Dorzolamide Timolol

140 x 420 mm Side B

This leaflet format has been determined
by the Ministry of Health and the content
thereof has been checked and approved.
PATIENT PACKAGE INSERT IN
ACCORDANCE WITH THE PHARMACISTS'
REGULATIONS
(PREPARATIONS) - 1986
The dispensing of this medicine requires a
doctor's prescription.
Read the package insert carefully in its
entirety before using this medicine.

DORZOLAMIDE TIMOLOL
TEVA®
Eye Drops

COMPOSITION

Each ml contains:

Dorzolamide

(as hydrochloride) 20mg (2 %)
Timolol (as maleate) 5mg (0.5 %)

Inactive Ingredients

Mannitol, hydroxyethyl cellulose,
sodium citrate dihydrate, benzalkonium
chloride, sodium hydroxide, water for
injection.

Note: This product contains
benzalkonium chloride 0.0075%
(0.147 mg per ml), which may be
deposited in soft contact lenses (See
also "Warnings").

THERAPEUTIC GROUP

Inhibitor of the carbonic anhydrase
enzyme group (dorzolamide) in
combination with a beta blocker
(timolol).

THERAPEUTIC ACTIVITY

For the reduction of elevated intraocular
pressure and for the treatment of
glaucoma.

WHEN SHOULD THE PREPARATION
NOT BE USED?

Do not use this medicine if you are
sensitive to any of its ingredients.
Do not use this medicine if you are
suffering or have suffered in the past
from asthma, obstructive pulmonary
disease, heart failure, slow heart rate
(bradycardia), or severe kidney
problems.

Do not use this medicine if you are
taking oral carbonic anhydrase
inhibitors.

Do not use this medicine if you are
breastfeeding.

Do not take this medicine without
consulting a doctor before starting
treatment if you are pregnant/plan to
become pregnant, if you are suffering
or have suffered in the past from
impaired function of the respiratory
system, the heart, the eyes (e.g. cormneal
defects), history of eye surgery, the
liver, the kidney, the thyroid gland
(abrupt withdrawal of treatment may
exacerbate the symptom of
hyperthyroidism), diabetes or have
suffered spontaneous hypoglycemia
(low blood sugar), history of allergic
problems, including eczema, hives
(pinkish, itchy swellings on the skin),
hay fever, or muscle weakness
(myasthenia gravis).

HOW WILL THIS MEDICINE AFFECT
YOUR DAILY LIFE?

Use of this medicine may cause
drowsiness/blurring of vision or
(double vision). Caution should
therefore be exercised when
engaging in activities such as driving
a car, operating dangerous
machinery, and any other activity
which requires mental alertness
and/or visual acuity.

WARNINGS

Intraocular pressure tests should be
performed during treatment with this
medicine.

If you are sensitive to any type of food
or medicine, especially beta-blockers,
or sulfonamide derivatives, please
inform your doctor before commencing
treatment with this medicine.
If you plan on having any type of
surgery including eye surgery, you
should tell your doctor that you are
using this medicine.

This product contains benzalkonium
chloride as a preservative, which may
be deposited in soft contact lenses.
Therefore this-product should not be
used while wearing these lenses. The
lenses should be removed before using
the drops and should not be reinserted
earlier than 15 minutes at least after
instillation of the drops into the eyes.
If you are using another topical
ophthalmic medication or in the event
you are instructed to use an additional
topical ophthalmic medication, allow
an interval of at least 10 minutes
between the use of the medication and
the instlllatlon of Dorzolamide Timolol
Teva eye drops. If during treatment with
this medicine you are exposed to ocular
damage, such as trauma, infection, or
ocular surgery, you should immediately
seek your doctor’s advice regarding
the continued use of the medicine. If
during treatment with this medicine eye
irritation or any other new eye problem
develops such as redness of the eye
or swelling of the eyelids, refer to your
doctor immediately.

If you suspect that the product is
causing an allergic reaction (e.g., skin
rash or itching), stop its use and contact
your doctor immediately.

DRUG INTERACTIONS

If you are taking another drug
concomitantly, or if you have just
finished treatment with another
medicine, including other ophthalmic
medicines, and medicines obtained
without prescription, you must inform
the attending doctor in order to prevent
hazards or lack of efficacy arising from
drug interactions.

