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Each ml contains 22.26 mg of dorzolamide hydrochloride equivalent to 20 mg of dorzolamide.
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For the treatment of elevated intraocular pressure in patients with ocular hypertension,
open-angle glaucoma and in some patients secondary glaucoma.
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2. Qualitative and quantitative composition

Excipient with known effect:
One ml of eye drops solution contains 0.075 mg benzalkonium chloride and one drop
contains about 0.002 mg of benzalkonium chloride.

4.2 Posology and method of administration
Posology

Patients should be instructed to wash their hands before use and avoid allowing the tip of
the container to come into contact with the eye or surrounding structures.

Patients should also be instructed that ocular solutions, Ophthalnic-medications; if

handled improperly, can become contaminated by common bacteria known to cause eye
|nfect|ons Serious damage to the eye and subsequent loss of vision may result from using

Patients should be informed of the correct handling of the containers.

4.8 Undesirable effects

The following adverse reactions have been reported either during clinical trials or during
post-marketing experience with dorzolamide:

[Very common: (2 1/10), Common: (= 1/100 to <1/10), Uncommon: (= 1/1,000 to <1/100),
Rare: (> 1/10,000 to <1/1,000), Not known: (cannot be estimated from the available
data)]

Cardiac disorders. Not known: palpitations, tachycardia

Vascular disorders: Not known: hypertension
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INSTRUCTIONS FOR USE

Before using your TRUSOPT

Before using the medication for the first time, be sure the Safety Strip on the front of
the bottle is unbroken. A gap between the bottle and the cap is normal for an unopened
bottle. (See Figure A).
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Opening Arrows

Safety Strip >

Figure A

Step 1. Wash your hands befere-each-use.

Step 2. Tear off the safety strip to break the seal. See figure B.

Figure B

Step 3. Unscrew the cap by turning in the direction of the arrows on the top of the cap. Do
not pull the cap directly up and away from the bottle. Pulling the cap directly up will keep
your TRUSOPT dispenser from working the right way. See Figure C. Fo-open-the-bettle;

unscrew the cap by turning as indicated by the arrows.

Fimger Push Area *
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Giving your TRUSOPT drops
Step 4. Tilt your head back and pull your lower eyelid down slightly to form a pocket

between your eyelid and your eye. See Figure D.
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Figure D

Step 5. tavertthe-bettle; Turn your TRUSOPT dispenser upside down and press lightly
with the your thumb or index finger over the “Finger Push Area” {as-shows) until a
single drop is € i i placed in your eye. DO
NOT TOUCH YOUR EYE OR EYELID WITH THE DROPPER TIP. See Figure E.

¢ Finger Rush Area

Figure E

Step 6. If the medicine does not drop easily from the TRUSOPT dispenser after you open
it for the first time, replace the cap on the bottle and tighten. Do not over tighten. Remove
the cap by turning the cap in the direction of the arrows on the top of the cap. See Figure F.
This should make the hole on the dispenser tip larger. Do not try to make the hole of the
dispenser tip larger in any other way. The dispenser tip is made to provide a single drop.
Repeat Steps 4 and 5 to give your TRUSOPT drop.
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Replace Remove
cap ! cap *
Figure F

Step 7. If your doctor has told you to use TRUSOPT drops in both eyes, repeat Steps 4
and 5. Repes A, . VAV

After using your TRUSOPT

Step 8. Replace the cap by turning until it is firmly touching your TRUSOPT dispenser
the-bottle.

Do not overtighten or you may damage the TRUSOPT dispenser and cap. See Figure G.

Figure G

After you have used all doses, there will be some TRUSOPT left in the-bettle container.
You should not be concerned since an extra amount of TRUSOPT has been added and you
will get the full amount of TRUSOPT that your doctor prescribed. Do not attempt to
remove the excess medicine from the bettle container.
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