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BECONASE ALLERGY 24 HOUR 

FLUTICASONE
™ 

AQUEO-US NASAL S.PRA Y 
Flu.ticasone propionate 

Consumer Medicine Information. 

What is in this leaflet? 

Please read this leatlet-carefully 
before you use BECONA.se 
AU.ERGY 24 HOUR f1ut�ne
Aqueous Nasal Spray. 

This eflet answers- some 
common questions about 
BECONASE AUERGY 24 HOUR 
fltrtica9Jne Aqueous Nasal ·Spray. 
It-does not contain all of ttie 
available information. 

It does net take the place of 
talking to your doctor or 
pharmacist 

All medicines have risics and

befiefits. 

If you·have any concerns 
about taking this medicine,
ask. your .doctor. or. 
pharmacist. 

Keep this leaflet with the 
medicine-
You may need to read it again. 

What Beconase 
ALLERGY 24 Hour 
Fluticasone Aq.ueo·µs. 
Nasal Spray is used 
for 

BECONASE AU..ERGY 24 HOUR 
.flut:iG3sone Aqueous Nasal Spray 
contains a steroid c:alied 
fluticasone propionate; which 
treats inflamed tis.sue. The·tiny 
amounts sprayed into your nose 

help to reduce sweJ�ng anc:1 
irritation. 

BECONASE Al..l.ERGY 24 HOUR 
Fluticasone Aqueous Nasal Spray 
is used to prevent and treat
seasonal' allergic rhinitis ( eg. 
hayfuver) and· pere!"lnial rhinitis in· 
adu1ts and dilldren aged 12 years
and over. 

When you have rhinitis, the inslde 
of-your-nose hea:>rnes swollen and 
itchy. This usually occurs rluring 
spring and summer when it is 
caused ·by breatning pollens-from 
grasses or trees. This conditfon is 
called hayfever. Some people get 
problems all the. year round and 
tnis is caJled perennial rhi111tis. It Is
often due to house dust mites or 
animals· such as cats or dogs. 
When you spray BEC'ONASE 
ALL.f-RGY: 24 HOUR RtmCASONE· 
into your ·nose it 'heips to relieve 
tile itrliing, sneezing.and .bk>dced 
or,.rurmy--nose. 
Ask your .phar:ma� or dod:ar jf 
you: have any quest'lons or if you· 
aren't sure why.BECONASE 
ALLER.Gt'. 24 HOUR fUJTICASONE 
A.Queo1:1s Nascii: Spray has been
reo::rnmended for you. 

BECONASE Ali.ERGY 24· HOUR 
R.UTICASONE Aqueous Nasal 
Spray is not addictiv.e. 

When you must not use it 

• Do not use-BECONASE
AU.ERGY 24 HOUR
Fluticasone Aqueous Nasal

Spray if you hawe elfeF had·

an allergic reaction to
fl.utioasone propionate, an

� allergic reaction to any
· other corticosteroid or any
of the ingredients listed at
the end of 1his teaflet.

Read the side effects
section tD find out the. 

symptoms of an allergic
reaction.

• Do not use BECONASE
ALLERGY 24 HOUR 

FWTICASONE Aqueous

Nasal Spray after tne·
expiry date (EXP) printed
on the pa.de..

If you use it after the expiry
date has passed,. it.:may rot
v,,ork as well.

• Do not use BECONASE

ALLERGY 24 H�R
FllJTICASONE Aqueous

Nasal Spray if tbe
packaging is tDm Of"� 

signs oftompeting.

If you're not sure. whether
you should be using
BECONASE ALLERGY 24

HOUR .FLUTICASONE
Aqueous Nasal Spray, talk
to your pharmacist or
dod:or.

Delegate vf che �c(;lccary 
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Before you start to use it 

You must ten your Pharmacist 
or doctor if You: 

• Are pregnant or planning to
.become pregnant

. ,. Are braastf.eedin.g 
• 

• 

• 

Have·r.ecently·had nasal 
ulca's, injury or su�-t.o 
your nose 
Have a ten(jency tn nose 
bleeds 
Have a nasal or sinus infection 

• · Are under 12 year:s-Of-age.

Taking other medicines 

Tell your aoctor if you. are 
taking any- other medicines, 
induding medfdnes you buy 
without a prasc:ription -from a 
pharmacy, -svpermaricet1:1r 
heaftfl food shop. 

Scrne-medidnes may affect the 
way other medicines work. Your 
doctor-or pharmacist will be able 
to tel you what ro do when using 
BECONASE ALLERGY 24 HOUR 
FLUTICASONE Aqueous.Nasal 
Spray with otner·medicines. 

