KETOFEN
Eye Drops

Prescription Only Medicine

Composition:

Each ml contains:

Ketotifen Fumarate equivalent to Ketotifen 0.25 mg
Preservative: Benzalkonium chloride

Therapeutic Activity:
Anti-allergic.

Indications:
Ketofen is used to treat eye symptoms of hay fever.

When should not the preparation be used
If you are allergic (hypersensitive) to ketotifen or any of the other ingredients of Ketofen.

Do not take this medicine without consulting a physician before starting
treatment:

olf you are pregnant or breastfeeding

eIn children less than 3 years of age.

How Will This Medicine Affect Your Daily Life:
Ketofen may cause blurred vision or drowsiness. If this happens to you, wait until this has
cleared before driving or operating machinery.

Warnings & Precautions:

e [f you need to apply any other medicinal products to your eyes together with Ketofen,
wait at least 5 minutes between applying each product.
e Ketofen contains benzalkonium chloride and may cause eye irritation.
e [f you wear soft contact lenses you should remove them before using Ketofen as it can
discolour your soft contact lenses. You should wait at least 15 minutes after using Ketofen
before reinserting your contact lenses into your eyes.

eKetofen may increase the effect of alcohol.

Drug Interactions:
olf you are taking another drug concomitantly or if you have just finished treatment with
another medicine, inform the attending physician, in order to prevent hazards or lack of
efficacy arising from drug interactions especially for medicines belonging to the following
groups:

v" Other eye medications: 5 minutes between them.

v' Antidepressants.

v' Antihistamines.

Adverse Effects:

In addition to the desired effects of the medicine, the following adverse reactions may arise
during treatment:




Common (affecting less than 1 in every 10 patients)
Eye irritation or pain e

Inflammation in the eye e

Eye pain, blurred vision, abnormal intolerance to light e

Uncommon (affecting less than 1 in every 100 patients)
Blurred vision when putting drops on the eye e

Dry eye e

Eyelid disorder e

Conjunctivitis e

Increased sensitivity of the eyes to light e

Visible bleeding in white of eye e

Headache e

Drowsiness e

Rash (which may also itch) e

Eczema (itchy, red, burning rash) e

Dry mouth e

Allergic reaction (including swelling of the face and eyelids) and increase in severity of e
existing allergic conditions such as asthma and eczema

If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

Dose & Directions for use:

Dose:

¢ According to physician instructions only. The usual dose for adults, elderly and children
(age 3 and older) is one drop into the affected eye(s) twice a day (in the morning and
evening).

¢ Do not exceed the prescribed dosage.

:Directions for use

1.Wash your hands.
2. Open the bottle. Do not touch the tip after opening the bottle.
3. Lean your head back (Fig. 1).
4. Pull down your lower eyelid with your finger and hold the bottle in your other
hand. Squeeze the bottle so that one drop falls into the eye (Fig. 2).
5. Close your eyes and press the tip of one finger against the corner of the eye for
around 1-2 minutes. This will prevent the drop running through the tear duct into
your throat and most of the drop will remain in the eye (Fig. 3). If necessary repeat
steps 3 to 5 with your other eye.
6. Close the bottle after use.

Fig.2




To Avoid Poisoning:

1. Keep the medicine out of the reach of children.

2. If your child swallowed the medication accidentally, seek help at an emergency
and take the remaining medicine with you.

3. Do not induce vomiting without consulting your physician.

4. Do not use your medication in the dark, always read the label and make sure you
are using the right medication.

5. Always notice the expiry date, and never use the medicine after the mentioned
date.

6. Avoid exposure of the drug to excessive heat and humidity during storage.

7. Do not exceed the prescribed dosage.

Overdose:
There is no danger if you have accidentally taken Ketofen by mouth or if you have used more
than one drop in the eye. If you have any doubt, contact your doctor for advice.

Missed Dose:

eTake the missed dose as soon as you remember, unless it is the time for your next dose, skip
the missed one and continue as your regular dose schedule.

eDo not double the dose to make up the missed dose.

Attention!
For Ophthalmic use only.

Storage:

eStore at temperature between 15 - 25° C, protect from light.
eKetofen eye drops should not be used for longer than 30 days after opening the bottle, write
the date of first opening the bottle on the label and remember to discard after a 30 days use.

Presentation:
A bottle of 5 ml sterile solution.
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	Ketofen eye drops should not be used for longer than 30 days after opening the bottle, write the date of first opening the bottle on the label and remember to discard after a 30 days use.

