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AVAMYS O'MNaX
Fluticasone Furoate — Nasal Spray
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AVAMYS (fluticasone furoate) Nasal Spray is indicated for the treatment of the symptoms of
seasonal and perennial allergic rhinitis in patients aged 2 years and older.
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4.4  SPECIAL WARNINGS AND PRECAUTIONS FOR USE

As with all intranasal corticosteroids, the total systemic burden of corticosteroids should be considered
whenever other forms of corticosteroids are prescribed concurrently.

Local infection

Infection of the nasal airways should be appropriately treated but does not constitute a contraindication
to treatment with AVAMYS. After nasal surgery, healing must have occurred before use.

Nasopharyngeal candidiasis can occur in patients treated with intranasal steroids, as a class effect.
Special care should be taken when treating patients who may be susceptible to candida infections (e.g.
diabetics).

Ocular effects

As with other intranasal corticosteroids, physicians should be alert for evidence of systemic effects
including ocular changes. Rare instances of glaucoma and increased intra-ocular pressure have been
reported following administration of intranasal corticosteroids, as a class effect. Therefore, close
monitoring is warranted in patients with a history of increased intraocular pressure, glaucoma and/or
cataracts.

If a patient presents with a change in vision, 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).



Paediatric use

Growth retardation has been reported in children receiving some nasal corticosteroids at licensed
doses. A reduction in growth velocity has been observed in children treated with fluticasone furoate 110
micrograms daily for one year (See Section 4.8 ADVERSE EFFECTS (UNDESIRABLE EFFECTS) and
Section 5.1 PHARMACODYNAMIC PROPERTIES). Therefore, children should be maintained on the
lowest dose which delivers adequate symptom control (See Section 4.2 DOSE AND METHOD OF
ADMINISTRATION).

The potential growth effects of treatment should be weighed against the clinical benefits and availability
of safe and effective non-corticosteroid alternatives.

It is recommended that the height of children receiving prolonged treatment with nasal corticosteroids is
regularly monitored. If growth is slowed, therapy should be reviewed with the aim of reducing the dose
of nasal corticosteroid if possible, to the lowest dose at which effective control of symptoms is
maintained. In addition, consideration should be given to referring the patient to a paediatric specialist.

Excipients

This medicinal product contains benzalkonium chloride. Long-term use may cause oedema of the nasal
mucosa.

4.8 ADVERSE EFFECTS (UNDESIRABLE EFFECTS)

Respiratory, thoracic and mediastinal disorders
Very Common: Epistaxis

Epistaxis was generally mild to moderate in intensity. In adults and adolescents, the incidence of
epistaxis was higher in longer term use (more than six weeks) than in short term use (up to six weeks).
In paediatric clinical studies of up to 12 weeks duration the incidence of epistaxis was similar between
fluticasone furoate and placebo.
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