How to use Beconase· 
ALLERGY 24 Hour 
Fluticasone Aqueous 
Nasal-S-pray 

Haw much to use 

If your BECONASE ALLERGY 24 
HOUR FLtJTICASONE Aqueous 
Nasal Spray is nE!'N and you have 
oot used- It�� or- if you· have 
not used. it for one week or more, 
you should activate -six ·sprays into 
the air before use. 

.For.·.adu1ts .and dlildren.agerl 12 
and Oller', ltre usuaJ &:i5e ·is two·

PHONE NO. 

sprays into each nostril onCE daily, 
preferably in the morning. 
When symptoiTis are under control 
a maintenance dose of one spray 
intn eadt nostril once a day may 
.be used. If sympt:oms reoccur the 
dosage· may. be' jna:eased to .the 
original dose; 

Do not use a larger dose or use 
.your nasal spray :more often .than 
rerommende1- irr· the instruction 
leaflet. ·00 not use more than 2 
.sprays in each · nostril daily ( 4 
sprays}. 

It may take a few days for thls­
medic:ine 1D· WOT'k. amt-it 'is VER.Y 
lMPORTANTTHAT YOU ·USE IT 
REGU).ARL Y. lf you .s:top tbe 
treatment when you ·feel better 
yoor S)'mptm,s may·retum as the 
medicatioo. wears off. 
If your symptcms.indude itchy 
watery eyes-and:tney trouble you, 
advise your doctor or pharmacist. 
See your rlod0r or pharmacist jf 
symptcrns are not teli� within 
7 days. 

Using the spray 

, . Shake the bottle and 
remove the dust cap. 

2. 

3. 

4. 

5, 

Blow your nose gently. 

Crose one·nostrif as 
stlown and put tl'le nozzre

in the 01her nostril ·Tilt 
your. head fo� slightly 
and keep the bottle 
upright Hold·the bottle. 

Start to ·breathe in slowly 
throu9h.your nose. While 
you are breattiimg m 
squirt a· spray of -fine -mist

into your nostril by 
pressing down firmly on 
the collar with yo1.1r 
fingers. 

Breathe-out furcugh your 
mouth. Repeat step 4 1o 

6. 

7. 
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take a second spray in 
the same nostril. 

Remove the nozzle from 
this nostril and breathe 
out through your mouth. 

Repeat steps 3 to.6 for 
�e other·nostrll. 

AFTER USING THE SPRAY· WIPE 
THE NOZZLE CAREFUU:Y-WIT.H A 
a..EA-N TISSUE OR 
HANDKERCHIEF, AND REPLACE 
THE DUST CAP. 

How long to use the spray

Your pharmacist or doctor will tell 
yoo·how·long.-to·use yoor 
81:CONASE ALlERGY 2� HOUR 
FUJTICASONE for. 

Do not use the spray for more 
than 6 months without the advice 
of your doctor or pharmacist. 

If you forget to use the 

spray 

lf you miss a dose just use 
the next one when it is due. 

If you use. too much 
(overdose} 

Immed"ratefy telephone your 
doctor or Poisons Information 
ce·nbe {telephone 131126) 
for advice, if you ttlink you or 
anyone else may hav.e. taken. 
too much BECONASE. ·All"ER.GY 
24 -HOUR FUJTICASONE', aven 
if there are no signs of 
discondort.or poisoning. You 
may need urgent medicaf' 
attention. 

-Keep telephone numbers for
these places handy.

If yotr are not sure what to
do, contact your doctor or
pharmacist.
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While Nou are us�� 
BECO ASE Al.t. GY 
24 Hour Fluticasone 
Aqueous Nasal Spray 

Things you must do 

Tell your dod:or-or pharmacist 
thatyou-anr using Becanase: 
AUERGY 2.C Hour fl1.1ticasone 
-Aqueous .Nasal .Spray .If J10U
are-about·to be· st3rtecl on- any·
new medicines..

TeJlyourpharmacist"ordoctm· 
·if, for any reason, vou have 
not used your medfdne 
exactiy· as recommended. 
Use-8ECON-AS£ · Al.LfRGY.24 
HOUR.flUJICASONE Aqueous
Nasal-Spray on!y in your nose. 

Thmgs you must not do

Do not give this medicine to 
anyone1*.e, even-if his or her 
symptoms seem similar to 
yours. 

DC> not use BECONASE
ALLERGY 24 HOUR 
FLUTICASONE Aqueous Nasal 
Sprayf.D�eat4ny.�ther 
complaints unless advised by 
your doctl0r tD do so.

