Due to lack of specific clinical evidence in younger children, 
use in children younger than five years of age will be done only 
according to physician or pharmacist recommendation.
The use of the product for more than 30 days is limited to situation 
when there is excessive ear cerumen caused due to excessive 
production of ear cerumen and/or when the ear cerumen self-cleaning 
mechanism is not adequate. 
Ingredients: Olive Oil, Verbascum Thapsus Flores in Olive Oil, 
Calendula Officinalis Flores in Olive Oil, Hypericum Perforatum 
Herbal in Olive Oil, Oleum Lavender, Vitamin E in Sunflower Oil, 
Rosmarinus Officinalis Leaves Extract in Vegetable Oil, Oleum Garlic, 
Carnosic Acid.
When should the product not be used? Do not use the product if 
you are sensitive to any of its ingredients.
Do not use the product in cases of damaged eardrum, secretions or 
bleeding from the outer ear, ear eczema, pregnant or breastfeeding.   
Warnings: For external use only - for application in the ear.
Do not swallow. If the product was accidently swallowed, you should 
approach an emergency room and bring the product’s package with 
you. Do not induce vomiting unless specifically instructed by a doctor. 
Do not apply in the eyes or on mucous membranes or open tissue. 
Avoid eye contact. In case of eye contact, wash your eyes with running 
water for several minutes. If necessary, seek medical attention.  
Side effects: In addition to the desired effect, temporary adverse 
reactions  such as mild local irritation may appear during the use of 
the product. These effects rapidly disappear once accustomed to the 
product. If the skin sensitivity persists, stop the treatment and seek 
medical advice.
Side effects that require special attention: In the event of severe 
irritation, rash or inflammation, discharge or bleeding (that were not 
present prior to using the product) - these are rare; stop using the 
product and seek medical advice.
If you experience side-effect not mentioned in this leaflet, or if you 
experience a change in your general well being, discontinue use of 
the product and consult your physician.
Operating Instructions:
Before first use, it is advised to spray 1-2 short sprays into the sink in 
order to check the spray-head.
1. Shake the bottle.
2. Straighten out the spray nozzle and insert the nozzle tip 
approximately 0.5 cm into the ear canal. Do not push the nozzle into 
the ear.

3. Apply 1-2 brief squirts, each lasting about one second.
4. Wait half a minute and place a small wad of cotton wool in the ear.
5. After spraying, you may tilt your head sideways to speed up the 
penetration of the solution into the ear.
6. After use, fold back the nozzle. 
Dosage:
For removal of earwax:
1 spray daily in each ear. Repeat as much as needed depending 
on the production of access cerumen by the ear. Do not exceed the 
recommended daily dosage. 
Note: for use during periods of time longer than 30 days, refer to the 
Recommended Use / Indications section.
For relief of ear pain: 
Apply 1-2 brief sprays in each ear 3 times per day. Repeat for 5-7 
days or until improvement of symptoms is felt (but no longer than 7 
days). Do not exceed the recommended dosage. 
Notice: The use of the product on children will be done only by an 
adult and under his supervision. 
When used for removal of excess earwax - after using the product 
for over 2 months, a doctor should be consulted to evaluate the ear’s 
condition and the amount of earwax still present in the ear.
When used for the relief of ear pain - if there is no improvement in 
symptoms after 3 days of treatment, consult a doctor. To maintain 
hygiene, the spray-head should be cleaned with a wet wipe or 
washed with hot water after each use.
Storage: Store in a cool and dry place (below 25°C). Keep away from 
direct sunlight. Do not refrigerate and do not freeze. Store the product 
in its original package. Close the package after each use. Do not use 
the product after the expiry date printed on the package. Keep out of 
the reach of children.
Use after first opening: after first opening, the product can be used 
for 3 months, but in any case, no longer then the expiry date printed 
on the package. 

  Manufacturer: Tree of Life Pharma Ltd., VAT # 513071621,
1 Bat-Sheva Street, POB 799, Lod 7110604, Israel.

 Authorized representative in the European community: 
MedNet  EC-REP GmbH, Borkstrasse 10, 48163, Münster, Germany.

Distributor details if applicable

Optional text: 
Cerumen, or “earwax,” is a naturally occurring substance that cleans, 
protects, and lubricates the external auditory canal. Normally, cerumen 
is eliminated or expelled by a self-cleaning mechanism. However, 
cerumen can be accumulated causing undesirable effects including 
pain, hearing loss, itching, sensation of fullness and coughing.
OTIKON is a medical device in form of ear drops with a spray-head for 
convenient and efficient application. The main ingredient in OTIKON 
is olive oil, together with other oils and oily-plant extracts. 
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