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TECHNICAL DATA SHEET

ISOMAR GOCCE OCULARI
CLASS IIb sterile (Rule 15) Invasive Medical Device (“confort solutions”)
SIZE VARIANTS 15 single-dose vials 0.5 ml each
10 ml multi-dose flask
PURPOSE AND EFFECT ISOMAR OCCHI has been conceived with the aim of:

relieving burning sensations associated with fatigue and redness induced
by video screens, extended reading, sunlight reflections, wind and air
conditioning (distilled water of Centaurea cyanus, Helicrysum italicum
and Calendula officinalis); hydrate and lubricate the conjunctival mucosa
in elderly patients or wearers of contact lenses in order to alleviate the
symptoms of dry eye in cases of hyper tear evaporation (hyaluronic acid
and hypromellose); clean the sclera conjunctiva from any foreign matter
such as dust, pollen and irritants; alleviate, in a completely natural way,
the problems caused by allergic oculorhinitis in order to counter the
abuse of sympathomimetic drugs (distilled water of Euphrasia officinalis
and extract of Cineraria maritima). The formulation further comprises
isotonic sea water as a solvent, the composition of which, due to the
presence of natural elements, makes it much more similar to the
inorganic fraction of human plasma than the common saline solution.

CHARACTERISTICS Isomar occhi 15 single-dose vials 0.5 ml each
Isomar occhi 10 ml multi-dose flask
Single-dose strip design

| 95.040.70 |

53.1540.10

VOLUME 0.5 ml

CONFIDENTIAL INFORMATION FOR THE PROFESSIONAL BODY — DO NOT DISCLOSE TO THE PUBLIC

Coswell S.p.A. Sede legale Comm.le e Amministrativa
Cap.Sociale 27.867.000 euro Via P. Gobetti, 4

C.F. 02827560729 40050 FUNO, Italy

P.IVA 00708541206 Tel. 051/66.49.111 (13 linee ric.aut)
e-mail: info@coswell.biz Fax 051/66.49.251

INTERNET: WWW coswell.biz Registro imprese Bologna n. 02827560729




coswal

——SPA 40050 FUNO - ITALY

b 1505001

UNI EN I1SO 9001 : 2008
UNI EN ISO 13485: 2012

ACTIVE PRINCIPLE

Maris Aqua (seawater), extract of Jacobea maritima, distilled water of
Calendula officinalis, distilled water of Euphrasia officinalis, distilled
water of Helicrysum italicum, distilled water of Centaurea cyanus and
Sodium Hyaluronate.

HOW TO USE

Instill 1-2 drops in the eye, up to 4 times per day. The presence of the
preservative in the multi-dose preparation makes the product usable for
30 days after opening. On the other hand, the seawater contained in
ISOMAR OCCHI Eye Drops single-dose 0,5 ml doesn’t contain the
preservative and, for this reason, the solution has to be used within 12 h.

HOW TO STORE/
WARNINGS

e Storein a cool dry place and avoid direct sunlight.
e Use within expiry date.

CONTRAINDICATIONS AND
SIDE EFFECTS

Sterile non injectable solution. Keep out of the reach and sight of
children.
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