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Budicort is indicated for patients with bronchial asthma.
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4.3 Contraindications

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 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.



4.8 Undesirable effects

SOC

Frequency

Adverse Drug Reaction

Infections and infestat

Onsimon

Oropharyngeal candidiasis

Pneumonia (in COPD patients)

Immune system disorders Rare

Endocrine disorders Rare

Immediate and delayed hypersensitivity reactions
including rash, contact dermatitis, urticaria,
angioedema and anaphylactic reaction

Signs and symptoms of systemic corticosteroid
effects, including adrenal suppression and growth
retardation™

Psychiatric disorders Uncommon Anxiety
Depression
Rare Psychomotor hyperactivity

Sleep disorders
Aggression

Behavioural changes (predominantly in children)

Nervous System Disorders Uncommon Tremor**
Eye disorders Uncommon Cataract
Vision, blurred (see also section 4.4)
Not Known Glaucoma
Respiratory, thoracic and Common Cough
mediastinal disorders
Hoarseness

Throat irritation

Rare Bronchospasm

Dysphonia
Hoarseness***

Skin and subcutaneous Rare Bruising

tissue disorders

Musculoskeletal and Uncommon Muscle spasm

connective tissue

disorders

* refer to Paediatric population,
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