=-
Side;.Effects 

Cbedt·wittJ-yom·pharriJacist
or doct:Dr. as soon .as :pos:sibfe 
if you have any·probtems-
while using BECONASE 
ALLERGY 24 HOUR 
fUJilCASOHE Aqueous.Nasal·. 
·.Spray, ·everrif yoo-do not
.think.the. l_)tOblem,s are
conoei:ted·w:ith·tbe·medicioe··
�-are not··listecfin:tfris:leaftet.

See.yOtJr. doctor or pbarmamt ·if:.. Your .oose -bleeds; 

PHONE NO. 

• You deYelop signs or
symptoms.·of a nasal or sinus
infection StJCfl as fever, pain
or �ing, or discoloured
nasal discharge;

,. Yoo nave eye l)ain or visual

distIJrbances.

Like other medicines, -BECONA.5E 
Al:.LERGY 24 HOUR A.lITTCASONE 
Aqueous Nasal SIJ(aY can ,cause 
·some side effects. If they OCCJr,
they are most lilcely to t?e minor
and tenporary. However, some
may be· serious and may need
medical attention.

The most a:mmooty re;x,rted
side-1:!ffectsare:

• painful-rose or throat
• nose bleed
• tad 1ast:e .or smell

l:tany of these side effects 
l)elsist,. or ae 1roabfesome, 
see your doctor. 

Stop using your spray and ·o:mtact 
. yoor doctor immediately if you
devebp any of-thefollowing: 

• rash

... wheezing 
• breathlessness. Swelling oftne. lips{rnout.fl

·These coo Id ·be symptoms of an
altergk: reaction

.. : If you tttink you are having an 
allergic reaction to BECONASE 
Ai.l£RGY· 24·.flOUR·-
·.ftUlJ:CASONl: ,Aqueous:Nasaf
Spray, TELL YOUR DOCTOR
IMHEDIATR Y-or-go to the
·emergeqq·-department at
your nearest·hospitaL

This is·-11ota·c:ompfete l&.of:an·
J;JOS,5ible side· effects� Others may
OCOJt ill some people and·ihere 
may.be.sane.sidE! etfeas.110t yet
known;
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TeU your pharmacist or doctar 
if you notice aoything etse 
·that is making you fee#
unwell, even if it is not on this
list.

Ask your doctor or pharmacist
if you. don't understand
anything in this fist.

Do. not.be.alar.med.by this.list
of possible-side·effec:ts. You
may not experience ant of
them.

After usin� Beconase 
24 Hour F uticasone 
Aqueous Nasal Spray· · 

Storage 

Keep this medicine-where 
young children cannot reach 
iL 

. Keep ·BECONASE AtlERGY 24
HOUR FLUTIC.ASONE. Aqueous 
Masai Spray below 30°C. 

Protect it from frost and light. 

Do not refrigerate. 

Do not store it, or any other 
medicine,·in.a bathnlOffl or 
near a sink. 

·.l:leat and -dampness·can ·desticy
some medicines.

Kee,p your BECOl'tASE 

ALLERGY 24 HOUR 
l=UJTtCASONE Aqueous, Nasal 
Spray in its pack untit it is 
time to take it. 

If yott �e the· p.rocltJct out of its· 
padcagiAg it may not keep--welt 

................ PAGE, .... ... 
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Disposal 

If your dod:cr bills you to
stop using 8ECONASE 
ALLERGY.24 HOUR 
FLUTICASONE Aqueous Nasal 
Sp,ay, or the Pn:lducthas 
passect·i�·expiry dats, ask· 

· your:phat U13Cbl what ID i:fo 
witfi.aoy.BECONASE.All.ERGY 
24'HOUR 'fluncASQNE 
-Aqueous·NasatSpray·.left 
.. O\fer. 

-Product description

·What BfCOHASf AllfRGY 2, 
HOUR FlUTICASON-E Aqueous 
NasaJ Spray loolcs· Iike

BECONASE AUERGY 24 HOUR 
fl.UTICASONE Aqueous Nasal 
Spray.,.ls corrtainect-.in.an amber
glass-bottle fitted with a- meteAn�. 
pump, ·a nasa1·aciaptor-.and .a·· duct 
�--Each .bott!e.ct>ntains around 
120sprays .. 

Ingredients 

-BECONASE Alit:RGY i4 H9UR
flUTI;CA.SONE :Aqueou's Nasal 
Spra)' ·contains the. active 
ingredient fluticasone propionate.

