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Fucithalmic Viscous Eye Drops
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Treatment of external eye Infections caused by microorganisms sensitive to the preparation.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Contains 1% w/w fusidic acid anhydrous (as the hemihydrates).
Excipients: contains 0.011% w/w benzalkonium chloride.
For a full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Eye drops, suspensien{eye-dreps):
A white to off-white viscous suspension:

4.3 Contraindications

Known hypersensitivity to the-active-substance fusidic acid/sodium fusidate or to any of the
excipients.
Usoyrhep-—contastlonsesareveris

4.4 Special warnings and special precautions for use
Contact lenses should not be worn/used when Fucithalmic® is used.
The microcrystalline fusidic acid may cause scratches in the contact lens or cornea.

Fucithalmic® contains benzalkonium chloride, which is known to discolour soft contact
lenses.

Bacterial resistance has been reported to occur with the use of fusidic acid. As with all

antibiotics, extended or recurrent use may increase the risk of developing antibiotic
resistance.

Excipient warning: As-thispreduet Fucithalmic contains benzalkonium chloride, i which may
cause eye irritation.

4.5 Interaction with other medicinal products and other forms of Interaction

None known.-tle-interactionstudics have beenperfermed

4.6 Pregnancy and lactation

Pregnancy
Fhere-are-no-controled-studiesavailable-inpreghrant-weomen Limited clinical data on

exposed pregnancies is available. This data and-but animal studies and many years of clinical
experience with systemic and topical Fueidin® fusidic acid suggest that fusidic acid is devoid
of teratogenic effects. Consequently any risk to the foetus is unlikely using the very low



®

@ D0PT
L2 n N 1N29

doses of fusidic acid applied topically in Fucithalmic. Can be administered during pregnancy
if considered necessary.

Lactation

No effects on the suckling child are anticipated since the systemic exposure of the
breast-feeding woman to fusidic acid is negligible.

Fucithalmic can be used during breast-feeding.-Fucithalmic®issafeforuseintactation:

4.7 Effects on ability to drive and use machines

Fucithalmic® may cause a transient blurring of vision following application. When vision is
not affected, Fucithalmic® has no or negligible influence on the ability to drive or use
machinery.

4.8 Undesirable effects

Pooled data from clinical studies, including more than 2,600 patients with acute
conjunctivitis, showed that undesirable effects occurred in approximately 10% of the
patients; primarily short lasting local discomfort in the form of stinging and burning
sensation .

The most frequently reported undesirable-effeets adverse drug reactions are various
application site reactions such as transient stinging and burning sensation or transient

Undesirable effects are listed by MedDRA SOC and the individual undesirable effects are
listed starting with the most frequently reported.

Immune system disorders
Rare (=1/10,000 and <1/1,000):
Allergic reaction



Eye Disorders

Common (>1/100 and <1/10):
Eye Burning

Eye Stinging

Transient blurring of vision

Uncommon (=1/1,000 and <1/100):
Watery eyes

Rare (>1/10,000 and <1/1,000):
Conjunctivitis aggravated

Skin and subcutaneous tissue disorders
Frequency unknown:

Rash-

Urticaria-

Pruritus

Periorbital oedema

Rash

Urticaria

Angioedema

Eye-Riserders
EBroBuraing

Eve Stingi

coni I
lmmunesystem-disorders
N .

General disorders and administration site conditions
Common (>1/100 and <1/10):

Application site reaction

4.9 Overdose

Overdosage is unlikely to occur.-Ne-case-ofoverdose-has-beenreported—

6.3 Shelf life

Unopened container: 3 years
After first opening container: discard any remaining drops one month after first opening.

6.5 Special ions for disposal and other handli






