Instruction for use sy UNIMED

HYPROMELOZA-P® Y PHARIE

eye drops, solution

This product is a medical device. Please read this user guide before use. Keep this written
information. You may need to read it again.

Product description

HYPROMELOZA-P eye drops, solutions is an ophthalmic solution with the addition of
dexpanthenol. The eye solution is filled in a multi-dose bottle sealed with a screw cap,
marked with a label. The bottle is packed in a paper box together with instructions for
use. 1 ml of the solution contains 20 drops.

Ocular moisturizing and hydrating

HYPROMELOZA-P eye drop, solution forms a temporary protective film on the cornea and
conjunctiva, reducing tear evaporation and thus preventing further damage to the ocular
surface from lack of tear fluid. The moisturising and protective effect of the product serves
as a substitute for a lack of tear production.

Ocular surface regeneration

Dexpanthenol used as an additive helps in faster regeneration of cells on the surface of the
cornea and conjunctiva. Thus, the product is also intended for epithelisation of the cornea
and conjunctiva after eye injury or surgery.

The solution contains:

Main constituent: Hypromellose 5 mg in 1 ml.

Excipients: dexpanthenol, benzalkonium chloride, sodium chloride, disodium edetate,
purified water.

Excipients of known effect: benzalkonium chloride preservative 0.05 mg in 1 ml (0.005%),
dexpanthenol 10 mg in 1 ml (1%).

Intended purpose

HYPROMELOZA-P eye drops, solution is intended to create a temporary protective film
on the eye cornea within insufficient tear formation thus moisturizing and protecting the
eye surface in conditions associated with dry eye symptoms and in patients with small
corneal erosions.

Indications

HYPROMELOZA-P eye drops, solution is intended for user with:

- dry eyes of various aetiologies (keratoconjunctivitis sicca, Sjégren’s syndrome,
computer vision syndrome, contact lens wearers with mild and moderate forms of dry
eye, after ocular injury);

- small corneal erosions of various aetiologies (after dropping small particles or after
ocular surgery);

- uncomfortable feeling in the eyes (e.g. burning, itching, foreign body sensation) due
to irritation caused by wind, dust, cigarette smoke, polluted air, contact lenses, etc.

Patient population and intended users
HYPROMELOZA-P eye drops, solution can be used by adults, adolescents and children.

Limitations
- children younger than 1 year
- pregnant or breastfeeding women

Dosage
The recommended dose is 1-2 drops drop into the conjunctival sac 2-6 times per day.

Instruction before application

After opening, HYPROMELOZA-P eye drops, solution is ready to be instilled into the
eye. The patient unscrews the protective cap, tilts his/her head slightly, turns the bottle
upside down and squeezes the bottle to drip the prescribed number of drops into the
lower conjunctival sac.

Contraindications

HYPROMELOZA-P eye drops, solution is contraindicated in

« patients with hypersensitivity to any components of the medical device.

+ acute phase of corrosion of the eye until complete removal of corrosive substances
from the conjunctival sac and removal of dead tissue.

+ children younger than 1 year

Warnings

- Tell your doctor or pharmacist if you are allergic to any of the listed substances or
preservatives. If you notice any side effects, contact your doctor.

- Do not use this device if you notice that the safety ring of the screw cap is broken or
package is damage before the first opening the bottle.

- Do not use this product after the expiry date, even if the bottle is still sealed. The
expiry date is stated on the label or box next to the hourglass icon and refers to the
last day of the month. Once the bottle has been opened, the product can only be used
for a period of 28 days.

- Keep out of the sight and reach of children.

- When applying the product, the dropper should not touch the eye nor eyelid. After the
application, the cap must be screwed on tightly to prevent possible contamination.
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Cautions

Contact lens wearers

This preparation contains preservative substance benzalkonium chloride Soft contact
lenses may react with benzalkonium chloride and may change the colour of the contact
lenses. Remove contact lenses from your eyes before using this product and after
application wait 15 minutes before putting the contact lenses back in.

Other eye preparations used at the same time

If other eye drops or eye ointments are used at the same time with this product, wait
for at least five minutes between the application of each product. Eye ointments should
be applied last.

Driving and using machines

Shortly after instilling the product into the eye, blurred vision may occur temporarily.
Therefore, do not drive motor vehicles or perform other activities that require increased
attention until your ability to see returns to normal.

If the discomfort for which the product was applied does not improve and persists, or
even worsens, see your ophthalmologist.

To reduce the risk of cross contamination and infection transmission, the content of one
bottle should only be used by one person.

Undesirable side effects

HYPROMELOZA-P eye drops, solution is very well tolerated. Rarely, the following side
effects may occur:

+ Allergic reaction that may manifest as symptoms of local irritation,

+ Local irritation (burning, itching, stinging, mild discomfort)

* Hyperaemia,

« Stickiness of eyelids,

+ Temporary blurred vision

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer (neziaduceucinky@unimedpharma.sk) and the competent authority
via the national reporting system of the Member State in which the user is established.

Interactions are not yet known.

Clinical benefit
HYPROMELOZA-P eye drops, solution helps to relieve the symptoms of dryness,
irritation, burning and ocular discomfort and improve the ocular surface diseases and
support healing.

Instructions for storage and disposal of the product
Store at room temperature 10 - 25°C. Store in the original package in order to protect
from light and moisture.

Unused product return to the pharmacy.
Dispose of the clean packaging material responsibly in accordance with local guide-
lines in the appropriate separate waste container.

Contents of the pack:
Polyethylene (LDPE) bottle with LDPE dropper, white polypropylene (PP) screw cap
with safety ring. The plastic bottle is packed into cardboard box.

Packaging size: 1 x 10 ml
Manufacturer:

UNIMED PHARMA spol. s.r.0., OrieSkova 11, 821 05 Bratislava, Slovak Republic
Email: unimedpharma@unimedpharma.sk
www.unimedpharma.eu
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