Package leaflet: Information for the user

Crystal Vision 3 mg/ml eye drops, solution

hypromellose

Read all of this leaflet carefully before you start using this medicine because it contains

important information for you.

- Keep this leaflet. You may need to read it again.

- If you need further information or advice, ask your pharmacist.

- If you get any side effects, tell your doctor or pharmacist. This also includes any possible side
effects not described in this leaflet. See section 4.

- If you do not feel better or your condition worsens, you should seek medical attention.

What this leaflet contains

What Crystal Vision eye drops are and what they are used for
What you should know before using Crystal Vision eye drops
How Crystal Vision eye drops is given

Possible side effects

How to store Crystal Vision eye drops

Contents of the package and additional information
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1. What Crystal Vision eye drops is and what it is used for

The medicinal product Crystal Vision eye drops, solution contains the active substance hypromellose,
which acts as a lubricant for the treatment of dry eye symptoms. It is a substitute and soothing solution
that is used as an artificial tear when the eyes are deprived of tears.

Your eyes normally produce enough natural tears to keep them moving easily and comfortably. If your
eyes don't produce enough tears, they can become dry, red, and painful.

Crystal Vision eye drops keep the surface of the eye lubricated (moist) when tear production is less
than normal, and have a refreshing, cooling effect. The hypromellose in these drops increases the
density of the solution, which has a wetting effect and helps the solution stay in contact with your eye
for a longer period of time.

Crystal Vision eye drops can be used by children, adults and the elderly.

Crystal Vision eye drops can be used simultaneously with all types of contact lenses.

2. What you should know before using Crystal Vision eye drops
Do not use Crystal Vision eye drops if:
. you are allergic to hypromellose or any of the other ingredients of this medicine (listed in

section 6).

Warnings and precautions
Talk to your doctor or pharmacist before using Crystal Vision eye drops.

If your eyes continue to feel dry and painful despite treatment, stop using the drops and consult your
doctor.

To avoid infections, do not let the tip of the bottle touch the eye or anything else.

Other medicines and Crystal Vision eye drops



Tell your doctor or pharmacist if you are taking, have recently taken or might take any other
medicines, including those obtained without a prescription.

There are no data on drug interactions.

If other eye drops/ointments are used together with the medicinal product, the effect of the first
medicinal product applied may be affected as it may be diluted or displaced from the eye when the
next product is applied. For this reason, there should be an interval between applications of
approximately 15 minutes, and Crystal Vision should be applied last to achieve a long-lasting
moisturizing effect.

Pregnancy, breast-feeding and fertility
If you are pregnant or breast-feeding, think you may be pregnant or are planning to become pregnant,
ask your doctor or pharmacist for advice before using this medicine.

There is no risk associated with the use of Crystal Vision eye drops during pregnancy and breast-
feeding, as hypromellose is not resorbed and therefore does not enter the human body.

Driving and using machines
All eye drops may cause short-term blurred vision on first use, so you should wait until your vision
has recovered before driving or operating machinery.

3. How Crystal Vision eye drops is given

Always use this medicine exactly as described in this leaflet or as your doctor or pharmacist has told
you. If you are not sure, ask your doctor or pharmacist.

Dosage
Unless otherwise prescribed, one drop is placed in the conjunctival sac (inner corner of the eye) 3t0 5

times daily, or more often as needed to achieve adequate moistening.

The treatment of "dry eye syndrome" requires an individual dosage regimen, which is recommended to
be consulted with an ophthalmologist.

Instructions for use

Wash your hands before using your drops

Sit in front of the mirror to see what you are doing

Tilt your head back and look up.

Gently pull down the lower eyelid until a small pocket is formed.

Turn the bottle upside down and squeeze it to release one drop at the inner corner of the eye (see
picture).
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Be careful not to touch the dropper with your eye or fingers.
6. Release the lower eyelid, close the eye and move it in all directions so that the liquid is distributed
evenly.



7. Repeat the procedure for the other eye.
8. When finished, close the bottle tightly with the cap.

Those using soft contact lenses should remove them before applying Crystal Vision eye drops.

If you have used more Crystal Vision eye drops than you should

There have been no cases of overdose with hypromellose when applied to the eye.

If you accidentally use more than the recommended dose, it may cause some blurring of vision, which
will soon pass.

If you miss using Crystal Vision eye drops
Do not use a double dose to make up for a missed dose.

If you have any further questions related to the use of this medicine, ask your doctor or pharmacist.

4. Possible side effects
Like all medicines, this medicine can cause side effects, although not everyone gets them.
The following side effects can be observed when using eye drops containing hypromellose:

Very rare side effects (may affect up to 1 in 10,000 people)
- Hypersensitivity reactions in the eye area (allergic reactions).

Adverse reactions with an unknown frequency (cannot be estimated from the available data)
- Short-term blurred vision or a slight burning or stinging sensation immediately after instillation.

If you experience a hypersensitivity reaction or eye irritation during treatment, please discontinue
treatment and consult your doctor.

Reporting adverse reactions

If you get any side effects, tell your doctor, pharmacist or nurse. This includes all possible side effects
not described in this leaflet. You can also report side effects directly by:

Bulgarian Drug Agency

8 Damyan Gruev Street

1303 Sofia

Tel.: +359 28903417

website: www.bda.bg.

By reporting side effects, you can contribute to getting more information about the safety of this
medicine.

5. How to store Crystal Vision eye drops

Keep out of the reach of children.
Store below 25°C.

Do not use this medicine after the expiration date marked on the carton after the "EXP ... ". The
expiration date corresponds to the last day of the specified month.
After first opening the package, you can use this medicine for 28 days.

Do not throw away any medicines via wasterwater in household waste. Ask your pharmacist how to
throw away medicines you no longer use. These measures will help protect the environment.



6. Contents of the pack and other information

What Crystal Vision eye drops, solution contains:

- The active substance is hypromellose. One ml of solution contains 3 mg of hypromellose.

- The other ingredients are: sodium chloride; potassium chloride; boric acid; sodium perborate,
hydrated; diethylene triamine penta (methylene phosphonic acid); hydrochloric acid; water for
injections.

What Crystal Vision eye drops, solution looks like and what the package contains:

Eye drops, solution.

Colourless to pale yellow solution, free of visible particles, with pH 6.0 to 7.5 and an osmolality of
200 to 240 mOsmol/kg.

White low-density polyethylene (LDPE) bottle with a dropper applicator, closed with a tamper-proof
screw cap with a protective ring.
1 (one) bottle of 10 ml along with a patient leaflet is packed in a cardboard box.

Marketing Authorisation Holder
Antibiotic-Razgrad AD

Office 201, 68 “Aprilsko vastanie” Blvd.
7200 Razgrad, Bulgaria

Manufacturer
Balkanpharma-Razgrad AD
68 “Aprilsko vastanie” Blvd.
7200 Razgrad, Bulgaria

For further information about this medicinal product, please contact the local representative of the
Marketing Authorisation Holder:

Antibiotic-Razgrad AD

Office 201, 68 “Aprilsko vastanie” Blvd.
7200 Razgrad, Bulgaria

Phone: 084 613 427

e-mail: office@antibiotic.bg
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