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Flixotide Inhaler CFC Free 50mcg, 125mcg & 250mcg
(Fluticasone Propionate)
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"CFC Free 50mcg, 125mcg & 250mcg"

INAYR 'WONY Anivan Atman
Flixotide inhaler 50, 125, 250 mcg is indicated for the prophylactic management of all grades of asthma.
Flixotide inhaler 50 mcg is also indicated for children aged 1 to 4 years for the control of persistent asthma symptoms.
Flixotide inhaler 250 mcg is also indicated for the symptomatic treatment of chronic obstructive pulmonary disease (COPD).
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4.4 Special Warnings and Precautions for Use

Pneumonia in patients with COPD

An increase in the incidence of pneumonia, including pneumonia requiring hospitalisation, has been observed in patients with
COPD receiving inhaled corticosteroids. There is some evidence of an increased risk of pneumonia with increasing steroid
dose but this has not been demonstrated conclusively across all studies.

There is no conclusive clinical evidence for intra-class differences in the magnitude of the pneumonia risk among inhaled
corticosteroid products.

Physicians should remain vigilant for the possible development of pneumonia in patients with COPD as the clinical features

of preumenia-and-exacerbationfrequently-everlapsuch infections overlap with the symptoms of COPD exacerbations.

Risk factors for pneumonia in patients with COPD include current smoking, older age, low body mass index (BMI) and
severe COPD.

As with other inhalation therapy, paradoxical bronchospasm may occur with an immediate increase in wheezing after dosing.
This should be treated immediately with a fast-acting inhaled bronchodilator. Fluticasone propionate should be discontinued
immediately, the patient assessed, and if necessary alternative therapy instituted.

Patients' inhaler technique should be checked to make sure that inhaler actuation is synchronised with inspiration to ensure
optimum delivery of the drug to the lungs.

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 serious chorioretinopathy which
have been reported after use of systemic and topical corticosteroids.

45 Interaction with Other Medicinal Products and Other Forms of Interaction

Studies-have-shown-that-other-inhibitors-ofcytochrome-P450-3A4Co-treatment with other potent CYP3A inhibitors,

including cobicistat-containing products, is expected to increase the risk of systemic side-effects. Combinations should be
avoided unless the benefit outweighs the potential increased risk of systemic corticosteroid side-effects, in which case
patients should be monitored for systemic corticosteroid side-effects. Other inhibitors of CYP3A4 produce negligible
(erythromycin) and minor (ketoconazole) increases |n systemlc exposure to qutlcasone proplonate without notable reductlons
|n serum cortlsol concentrations. Ney a

4.8 Undesirable Effects

Eye Disorders

Not known: Vision, blurred.
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