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Symbicort Turbuhaler 160/4.5 : 3'wann |17V [1IDTY DIOD
.micrograms/inhalation, inhalation powder

bbbl
Each delivered dose (the dose that leaves the mouthpiece) contains: budesonide 160

micrograms/inhalation and formoterol fumarate dihydrate 4.5 micrograms/inhalation.
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Asthma

Symbicort Turbuhaler 160/4.5 mcg/dose is indicated in adults and adolescents (12 years and
older), for the regular treatment of asthma, where use of a combination (inhaled
corticosteroid and long acting B> adrenoceptor agonist) is appropriate:

Patients not adequately controlled with inhaled corticosteroids and “as needed” inhaled short
acting B2 adrenoceptor agonists.

Or

Patients already adequately controlled on both inhaled corticosteroids and long acting (32

adrenoceptor-agonists.

Chronic Obstructive Pulmonary Disease (COPD)

Symbicort Turbuhaler 160/4.5 mcg/dose is indicated in adults, aged 18 years and older, for
the Symptomatic treatment of patients with COPD with forced expiratory volume in 1 second
(FEV1)< 70% predicted normal (post-bronchodilator) and an exacerbation history despite

regular bronchodilator therapy (see also section 4.4).
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4. Clinical particulars.

4.4 Special warnings and precautions for use

Visual disturbance may be reported with systemic and topical corticosteroid use. If a patient
presentswith symptoms such as blurred vision or other visual disturbances, the patient
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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

Pharmacodynamic interactions

Hypokalaemia may result from [2-agonist therapy and may be potentiated by concomitant
treatment with xanthine derivatives, corticosteroids and diuretics (see section 4.4)

4.8 Undesirable effects

Eye disorders Uncommon | Vision blurred (see also section 4.4)
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