This is especially important for
medicines belonging to the following
groups: aspirin in high doses,
antihypertensive drugs (e.g. as
clonidine), anti-asthmatic medications,
medicines for heart disease (e.g.
guanidine, dioxin), medicines for the
treatment of glaucoma especially those
belonging to carbonic anhydrase
inhibitors, oral beta blockers (e.g.
propranolol), calcium channel blockers
(e.g. nifedipine), antidepressants
belonging to SSRI group (e.g.
fluoxetine), injectable epinephrine.

SIDE EFFECTS
In addition to the desired effect of the

medicine, adverse reactions may occur
during the course of taking this
medicine, for example: burning, stinging
and dryness of the eye, blurred
vision/visual changes, redness of the
eye, itching, tearing, feeling of the
presence of foreign body in the eye,
headache, nosebleed, dry mouth,
dizziness, fatigue, ringing or buzzing
in the ears, anesthesia; nausea,
vomiting, diarrhea, irregular heartbeat
and a slowing of your heart rate,
numbness or tingling in the fingers or
toes, hair loss or thinning, bitter taste
in the mouth.

Effects that require special attention
Conjunctivitis and keratitis, inflammation
of the eyelids (swelling, crusting and
irritation); symptoms of hypersensitivity
to the drug such as edema in the face
and throat accompanied by difficulties
in breathing and swallowing, urticaria
and itching, asthenia (weakness) or
increased fatigue, fever accompanied
with sore throat, muscle or joint pain
(rare): stop treatment and refer to the
doctor immediately!

Eye infection, eye injury (rare): stop
treatment and refer to your doctor
immediately!

Slowing or irregular heart rate, difficulty
in breathing (rare): stop treatment and
refer to your doctor immediately. Myopia
(shortsightedness) (rare): refer to the
doctor immediately!

Chest pain, edema, dizziness,
confusion, diarrhea, blurred vision, skin
rash (rare): refer to your doctor
immediately!

In the event that you experience side
effects not mentioned in this leaflet,
or if there is a change n your general
health, consult your doctor
immediately.

DOSAGE

According to doctor's instructions only.
Recommended dosage unless
otherwise prescribed by your doctor: 1
drop to be instilled in the affected eye
in the morning and 1 drop in the
evening.

Do not exceed the recommended
dosage.

This medicine is not usually intended
for administration to infants and
children.

This medicine is to be taken at specific
time intervals as determined by the
attending doctor.

If you forget to use this medicine at the
specified time, instill the dose as soon
as you remember. However, if it is
almost time for the next dose, skip the
missed dose and resume your regular
dosing schedule

ATTENTION!

Do not swallow!

This medicine is intended for external
use only.

DIRECTIONS FOR USE
Wash your hands thoroughly. Tilt back
your head or lie down on a bed and
with the aid of a finger pull the lower
eyelid slightly away from the eye. Instill
the medicine into the gap and keep
your eyes closed for 1-2 minutes. Try
not to blink.

To prevent contamination of eye drops,
take care not to allow the tip of the
bottle to come into contact with any
surface including the finger and the eye
itself, and close the bottle tightly after
use.

» HOW CAN YOU CONTRIBUTE T
'THE SUCCESS OF TH
| TREATMENT?

Complete the full course of treatment
as instructed by the doctor.

Even if there is an improvement in your
health, do not discontinue use of this
medicine before consulting your doctor.

moO

Avoid Poisoning!

This medicine, and all other medicines,
must be stored in a safe place out of
the reach of children and/or infants, in
order 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!
This medicine has been prescribed for
the treatment of your ailment; in another
patient it may cause harm.

Do not give this medicine to your
relatives, neighbours 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

Store this medicine below 25°C, in a
dark place. Do not refrigerate or freeze.
Close firmly to prevent penetration of
air.

Do not use this medicine for more than
one month after the bottle is first
opened.

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.

Drug Reg.No.: 140 91 31699 00

yELVA

Manufacturer:

Teva Pharmaceutical Works,

Private Limited Company, Hungary.
Licence holder:

Abic Marketing Ltd.,

P.O. Box 8077, Netanya 121
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(as hydrochloride) 20 mg (2 %)
Timolol (as maleate) 5 mg (0.5 %)
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Mannitol, hydroxyethy! cellulose, sodium
citrate dihydrate, benzalkonium chloride,
sodium hydroxide, water for injection.
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