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suspension. Each 100-mg spray delivers 50 mcg

L KEWRAMSGE (201941 H) Y<[E SPC (2018 4F 3 H)
£414 | GlaxoSmithKline GlaxoSmithKline UK
R 5844 FLONASE nasal spray Flixonase Aqueous Nasal Spray
AGRAEH 11994 4 10 A 1990 4 3 A
FIFZ - Hikk |FLONASE nasal spray is an aqueous|Aqueous suspension of 0.05% w/w micronised

fluticasone propionate. Each metered dose

intranasal route only. Prime FLONASE nasal
spray before using for the first time or after a
period of non-use (1 week or more) by shaking
the contents well and releasing 6 sprays into the
air away from the face.

2.1 Adults

The recommended starting dosage in adults is 2
sprays (50 mcg of fluticasone propionate each)
in each nostril once daily (total daily dose, 200
mcg). The same total daily dose, 1 spray in each
nostril administered twice daily (e.g., 8 a.m. and
8 p.m.) is also effective. After the first few days,
patients may be able to reduce their dose to 1
spray in each nostril once daily for maintenance
therapy.

2.2 Adolescents and Children (Aged 4 Years
and Older)

The recommended starting dosage in
adolescents and children, aged 4 years and older
is 1 spray in each nostril once daily (total daily
dose, 100 mcg). Patients not adequately
responding to 1 spray in each nostril may use 2
sprays in each nostril once daily (total daily
dose, 200 mcg). Once adequate control is
achieved, the dosage should be decreased to 1
spray in each nostril once daily.

of fluticasone propionate. contains 50 micrograms of fluticasone
propionate.
ZhEE - 2 |1 INDICATIONS AND USAGE 4.1 Therapeutic indications
FLONASE nasal spray is indicated for the|The prophylaxis and treatment of seasonal
management of the nasal symptoms of perennial | allergic rhinitis (including hay fever) and
nonallergic rhinitis in adult and pediatric|perennial rhinitis. Fluticasone propionate has
patients aged 4 years and older. potent anti-inflammatory activity but when used
topically on the nasal mucosa has no detectable
systemic activity.
A% - & |2 DOSAGE AND ADMINISTRATION 4.2 Posology and method of administration
€3 Administer FLONASE nasal spray by the|Adults and children over 12 years of age:

For the prophylaxis and treatment of seasonal
allergic rhinitis and perennial rhinitis. Two
sprays into each nostril once a day, preferably in
the morning. In some cases two sprays into each
nostril twice daily may be required. Once
symptoms are under control a maintenance dose
of one spray per nostril once a day may be used.
If symptoms recur the dosage may be increased
accordingly. The minimum dose should be used
at which effective control of symptoms is
maintained. The maximum daily dose should
not exceed four sprays into each nostril.

Elderly patients:

The normal adult dosage is applicable.

Children under 12 years of age:

For the prophylaxis and treatment of seasonal
allergic rhinitis and perennal rhinitis in children
aged 4-11 years a dose of one spray into each
nostril once daily preferably in the morning is
recommended. In some cases one spray into
each nostril twice daily may be required. The
maximum daily dose should not exceed two
sprays into each nostril.
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8.4 Pediatric Use

The safety and effectiveness of FLONASE nasal spray in children aged 4 years and older
have been established [see Adverse Reactions (6.1), Clinical Pharmacology (12.3)]. Six
hundred fifty (650) subjects aged 4 to 11 years and 440 subjects aged 12 to 17 years were
studied in US clinical trials with fluticasone propionate nasal spray. The safety and
effectiveness of FLONASE nasal spray in children younger than 4 years have not been
established.

Effects on Growth

Controlled clinical trials have shown that intranasal corticosteroids may cause a reduction in
growth velocity when administered to pediatric patients. This effect was observed in the
absence of laboratory evidence of hypothalamic-pituitary-adrenal (HPA) axis suppression,
suggesting that growth velocity is a more sensitive indicator of systemic corticosteroid
exposure in pediatric patients than some commonly used tests of HPA axis function. The
long-term effects of this reduction in growth velocity associated with intranasal
corticosteroids, including the impact on final adult height, are unknown. The potential for
“catch-up” growth following discontinuation of treatment with intranasal corticosteroids has
not been adequately studied. The growth of pediatric patients receiving intranasal
corticosteroids, including FLONASE nasal spray, should be monitored routinely (e.g., via
stadiometry). The potential growth effects of prolonged treatment should be weighed
against the clinical benefits obtained and the risks associated with alternative therapies. To
minimize the systemic effects of intranasal corticosteroids, including FLONASE nasal
spray, each patient’s dosage should be titrated to the lowest dosage that effectively controls
his/her symptoms.

A 1-year placebo-controlled trial was conducted in 150 pediatric subjects (aged 3 to 9
years) to assess the effect of FLONASE nasal spray (single daily dose of 200 mcg) on
growth velocity.

From the primary population receiving FLONASE nasal spray (n = 56) and placebo (n =
52), the point estimate for growth velocity with FLONASE nasal spray was 0.14 cm/year
lower than placebo (95% ClI: -0.54, 0.27 cm/year). Thus, no statistically significant effect
on growth was noted compared with placebo. No evidence of clinically relevant changes in
HPA axis function or bone mineral density was observed as assessed by 12-hour urinary
cortisol excretion and dual-energy x-ray absorptiometry, respectively.

The potential for FLONASE nasal spray to cause growth suppression in susceptible patients
or when given at higher than recommended dosages cannot be ruled out.

#[E SPC
(2018 -3 H)
(B#r)

4.4 Special warnings and precautions for use

Systemic effects of nasal corticosteroids may occur particularly at high doses prescribed for
prolonged periods. These effects are much less likely to occur than with oral corticosteroids
preparation and may vary in individual patients and between different corticosteroids
preparations. (please refer to Sections 5.1 and 5.2). Potential systemic effects may include
Cushing's syndrome, Cushingoid features, adrenal suppression, growth retardation in
children and adolescents and more rarely, a range of psychological or behavioural effects
including psychomotor hyperactivity, sleep disorders, anxiety, depression or aggression
(particularly in children).

Growth retardation has been reported in children receiving some nasal corticosteroids at
licensed doses. 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.
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