. -It afso.cilntains.�:� 
tnac:ttve !ngrmlents: 

. ·.f>i.spetsit)le a!ifufose;sodiUm 
�lase, anhydrous. 
glua:,se,� 80, 
-h� add ,(to .acljuS[ pH).
prnifie± water, benzaftconium 
dlloode, ·pbeoetb.)11. ala:ihol. 
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Spon-sor 

eaxoSmit:l'IKline Consumer 
Healthcare 

82 Hughes -Avenue 
Ermington, N.SW 2115. 

Further lnfor-mafion. 

T.his-15. nat all the·mfoonat1on that 
is available-on BECONASE 
·AU.ERGY-24·HOtJR fWTICASONE 
AquE!OIJ'S Nasat·Spray. If�halle'· 
aAy·mor-e {tt}estioAS ·or are nal: 

·sure about anythmg;-aslc .ywr
dodDr: or pharmacist.

.. Do.not tbro.w:this· leaffet
away: 
You may need to read it ag�n.

·This·leaflet was pre.part!d·.on 1
May2002. Toe infcrmatiotl. 
p!'(Mded applies·onty ro: 
·BECON'ASE:AU:.ERGY 21,.f:IOUR
R.tmCASONE ·i\Qtleaus Nasat 
SMiY-· 
,TM, BECONASE •AU:.ERGY:24 BOUR' 
R:IJTICASONE is a trade mane of . 

: the.Glaxo..WeDc:ome:Group.of. 
� 
BECONASE-Aa.ERGY i4 HOUR.
ROTICASONE AAueous Nasal
-Spray,: AUST- R .xxxxx

AlTACHMENT.................. PAGE .......... ....... . 
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PRODUCT INFORMATION 

BECONASE AUERGY 24 HOUR.1111 Fluticasone AQUEOUS NASAL SPRAY 

AUSTRAUAN 
APPROVED NAME: Fluticasone propionate 

PHYSICAL AND CHEMICAL CHARACTERISTICS: 

BECONASE AUER� 24 HOUR Fluticasone. Aqueous Nasal Spray (0.05% w/w) is an aqueous
-suSpe:r 1siot I of -microf.ine fluticasone propiotiate for ttipital -administration ·1D the ·nasai murosa 
by means of a metering, a1Dmising spray pump. Each 100mg of spray delivered by the nasal 
adaptor contains ,?Oµg of fluticasone propionate. 

BECONASE ALLERGY 24 HOUR Fluticasone Aqueous Nasal Spray also contains the following 
excipients: anhydrous glucose, cellulose - dispersible, phenethyl alcohol, benzalkonium 
chloride solution, polysorbclte 80, hydrochloric acid, water - purified.

CHEMICAL NAME: 

S-Fluoromethyl 6a., 9a-difluoro-11B-hydroxy-lfu-methyl-3-�o-17 a-propionyloxy-androsra-1,
4-diene-l 7B-c:arbothioate.

STRUCTURE: 

0 

:,.. 

CAS: 80474-14-2 

MOLECULAR FORMULA: CisH31F3QsS 

MODE OF ACTION: 

cosc�,f 

C Kl ·""'\\CCO C? H� 

H 

f. 

Fluticasone propionate has potent anti-inflammatory actiVity but when used topically on the 
nasal mucnsa has no detectable systemic activity. 

Flutitasone propionate causes little or no hypothalamic-pituitary-adrenal axis suppression 
following intranasal administration. Following intranasal dosing of flutic.asone propionate at
the recommended dose (200mc.g/day) no significant change in 24h serum cortisol AUC was

. .found .oompar.ed .t:Q plaa3bo {ratio 1.0J, 90%CI ,0.9-Ll4). After Jntranasal adminlstrat�on .of
high dose FP (2400mcg/day ie 12 times the recommended dose) a small change in 24h serum
cortisol ALIC was found compared to placebo (ratio 0.79, 90% a 0.71�0.89). 

F�. ,i�NT ........ � ...... PAGE ................. ..
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PHARMACOKINETICS: 

The data for 1=0ediatric pharmacokinetics show c:onsistency with the adult findings. 

Absorption: Following intranasal dosing of fluticasone propionate, (2OOmcg/day) steady-state 
maximum plasma concentrations were not quantifiable in most subjects ( <0.Olng/mL). The 
highest <=n- observed was O.O17ng/mL Following the recnmmended dose of 2OOrnc:g/day, 
the·bioavailabillty rould not be quantified in most subjects.and the highest reported value was 
1 %. The amount of direct absorptiol'I in the nose is unknown but appears to be low due to 
the low aqueous solubility with the majority of the dose being eventually swallowed. When 
administered orally the systemic exp:>sure is < 1 % due tn JXX)r absorption and pre-systemic 
metabolism. The absolute bioavailability of intranasal FP at high doses (2400mcg/day ie 12
times the recommended·dose) is estimated as 1.26% (90% a 0.85, 1.86).

