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Solution for Inhalation
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Beclometasone dipropionate anhydrous 100mcg;
Formoterol fumarate dihydrate 6mcg
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Asthma

Foster is indicated in the regular treatment of asthma where use of a combination product

(inhaled corticosteroid and long-acting beta,-agonist) is appropriate:

- patients not adequately controlled with inhaled corticosteroids and 'as needed' inhaled rapid-
acting betaz-agonist or

- patients already adequately controlled on both inhaled corticosteroids and long-acting beta,-
agonists.

COPD

Symptomatic treatment of patients with severe COPD (FEV: < 50% predicted normal) and a
history of repeated exacerbations, who have significant symptoms despite regular therapy with
long-acting bronchodilators.
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4.2 POSOLOGY AND METHOD OF ADMINISTRATION

Cleaning

Patients should be advised to read the Patient Information Leaflet carefully for cleaning instructions. For
the regular cleaning of the inhaler, patients should remove the cap from the mouthpiece and wipe the
outside and inside of the mouthpiece with a dry cloth. They should not remove the canister from the
actuator and should not use water or other liquids to clean the mouthpiece.

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
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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 such 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.

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.

45 INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF INTERACTION
Pharmacokinetic interactions

Beclometasone dipropionate undergoes a very rapid metabolism via esterase enzymes without
involvementof-cytochrome-P450-system.

Beclometasone is less dependent on CYP3A metabolism than some other corticosteroids, and in general
interactions are unlikely; however the possibility of systemic effects with concomitant use of strong
CYP3A inhibitors (e.g. ritonavir, cobicistat) cannot be excluded, and therefore caution and appropriate
monitoring is advised with the use of such agents.

4.8 UNDESIRABLE EFFECTS

System Organ Class Adverse Reaction Frequency
Infections and Pharyngitis, oral candidiasis, pneumonia* (in COPD Common
Infestations patients)

Influenza, oral fungal infection, oropharyngeal Uncommon

candidiasis, oesophageal candidiasis, vulvovaginal
candidiasis, gastroenteritis, sinusitis, rhinitis,

phedmonia®
Eye disorders Glaucoma, cataract Very rare
Vision, blurred (see also section 4.4) Unknown
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