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Cetraxal is indicated for the local treatment of acute diffuse otitis externa of bacterial origin
without tympanic membrane perforation in adults and in children aged 7 years and older caused
by ciprofloxacin susceptible microorganisms
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CIPROFLOXACIN (AS HYDROCHLORIDE) 3 MG / 1 ML
FLUOCINOLONE ACETONIDE 0.25 MG /1 ML
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4.1 Therapeutic indications
Cetraxal is indicated for the local treatment of acute diffuse otitis externa of bacterial origin without

tympanic membrane perforation in adults and in children aged 7 years and older caused by
ciprofloxacin susceptible microorganisms (see sections 4.2, 4.4 and 5.1).

4.4 Special warnings and special precautions for use



Acute hypersensitivity reactions may require immediate emergency treatment.

4.8 Undesirable effects

System Organ Classification

MedDRA Preferred Term

Infections and infestations

Uncommon: candidiasis, ear infection fungal,
contralateral otitis media

Nervous system disorders

Common: dysgeusia
Uncommon: paraesthesia (tingling in ears),
dizziness, headache, crying

Ear and labyrinth disorders

Common: ear pain, ear discomfort, ear pruritus
Uncommon: hypoacusis, tinnitus, otorrhoea, ear
congestion, tympanic membrane disorder,
auricular swelling

Vascular disorders

Uncommon: flushing

Gastrointestinal disorders

Uncommon: vomiting

Skin and subcutaneous tissue disorders

Uncommon: skin exfoliation, rash erythematous,
rash, granulation tissue

General disorders and
administration site conditions

Uncommon: irritability, fatigue

Investigations

Uncommon: medication residue

Injury, poisoning and procedural complications

Uncommon: device occlusion (tympanostomy
tube obstruction)

Immune system disorders

Unknown: allergic reaction

http:/lwww.health.gov.il nIX2an Twn MNXAW NISINNN 1AXN2 DI0N97 IN7W1 DD TIVAN DI7VN
09-7626323 ,jnwn TIn 4 wann ‘N1 ,n"ya 0¥d NNaN? N9 T 7Y 0'09TIN 07AR7 [N

,N2N12
|0V 'NY
n"ya vx> - NMn NN