Distribution: Flutic:asone propionate has a large volume of distribution at steady-state 
(a.pproximat:el.Y 318L). Plasma protein binding is moderately high (91 %). 

Metaoolism: Fluticasone propionate is cleared rapidly from the systemic circulation, 
principally by hepatic metabolism to an inactive c:arboxylic acid metabolite, by the cytochrome 
P45O enzyme CYP3A4. Swallowed fluticasone propionate is also subject to extensive first �ss 
metabolism. Care should be taken when co-admir:iistering potent CYP3A4 inhibitors such as 
ketoconazole and ritonavir as there is potential for increased systemic exposure to flutirasone 
propionate. 

Elimination: 1he: elimination rate of intravenous administered flutic:2sone propionate is linear 
over the 250-lOOOmcg ·dose range and are characterized by a high plasma clearance 
(CL=l.lljmin). Peak ·plasma concentrations are reduced by approximately 98% within 3-4 
h ours and only low plasma ooncentrations were associated with the 7:Bh terminal half-life. 
The renal dearance of fluticasone propionate is negligible ( <0.2%) and less than 5% as the 
carboxylic acid metabolite. The major route of. elimination is the excretion of fluticasone 
propionate and its metalx>lites in the bile. 

CUNICAL TRIALS: 

Rhinitis 

Clinical Trials aimed to establish the efficacy of Fluticasone Propionate Aqueous Nasal Spray 
(FPANS) 200µg once �lly (od) in adults with seasonal.or perennial minitis. To determine tllat 
these dosages. were optimal for treating adults and to _compare the efficacy of FPANS 2OOµg 
od 

with that of the standard'. t:herc1py,. beclomef.hasone dipropionat:e aqueous nasal SJ:r.3Y 
(BDPANS) 2OOµg. was used twice daily (bd). Clinical· trial data is available from over 4000 
patients. Efficacy determination included daily symptom assessments. 

Dose-ranging studies showed FPANS tn be significantly superior ta placebo in the relief of 
symptoms .of mi1:1itis, ·even .at .very low doses (25µg. twice daily), although higher doses (eg
2OOµg daily) prov.ide.d significant jmprovements more rapidly. 

· Once ·daUy doses ·-of 2O0µg fPA:NS have ·been ·shown to be ·efficacious in patients with
seasonal rhinitis. For the relief of adult perer:miat rhinitis, 200µ.g once daily was as effect.i"e as
100µg twjce.daily.

i A'.f th.__n,,1£1-11....... ........ PAGE .................. . 
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Sinus pain & pressure 
In patients with allergic rhinitis, fluticasone propionate aqueous nasal spray has aJso been 
shown to be of benefit for the management of associated sinus pain and pres.sure. 

Two 14 days, randornised, double blind, parallel group clinical studies were performed in <101 
adult and adolescent patients aged �12 years. Both studies compared BECONASE ALLERGY 
24 HOUR fluticasone Nasaf·Spray 200 mcg once daily, administered as two SOmcg sprays per 
nostril, with placebo. The primary endpoint for both studies was the mean change from 
baseline in the patient-rared sinus pain and pressure smre at week 2. In both studies,
BECONASE ALLERGY 24 HOUR Fluticasone Nasal Spray provided significantly greater 
improvement compared with placebo for the primary endpoint (p<0.05). The magnitude .of 
the .improvement was 10 points compared to placebo and· approximately 35 points from 
·baseline (baseline score for this symptom was75 on a 0-100 scale). The sinus pain and
pressure score ,was also significantly decreased in the BECONASE ALLERGY 24 HOUR
Flutic:asone Nasal Spray treated group over the entire 2 week study period (p<0.05}.

