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Qvar 50 & 100 100~ 50 9NV -1

Contains:
Beclometasone Dipropionate 50 micrograms

Beclometasone Dipropionate 100 micrograms
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Prophylaxis and treatment of bronchial asthma in adults and children 5 years of age and
above.
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4.3 Contraindications
Hypersensitivity to beclometasone dipropionate or to any of the excipients listed in section 6.1.
Pul | losis. implex. ] .

4.4 Special warnings and precautions for use

[...]

Subsequently, it may be necessary to increase the dose of extrafine beclometasone dipropionate
up to the maximum daily dose. Systemic steroid treatment may be needed and/or an antibiotic, if
there is an infection, together with B-agonist therapy, as needed.

Severe asthma requires regular medical assessment, including lung-function testing, as there is a
risk of severe attacks and even death. Patients should be instructed to seek medical attention as
soon as possible for review of beclometasone dipropionate therapy, if their peak flow falls, if
symptoms persist or worsen or if their short-acting relief bronchodilator treatment becomes less
effective, or more inhalations than usual are required, this may indicate deterioration of asthma
control. If this occurs, patients should be assessed and the need for increased anti-inflammatory
therapy considered (eg. higher doses of inhaled corticosteroid or a course of oral corticosteroid.)
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Treatment with Qvar should not be stopped abruptly.

[...]

As recovery from impaired adrenocortical function, caused by prolonged systemic steroid
therapy is slow, adrenocortical function should be monitored regularly.

[...]

Possible systemic effects include Cushing’s syndrome, Cushingoid features, adrenal suppression,
growth retardation in children and adolescents, decrease in bone mineral density, cataract,
glaucoma, blurred vision, and more rarely, a range of psychological or behavioural effects
including psychomotor hyperactivity, sleep disorders, anxiety, depression or aggression
(particularly in children).

[..]

As with other inhalation therapy, paradoxical bronchospasm may occur with an immediate
increase in wheezing and shortness of breath after dosing. Paradoxical bronchospasm responds to
a fast-acting bronchodilator and should be treated straightaway. Beclometasone dipropionate
should be discontinued immediately, the patient should be assessed and alternative therapy
instituted if necessary.

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

MedDra — system organ class Frequency and Symptom

[...]

Endocrine disorders Very rare: Adrenal suppression,*, growth
retardation * (in children and adolescents),
bone density decreased*

Psychiatric Disorders Unknown: Psychomotor hyperactivity, sleep
disorders, anxiety, depression, aggression,
behavioural changes (predominantly in
children)
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Eye disorders Uncommon: Vision, blurred (see also section
4.4)

Very rare: Cataract,* glaucoma*

Not known: Central serous retinopathy

[.]
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