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INDICATIONS

INNODROPS Fla from the INNODROPS line, is a Medical Device for ophthalmic application consisting of a sterile

isotonic saline solution, at low viscosity, with physiological pH and preservative-free, based on Perilla Frutescens dry

extract and hyaluronic acid, contained in a strip of 5 single-dose vials filled at 0,5 ml.

The Perilla Frutescens dry extract, thanks to the presence of polyphenols, confers an antioxidant action that helps to

relieve from the states of redness and irritation caused by oxidative stress, while the hyaluronic acid, which is a highly

biocompatible polysaccharide polymer, reinstate the aqueous layer of the lacrimal film thanks to its hydrating action.

INNODROPS Fla is intended to alleviate from ocular redness and irritation caused by atmospheric factors (dry climate,

wind) or environmental factors (pollution, dust, allergens, smoke) or from visual stress due:

- to prolonged use of electronic devices (computer, smartphone, tablet),
- contact lenses
- intense study or prolonged driving,

- prolonged exposure to sunlight.

INNODROPS F1la can be instilled before the application and during the use of contact lenses to improve application

and comfort.

INSTRUCTION FOR USE:

Open the protective foil pouch.

Carefully clean hands before the use.

Separate the single-dose vial from the strip and open it by twisting the cap.

Gently press the single-dose vial and instill 2/3 drops per eye.

Store the unused vials in their original package.

The product is single patient to avoid possible contamination.
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The product can be used with contact lenses.

After the instillation, close the vial and reuse the residue solution within 12 hours.

FREQUENCY OF USE: Instill 2/3 drops per eye, 2-3 times a day or according to the doctor’s opinion.

COMPOSITION: Perilla Frutescens dry extract (> 2,5% in polyphenols) 0,1%, hyaluronic acid 0,1%, sodium chloride,

sodium phosphate dibasic anhydrous, sodium phosphate monobasic monohydrate, purified water.

PACKAGING:

The box is composed of 2 foil pouches each one containing one strip of 5 single-dose vials. Every single-dose vial is

filled at 0,5 ml and it is reclosable.

The box is composed of 3 foil pouches each one containing one strip of 5 single-dose vials. Every single-dose vial is

filled at 0,5 ml and it is reclosable.
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The box is composed of 4 foil pouches each one containing one strip of 5 single-dose vials. Every single-dose vial is
filled at 0,5 ml and it is reclosable.

The box is composed of 5 foil pouches each one containing one strip of 5 single-dose vials. Every single-dose vial is
filled at 0,5 ml and it is reclosable.

The box is composed of 6 foil pouches each one containing one strip of 5 single-dose vials. Every single-dose vial is
filled at 0,5 ml and it is reclosable.

WARNINGS:

= The product is for ophthalmic use only, do not ingest or use otherwise than the indication of use.

=  Once open, the single-dose vial can be reclosed with its cap and the residue solution can be reused within 12
hours to avoid possible contamination of the product.

= Do not use the product if the foil pouch or the single-dose vials are damaged or not perfectly intact.

= Keep out of reach and sight of children.

=  During the instillation do not touch the eye or other surfaces with the nozzle of the single-dose vial.

= Do not use the product in case of known incompatibility to even one single component of the formulation.

= |f necessary, check with your optician for the compatibility with the contact lenses use.

= In case of adverse reaction during the use, immediately suspend the treatment and consult your doctor.

=  Consult your doctor for use during pregnancy, lactation and for children.

= The treatment with ophthalmic drugs or other ophthalmic medical devices must be carried out under the
supervision of a doctor who can evaluate possible interactions.

= In case of compromised ocular surface or damage cornea consult your doctor.

* Do not use the product after the expiration date indicated on the package.

= |nthe event of any serious claims or incidents concerning the device, it should be reported the incident to the
manufacturer and the competent authority of the Member State in which the user is established, to provide
more information on the safety of this medical device.

VALIDITY: 36 months with the package intact

| d : Enable Innovations S.r.l. Via Claudio Tolomeo n°26; 41012 Carpi (MO), Italy

" i 2=e VP r “4‘1

e J

CE. W0 == [ & & K #
L I

PAP - TE

Optional pictogram

’/ <)
a7
, - XXXXXXX Rev.06 January 2025




