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Fluticasone propionate 0.5mg/2ml
Inhalation Suspension For Nebulisation
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In adults and adolescents over 16 years Flixotide Nebules can be used: For prophylactic management
of severe chronic asthma in patients requiring high dose inhaled or oral corticosteroid therapy. It
reduces symptoms and exacerbations of asthma in patients previously treated with other prophylactic

therapy.
Children and adolescents from 4 to 16 years of age: Treatment of acute exacerbations of asthma.
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4.4 Special warnings and precautions for use

Visual disturbance

Visual disturbance may be reported with systemic and topical corticosteroid use. If a patient
presents with symptoms such as blurred vision or other visual disturbances, the patient should
be considered for referral to an ophthalmologist for evaluation of possible causes, which may
include cataract, glaucoma or rare diseases such as central serous chorioretinopathy (CSCR)
which have been reported after use of systemic and topical corticosteroids.

4.5 Interaction with other medicinal products and other forms of interaction

Co-treatment with other potent CYP3A inhibitors, including cobicistat-containing products, is
expected to increase the risk of systemic side-effects.

Other inhibitors of CYP3A4 produce negligible (erythromycin) and minor (ketoconazole) increases in
systemic exposure to fluticasone proplonate W|thout notable reductlons in serum cortisol

areprenate— Comblnatlons should be av0|ded unless the beneflt outweighs the potentlal
increased risk of systemic corticosteroid side-effects, in which case patients should be
monitored for systemic corticosteroid side-effects.



4.8 Undesirable effects
JNI7A NYDIN nYon

System Organ Class Adverse Event Frequency
Eye disorders Vision, blurred (see section 4.4) Not known
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