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DRGP tonic 5%

Hypertonic solution
for the treatment of
corneal edema

o Effective cleansing action of
the tear film

P onic 5% . .
DR - o Protective action of the

ocular surface

o Greater tolerance

10ml OSD
preservative free

multidose dispenser

Can be used with
contact lenses
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DRGP tonic 5% Data sheet Rev.01

Hypertonic Ophthalmics solution

Product Code: DROPTON501VEN; DROPTON501SAG
CE certificate n® QCT- 0079-18 Addendum n° 24-21 Class lIb Notified Body: 0373
CND: Q0299 GMDN: 44237 Volume: 10 ml - 3 ml Shelf Life: 36 months

DESCRIPTION: DROPtonic 5%® is a hypertonic ophthalmic solution for the treatment of corneal oedema
occurring as a result of mechanical, toxic, dystrophic or inflammatory damage. By making the tear
hypertonic DROPtonic 5%® recalls the excess water from the corneal tissue by osmosis, reducing the
oedema-forming state.

COMPOSITION: Riboflavin sodium phosphate (0.000075%), Sodium chloride (5%), Vitamin E TPGS, Sodium
Hyaluronate, L-Proline, L-Glycine, L-Leucine, L-Lysine, Dibasic dodecahydrate sodium phosphate,
Monohydrate monobasic sodium phosphate, purified water.

CHEMICAL- PHYSICAL PROPERTIES:

- Solution appearance: clear, yellow solution free from particles;
- pH: 6.7-7.3;

- Sterile.

WARNINGS AND PRECAUTIONS: The product is intended for external ophthalmic use only. The product is
intended for single patient use. Do not use in cases of known intolerance or hypersensitivity to its
components. Do not use in case of damaged or unclosed package before the first opening. Do not use the
product after the expiry date indicated on the package. In case of problems during use, discontinue treat-
ment and consult a doctor. During product application, do not touch the eye or any other surface with the
dispenser tip. The expiry date refers to unopened and correctly stored product. Before use, carefully read
the instructions found on the leaflet. Keep away from children. Do not waste into the environment after use.
The solution may stain surfaces and fabrics. In rare cases, corneal micro calcifications have been found in
patients with a history of corneal disease treated with ophthalmic preparations containing phosphates.

In this case it is recommended to use the product under medical supervision. Transparent straw yellow
solution. In case of contact with skin or clothes, is easy to remove. It is possible to report adverse events to
the manufacturer via the email address info@iromedgroup.com. By reporting adverse events, you can
contribute to the safety of this product. Any severe events should be notified to the manufacturer and the
competent authority of the country in which this product has been used.

PRIMARY PACKAGE:

- OSD bottle made for 10 ml in low density polyethylene (LDPE);
- white HDPE eye dropper and a colored cap.

STORAGE: Immediately close the dispenser after use: the remaining product can be used up to 3 months
after the first opening. Store away from heat sources and in any case at a temperature less than 25°C.

EXPIRY: With an undamaged package, do not use after the expiry date indicated on both the box and the
dispenser. Do not separate the dispenser from the box and the leaflet, to keep all the information for
a correct use in the same place.

RECYCLING: PRODUCT CODE INFORMATION:

Instructions Box [ABCDEFG|0,0AB
PAP 22 PAP 21
PAPER VEN=rfegular sales unit (10ml)
Cap Bottle Product Name SAG = sample unit (3ml)
LLDPE 4 LDPE 4 Product reference
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