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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986
The medicine is dispensed with a doctor’s prescription only
Name, form and strength of the preparation

Xalacom
Eye Drops

Latanoprost 50 mcg/ml
Timolol (as Maleate) 5 mg/ml
The list of inactive and allergenic ingredients in the preparation
is in section 6.

Read this leaflet carefully in its entirety before using this

medicine. This leaflet contains concise information about the

medicine. If you have further questions, refer to the doctor
or pharmacist.

This medicine has been prescribed to treat you. Do not pass

it on to others. It may harm them even if it seems to you that

their medical condition is similar to yours.

This medicine is intended to treat adults above 18 years of

age.

1. WHAT SHOULD | KNOW ABOUT THE MEDICINE?

* Do not use the medicine for more than one month after first
opening the bottle.

* This preparation contains benzalkonium chloride (a
preservative); do not use with contact lenses (see - section
3: "How should you use the medicine?").

For information on side effects, please see section 4.

What is the medicine intended for?

* To reduce intraocular pressure in patients suffering from
open-angle glaucoma and intraocular hypertension that
are not fully responsive to beta blockers.

Therapeutic group:

Latanoprost — a prostaglandin F2 analog.

Timolol - a beta blocker.

2. BEFORE USING THE MEDICINE

Do not use the medicine if:

X you are hypersensitive (allergic) to the active ingredients
or to any of the other ingredients in the medicine.

X you are hypersensitive (allergic) to beta blockers.

X you are suffering, or have suffered in the past, from
respiratory system disturbances such as: asthma, severe
chronic obstructive bronchitis (a severe lung disease that
can be manifested by difficulty breathing, heavy breathing
and/or prolonged cough).

X you are suffering from severe impairment of heart function
or from severe heart rate disturbances.

Do not use this medicine without consulting a doctor before
commencing treatment:

« if you are suffering, or have suffered in the past, from
coronary heart disease (the symptoms can include chest
pain or tightness, breathlessness or choking), heart failure
or low blood pressure.

if you are suffering, or have suffered in the past, from heart
rate disturbances, such as slow heart beat.

« if you are suffering, or have suffered in the past, from angina
(particularly Prinzmetal type).

if you are suffering, or have suffered in the past, from
impaired function of the respiratory system (e.g., asthma
or chronic obstructive pulmonary disease [COPD]).

if you are suffering from a disease that affects normal blood
circulation, such as Raynaud’s syndrome/disease.

if you are suffering, or have suffered in the past, from
diabetes or hypoglycemia, as this medicine may mask signs
of low blood sugar levels.

if you are suffering, or have suffered in the past, from
impaired function of the thyroid, since this medicine may
mask symptoms of hyperthyroidism.

if you are due to undergo eye surgery (including cataract
surgery) or you have had any kind of eye surgery in the
past.

if you are suffering, or have suffered in the past, from eye
problems (such as: eye pain, eye irritation, eye inflammation
or blurred vision).

if you are suffering, or have suffered in the past, from
impaired liver or kidney/urinary system function.

if you are suffering, or have suffered in the past, from an
infection in the eye caused by the herpes virus.

if you suffer from dry eyes.

if you suffer from severe allergic reactions that usually
require hospital treatment.

if you wear contact lenses, please see the instructions for
use of the drops in section 3: "How should you use the
medicine?".

Special warnings regarding use of the medicine

If you are sensitive to any type of food or medicine,
inform the doctor before commencing treatment with the
medicine.

During the course of treatment with this medicine,
pigmentation of the iris should be monitored.

Refer to your doctor in any case of trauma or any other
ocular event or if eye surgery is required.

If you are due to undergo any surgery, inform the doctor that
you are using this preparation, as it may cause a change in
the effect of some medicines used during anesthesia.

HIf you are taking, or have recently taken, other medicines,
including non-prescription medicines and nutritional
supplements, inform the doctor or pharmacist.

Xalacom can affect or be affected when used with other
medicines, including other eye drops for the treatment of
glaucoma.

It is particularly important to tell the doctor or pharmacist if
you are taking:

* prostaglandins, prostaglandin analogues or prostaglandin
derivatives.

beta-blockers.

epinephrine.

medicines used to treat high blood pressure, such as oral
calcium channel blockers, guanethidine, antiarrhythmics
(e.g., amiodarone), digitalis glycosides (e.g,. digoxin) or
parasympathomimetics.

quinidine (used to treat heart rate disturbances and some
types of malaria).

antidepressants (e.g., paroxetine and fluoxetine).

* clonidine.