Treatment with BECONASE ALLERGY 24 HOUR fluticasone Nasai Spray provided significantly
great:er improvement in symptoms of nasal congestion during week 1, 2 and overall during
the 2 week study period (p<0.05). The overall improvement in congestion compared to
plac:eoo was 10 points and approximately 37 points. from baseline (baseline score for this
symptom was 78 on a 0-100 -scale). ---=

INDICATIONS: 

Flutic.asone Propionate Aqueous Nasal Spray is indicated for the short-term (3 - 6 months) 
.::f- prevention or treatment of ·seasonal allergic rhinitis and perennial rhinitis in adults and 

children over 12 years old: 

CONTRAINDICATIONS: 

Fluticasone Propionate Aqueous Nasal Spray is contra-indicated in patients with a 
hypersensitivity to any of its ingredients, or a history of allergic reaction to other 
corticosteroid. medicines 

PRECAUTIONS: 

Local infection: Infections of the nasal airways should be appropriately treated but do not 
constitute a ·specific rontra-indication to treatment with FluticaSOAe Propionate Aqueous Nasal 
Spray. 

Aftflough some beneficial effects of Fluticasone Propionate Aqueous Nasal Spray may be 
o� withjn 24 hour.s, the full benefit of. Fluticasor.ie Propionate Aqueous Nasal Spray may 
not be rachieved until .treatment has been administered for several days. 

Care must be taken while transferring patients from systemic steroid treatment to Fluticasone 
Propionate Aqueous Nasal Spray if there .i5.any reason to·suppose that their adrenal function 
is impaired.

Altflough Fluticasone Propionate Aqueous Nasal Spray will control seasonal allergic rhinitis in 
most cases, an abnormally heavy challenge of summer allergens may, in rertain instances, 
necessitate.appropriate additional therapy, partirularly to control eye symptoms. 

Rare instanc:es of gla1:1coma and increased. intr.a--OO.Jlar pressure have been reported following 
administration of intranasal corticosteroids, as a class effect. 

F
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candidiasis of the throat c.an occur in patients treated with intranasal steroids. Special care
should be taken when treating patients who may be susceptible to candida infections (eg 
diabetics). 

Because of the inhibitory effect of these drugs on wound healing, patients with recent nasal
septa! ulcers, nasal surgery or nasal trauma should not use intranasal corticosteroids until
healing has occurred.

Adrenocortical function:

Intranasal steroid.products are designed to deliver drug directly to the nasal mucosa in order
to minimise overaU systemic gluaxorticoid. exposure and side effects. However systemic
effects such as 14PA axis suppression, reduction of bone density and retardation of growth
rate in children .may ocrur with intranasal steroids, partirulatly at high doses prescribed far
prolonged periods of time.

The k,west dose of BECONASE All£RGY 24 HOUR Fluticasone Nasal Spray that causes
suppression of the HPA axis or effects on bone mineral density or growth retardation has not
yet been established. ·However r the systemic bioavailability of flutic:asone propionate is low
(estimated at 126% using high .doses), when given as BEC0NASE ALLERGY 24 HOUR
Flutic:asm1e Aqueous Nasal Spray, and this limits the potential for such systemic side effects.
Measurement of serum cortisol and 24 hour urinary cortisol in the dinical studies in adults did
not suggest .any HPA axis ·suppression with !"ea:)mmended doses

. 
Sb.Jdies of effects on the

HPA axis in children have not been .ronducted. 

carcinogenicity, Mut3genicity and Impairment of Fertility: 
Fluticasone propionate. has no mutagenic effect in vivo or in vitro, no b.Jmorigenic potential in
rodents and is-non-irritant and non-sensitising in animal models. 

No evidence of a tumorigenic effect was observed in either a 2 year study in rats receiving
doses of.fluticasone.propionate up .to 57 µg/kg/day.by inhalation or in an 18 month study in
mice receiving or.al doses of fluticasone propionate up to 1 mg/kg/day. There- was no
evidence of. a nrutagenic potential In a standard battery of mutagenkity assays. 

Use in Pregnancy: (Category 83) 
There .is insufficient evidence of safety of flutic:asone propionate in human pregnar.icy..
Systemically absorbed. corticosteroids are known to induce fetotcxic and teratogenic effects in
rodent stJJdies. However, equivalent effects have not been reported when these compotmds
have been given to humans during pregnancy. Reproductive toxicity srudies with fluticasone
propionate in mire.and rats have shown the expected fetotoxic and teratogenic effects at
subcutaneous doses-:of 100· to 150 µg/kg/day .and· above. As with previous compounds of this 
class, these effects are unlike.ly to be relevant to human_ therapy. Direct intranasal application
ensures minimal systemic exposure. As with other drugs, the use of BECONASE AU£RGY 24
HOUR Fluticasone Aqueous Nasal Spray during pregnancy shoold only be considered if the
expected benefrt to the mother is greater than any possible risk to the foetus. 

