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Corneal ulcers and conjunctivitis caused by susceptible gram positive and gram negative microorganisms
for adults and pediatric patients above the age of 1 year.

For localized or diffuse otitis externa accompanied by a strong inflammatory reaction and of which the
strains are susceptible to ciprofloxacin, and for the acute flare-up of a chronic otitis media.

In this case, a mucopurulent secretion comes through the perforated eardrum. Pseudomonas aeruginosa is
one of the organisms most likely to be found in this case .

Also in other infections of the ear in which Pseudomonas aeruginosa and/or other susceptible strains may
be demonstrated or suspected (for example with suppurating tympanic tubes), Ciloxan can be used under
the strict supervision of an ear specialist. It must be understood that this is not a routine treatment and
that improper use must be avoided.

¢ The wearing of contact lenses is not recommended during treatment of an eye infection. Patients should
therefore be advised not to wear contact lenses during treatment with CILOXAN eye drops.

4.8 Undesirable effects
After ocular use:

System Organ Class MedDRA Preferred Term (v. 15.1)

Eye disorders Common: corneal deposits, ocular discomfort, ocular hyperaemia
Uncommon: keratopathy, punctate keratitis, corneal infiltrates,
photophobia, visual acuity reduced, eyelid oedema, blurred vision,
eye pain, dry eye, eye swelling, eye pruritus, lacrimation increased,
eye discharge, eyelid margin crusting, eyelid exfoliation, conjunctival
oedema, erythema of eyelid

Rare: ocular toxicity, keratitis, conjunctivitis, corneal epithelium
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System Organ Class MedDRA Preferred Term (v. 15.1)

defect, diplopia, hypoaesthesia eye, asthenopia, hordeolum, eye
irritation, eye inflammation

Otic use
The most common adverse drug reactions observed in clinical trials were ear pruritus and otorrhoea,
occurring in approximately 1% of patients.

Within each frequency grouping, adverse reactions are ranked in order of decreasing seriousness. The
adverse reactions were identified during clinical trials and post-marketing experience. For a description of
the frequency conventions, see above.

After otic use:

System Organ Class MedDRA Preferred Term (v. 15.1)
Nervous system disorders Uncommon: headache
Ear and labyrinth disorders Uncommon: ear pain, ear congestion,

otorrhoea, ear pruritus
Not known: tinnitus

Skin and subcutaneous tissue Uncommon: dermatitis
disorders
General disorders and administration | Uncommon: pyrexia
site conditions

Paediatric patients
The safety and efficacy of CILOXAN 3-mgiml-eardrops were determined in 193 children aged between 0 and
12 years. No serious adverse reactions have been reported in this patient population.

Description of selected adverse reactions

Moderate to severe phototoxicity has been observed in patients treated with systemic quinolones.
Nevertheless, phototoxic reactions to ciprofloxacin are uncommon.
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