* medicines to treat diabetes, medicines to treat asthma.
HUse of the medicine and food

Normal diet, food and drink have no effect on when or how
Xalacom is used.

HPregnancy and breastfeeding

Do not use this medicine if you are pregnant. Tell your doctor
immediately if you discover that you are pregnant, if you think
you are pregnant or are planning to become pregnant.

Do not use this medicine if you are breastfeeding.

If you are pregnant or breastfeeding, consult a doctor or
pharmacist before using medicines.

HDriving and use of machines

Use of this medicine may cause temporary disturbed or
blurred vision and therefore requires that caution be exercised
when driving a car, operating dangerous machinery and when
engaging in any activity that requires alertness, until your
vision becomes clear again.

H Important information regarding some of the ingredients
of the medicine

The preparation contains benzalkonium chloride (a preservative)
that may cause eye irritation and can be absorbed by contact
lenses and cause them to become discolored. Avoid contact
between the medicine and soft contact lenses. See section
3: "How should you use the medicine?".

3. HOW SHOULD YOU USE THE MEDICINE?

Always use according to the doctor's instructions!

Check with the doctor or pharmacist if you are uncertain.
The dosage and treatment regimen will be determined by
the doctor only.

The recommended dosage is usually: one drop once a day
in the treated eye(s).

Do not exceed the recommended dose! The effectiveness
of the treatment is reduced if the drops are administered more
than once a day.

Attention: Do not swallow! This medicine is intended for
external use only.

Complete the treatment regimen recommended by the
doctor.

Your doctor may ask you to perform additional cardiovascular
function tests during the course of treatment with this
medicine.

Instructions for use:

To prevent contamination of the solution, ensure that the tip
of the bottle does not come into contact with any surface,
including the finger or eye, and keep the bottle tightly
closed.

* If you wear contact lenses — remove them before using
this preparation. They can be put back in after at least 15
minutes have passed from the time of instilling the medicine
into the eye.

To avoid spreading infection, do not use the same bottle of
medicine for more than one person.

How to use the drops:

Wash your hands. Tilt your head backwards or lie down on
a bed. Using your finger, pull the lower eyelid slightly away
from the eye. Instill the medicine into the space that was
formed and release the lower eyelid.

While closing your eye, press with a finger on the corner of
the eye close to the nose, for about two minutes (this will
help prevent absorption of the active ingredients into the
rest of the body).

Repeat the procedure in the other eye, if the doctor has
instructed you to do so.

After each use, place the protective cap back on the bottle.
After using the medicine, wash your hands thoroughly to
clean off remnants of the medicine.

When using with other eye drops, wait at least 5 minutes
between treatments.

If you accidentally took a higher dosage

If you instilled more than one drop into the eye, you may
experience a little discomfort in the eye; your eye may tear
and become red. These effects should pass but if you are
worried, consult the doctor.

If you or a child accidentally swallowed the medicine,
immediately proceed to a hospital emergency room and
bring the package of the medicine with you. The symptoms
of swallowing significant amounts of the preparation are:
general unwell feeling, abdominal pains, fatigue, flushing,
dizziness and sweating.

If you forgot to take this medicine at the designated time,
continue the treatment with the next dose as planned, but
never take a double dose!

Adhere to the treatment regimen recommended by the
doctor.

Even if there is an improvement in your condition, do not
discontinue treatment with this medicine without consulting
the doctor.

Do not take medicines in the dark! Check the label and dose
each time you take your medicine. Wear glasses if you need
them.

If you have further questions regarding use of the medicine,
consult the doctor or pharmacist.

4. SIDE EFFECTS

As with any medicine, use of the medicine may cause side
effects in some users. Do not be alarmed when reading the list
of side effects. You may not experience any of them.

An important possible side effect is a gradual and permanent
change in eye color. In addition, the medicine may affect heart
function, therefore, if you notice changes in your heart rate or
function, inform the doctor immediately.

An acute allergic reaction, including swelling and edema
of the face and limbs, obstruction of the airways, difficulty
breathing and swallowing, urticaria and itchy rash (widespread
or localized), itching, sudden life-threatening allergic reaction —
refer to the doctor immediately!

Very common side effects (effects that occur in more than
1in 10 patients):

A change in the pigment of the iris (that can develop after
a few months or even years), that may cause a change,
sometimes permanent, in the color of the eye. The change
may be more noticeable when the treatment is in one eye
only and if you have a mixed eye color. There appears to be
no problems associated with the change in eye color. The
eye color change does not continue after treatment with the
medicine is stopped.