Use in Lactation:

The excretion of fluticasone propionate into human breast milk has not been investigated.
Sulx:utaneous administration of tritiated drug to lactating rats resulted in measurable
radioactivity in bot.n plasma- and··milk {levels in·milk were 3-7 times plasma levels)' 1-8 hours
·post-'dosing.· However:plasma · fevers in -patients following intranasal application of fluticasone
propionate. at recoramended doses are low, and' the amount of fluticasone ingested by the
newbom is estimated to be -very small ·as a consequenre of very low maternal plasma
concentration. 
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Effects on ability to drive and use machinery: 

fluticasone propionatE is Ul'llikely to affect-the ability to drive or use machinery. 

JNTERACTlONS: 

·Care ·should· be ·-talceo -when �administering -known, strong CYP'3A4 inhibitors, -eg. Ritonavir
and· kenx:onazo1e, as. there 'is.· potential· for increased· systemic exposure· to· fluticascme
propionate.

ADVERSE REACTIONS:: 

Ad�e reactions in wntroUed cflnicaf studies with SECONASE ALLERGY 24 HOUR Fiuticasone 
Nasal Spray have. ·been-primarily associated. with Irritation of the nasal mucous membranes,
and are consistent with-those expected from -application-of a -topical-medication to -an alr:eady 
inflamed membrane; The adverse reactions reporred by patients treated with BEffiNASE 
ALI.ERGY 24 HOUR ·FJuticasone Nasal Spray were similar · to those reported ·by patients 
receiving placebo. 

The most frequently re!X)rted adverse reactions �l % in any treatment group) considered ·by
the investigator to be _µ:,tentially related to BECONASE ALLERGY 24 HOUR Fluticasone Nasal 
Spray or placebo in trials of. seasonal allergic rhinitis are listed below. These studies 
conducted in 948 adults and in 499 children evaluated 14-28 days of treatment with 
recommended 

c:bses of BECONASE AUERGY 24 ROUR Fluticasone Nasal Spray compared 
with placebo� 

Adverse Reactions Reoorted Most Freciuenttv in Clinical Trials of Seasonal Allergic Rhinitis 

Adults (age� 12 years) Children (age 4-11 years} 

FANS FANS f'lac:ebo FANS 
--,----·· .. --FANS Placet:o 

100 µg be! 200 µg oo (n-=314) 100 µgod 200 � od (n=168) 
(n ... 312) (rr-322) % (n-1£7) (n-'164) % 

% % % o/o 

Nasal burnln0 2.2 3.4 ::Z.5 1.8 2.'l 1.2 

.Pharvna�is 1.3 1.6 <l <l 0 0 
RunCTY nose <l 1.6 <l <l I <l <1 

Blood in nasal mucus 0 1.6 <l 0 <1 0 

EoiSt:Dds 1.6 2.8 . .2.2 3.0 3.7 3.6 

Sneezina . <1 1.2 2.2 0 <1 0 
Oustino· in nostrils 0 0 I 0 1.2 0 0 

Nasal a,n�n 0 0 0 o· 1.2 D 

l'<lasal ulcer <1 0 j 0 1.2 1.2 1.2 
Headache 1.3 2.5 1.9 1.2 1.2 1.2 

. f.ANS:- BECONASE .AL!ElGY 24 HOUR flutic:asaoe AQueous Nasal Sc;,ray 

In-two 6 month trials. in)IQl\li-ng 831-patients aged 12-75 years with perennial allergic rhinitis, 
the- adverse reactions- reported by· p:ments·treated· with BECONASE .ALLERGY· 24 HOUR 
Fluticasone Nasal Spray were simnar in type and incidence to those reported in seasonal 
trials, with the exception of epistaxis (s; 13a%) and blood in nasal mwcous -(� . .8.3%�. In 
addition to. the events reported most frequently in the seasonal trials, patients. recsiving. 
BECONASE ALLERGY· 24 HOUR. !==luticasone Nasal Spray in the 6 month trials reported nasal 
soreness (:S; 2.5%}, r,asal .excoriation (� 2.0%), sinusitis (� 1.6%), and nasal dl)'AeSs- (:s; 
1.3%} 

. Infraquent adl.erse .reactiOflS .(incidence .of .0.1 %:-1 % and- greater -than placebo} rep:,rted- �
patients receiving-tluticasone propionate aqtleous·nasat spray at ttie recommended daily do.se· 
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of 200 mcg (or 100 mcg per day .for childr.en 4-11 yeafS of age} in the aforementioned clinicat
trials included pharyngeal irrit:ltion, nasal stinging, nausea and vomiting, unpleasant smell 
and taste, and s4nus headache (0.3%); lacrimation, eye irritation, xerostomia, cough,
urticaria, and rash (0.2%); and.nasal septum perforation (0.1%). 