Common side effects (effects that occur in 1-10 in 100
patients):

Eye irritation (e.g., burning, itching, stinging, redness,
sensation of a forelgn body in the eye), eye pain.

Ur on side effects (effects that occurin 1-10in 1,000
patients):

Headache, eye inflammation, development of an eye infection,
eye redness, blurred vision, watery eyes, inflammation of the
eyelids, irritation or disruption of the surface of the eye, skin
rash or itching.

Side effects that occur during treatment with medicines that
contain one of the ingredients included in the preparation
and that can also occur when using this medicine:
Development of a viral infection in the eye caused by the herpes
simplex virus, symptoms of an allergic reaction (rash, swelling
and redness of the skin), depression, memory loss, decreased
sex drive, impotence/sexual dysfunction, Peyronie's disease
(curvature of the penis), insomnia, nightmares, dizziness,
tingling or numbness in the skin, changes in blood flow to the
brain, worsening of symptoms of myasthenia gravis, sudden
fainting or feeling faint, changes to the eyelashes and fine
hairs around the treated eye (e.qg., direction, length, thickness,
color or number), swelling around the eye, inflammation of
the iris, inflammation/irritation of the cornea, conjunctivitis,
dry eyes, iris cyst, light sensitivity - photophobia, sunken
eye appearance (deepening of the eye sulcus), ringing in
the ears, worsening of angina in patients suffering from a
heart disease, palpitations, asthma, worsening of preexisting
asthma, sudden asthma attack, shortness of breath, darkening
of the skin around the eye, eyelid skin reactions, joint pain,
muscle pain, chest pains, stroke, sleepiness, decreased
blood glucose levels, masking of hypoglycemia symptoms in
diabetic patients, anorexia, confusion, hallucinations, anxiety,
disorientation, nervousness, eyelid edema, detachment of the
layer below the retina that contains blood vessels, following
a surgical procedure, which may cause: visual disturbances,
decreased corneal sensitivity, dry eyes, damage to the cornea,
drooping of the upper eyelid, double vision.

Slow heart rate, edema (fluid buildup), changes in the rhythm
of the heart, heart failure (heart disease characterized by:
shortness of breath, swelling of the legs and feet), arrhythmias,
heart attack, heart failure, heart block, low blood pressure,
limping, Raynaud's syndrome, cold hands and legs,
constriction of the airways in the lungs (especially in patients
with a preexisting disease), breathing difficulties, pulmonary
edema, cough, respiratory failure, nasal congestion, taste
disturbances, nausea, indigestion, diarrhea, dry mouth,
abdominal pains, vomiting, hair loss, psoriasis-like skin rash
or worsening of psoriasis, muscle weakness, systemic lupus
erythematosus.

In patients with severe damage to the corneal layer, development
of cloudy patches due to calcium build-up/sedimentation.

If a side effect occurs, if any of the side effects worsen or
if you experience side effects not mentioned in this leaflet,
consult with the doctor.

5. HOW SHOULD THE MEDICINE BE STORED?

Avoid poisoning! This medicine and any other medicine should
be kept in a safe place out of the reach of children and/or
infants to avoid poisoning. Do not induce vomiting without
explicit instruction from the doctor.

Do not use the medicine after the expiry date (exp. date) that
appears on the package. The expiry date refers to the last
day of that month.

Storage conditions:

Before opening: Store in a refrigerator, at a temperature
between 2-8°C, protected from light.

After opening: Store at room temperature, below 25°C. Do not
use after 4 weeks of first opening the bottle. Keep the bottle of
medicine in the original outer package to protect from light.
Do not use this medicine if the color of the solution has
changed or if it becomes cloudy.

6. FURTHER INFORMATION

In addition to the active ingredient, the medicine also
contains:

Benzalkonium chloride, Disodium phosphate anhydrous,
Sodium dihydrogen phosphate monohydrate, Sodium
chloride, Water for injections.

What the medicine looks like and the contents of the pack:
2.5 ml clear eye drops solution.

Manufacturer: Pfizer NV/SA, Puurs, Belgium.

License holder: Pfizer Pharmaceuticals Israel Ltd., 9 Shenkar
St., Herzliya Pituach 46725.

This leaflet was checked and approved by the Ministry of
Health in June 2014.

Registration number of the medicine in the National Drug
Registry of the Ministry of Health: 124.62.30356.00
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Benzalkonium chloride, Disodium phosphate anhydrous,
Sodium dihydrogen phosphate monohydrate, Sodium
chloride, Water for injections.
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