In two dinical trials that investigated BECONASE AU:ERGV 24 HOUR Flutkasone Nasal Spray
in the .management _of .the sy.mptoms of sinus paiA- .and pressure asso.ciated with .aUergic
rhinitis, the adverse· reactions COl'lsidered .. by ·tt,e· investigator· to be potentially drug relat:ed
were similar 'in type to those reported ·in the seasonal trials. The more frequently reported
drug related adverse reactions. (�l % in any treatment group) was epistaxis (2%), nasat
burning (1%), blood in nasa1 mucus (1%) and sore throat (1%). The studies c.onducted in
4-01 patients aged 12-74 years and evaluated 14 days of lrea-tment with recommended doses
of BECONASE AltERGY 24 HOUR Fluticasone Nasal. Spray compared' with placetx>. 

·Post-Marketing Surveillance: In addition 'to adverse events reported from dinicar triafs, 
the following events have been identified duriAg·post-approyal use of Autic.asone J)fOpionate
in dinical practice. 

Gerlera!: Hypersensitivity reactions including angioedema, skin rasFr, edema of the face or
tongt:Je, ·pruritis, wheezing, dyspnea, and rarely, brooc:hospasm and anaphylaxis/aoaphylactic
reacftons·.have been repol'ted. 
·Ear, Nose· and Throat Att:eration or loss in sense of taste·and/or -smell, 'SOre 1hroat,·"throat
imlation and· dryness, noarseness, and' voice d1anges. 
Eye! Dryness. and irritation of the �es

.,
. conjunctMtis,. blurred vision, glaucoma, inaeased

.tntraocular pressur.e,..and ·cat:aracts. 

DOSAGE AND ADMINISTRATION: 

·Fluticasooe.. propionate. :is for administration ·by. the. iatraaaS:il route only. Although some.
-beneficial· .effects may· be seen within 24· �oars, fur fuil therapeutic benefit regular usage -is 
essential.' The absence of ·an· ·immediate' effect ·should be explained to the patient as
maximum r-efief may not·be obt:afnecf until a� 3 to 4 days of treatment. 

When symptoms are. under. mntrol, a maintenance. dose of one spray ioto each nostril once a
day may be userl .. If symptoms reoa:ur the dosage .. mcfy be inaeased- aa::ordingly. The
minimum dose at which effect1ve control of symptoms ls maintained should be used. 

Shake gently before�. 

It .ts necessar y tD·:Prime the pump .before first use or after a period of non-use tl week or
more}. After 'initial prirriiiig· ·(six ac:1uations)� each actuatlon delivers 50mcg of Flutica'sone
'Propionate in 100 mg of formulation lftrough the nasa1'adapter 

.f.or .tfle .ueatment.of seasonal ,allergic ,rhinitis-and ,perennial rhinitis in adults and
children over 12·years old : 

Two sprays into each nostril once a day, preferably in the morning.The maximum daily dose
should not e)(CE!E!(j 200 µg ( 4 sprays) per day. 

Elderty: 

The normal adult dosage is applicable. 
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OVERDOSAGE:. 

·"There are :no dam availabte ·on ·the --effects -ef aa::ire -or chronic over-dosage -witn fluticasone
Propionate Aqueous Nasal" Spray. Intra-nasal administration of 2400mc:g fluticasonse per day
{ie 12 times the recommended dose) for four days to healthy human volunteers caused .a
small degree of sup_pression of adrenal steroid .PAXiuction.

Suppression ·:of adr:er-Jat :ster.eid ,Pf8daction ·may ·gi\fe -rise -re· ·l'yp'rcal -signs and symptoms of
Cushing's disease; such as buffalo· hump� putfiness ·of 'faa!� ·hypertension· and· elevated ·blood
glucose." Tf such a· .cqndition. were to oa:tir, .care .should be .taken to wean the .pati�nt.sJowl_y
off. the· ste�d-- due to .the .probability· 0f a�enai impair.ment Recovery from. impaired
adrenorortkal fonctioo. ral:lSE!d by prolonged. steroid. �erapy iS usuaHy slow. and. haS.-been
know to last up to 12-months.

PRESENTATION: 

Fk:1tica.sone-Pro'pioilate·-Aqueous .Nasal S�y-is ·supplied-ifl afl .amber-glass oottle ·fitted with a 
metering, atorTKSiflg pµmp, nasal adaptor ·aoo · a dust cxwer. Bottles of approximately 60 or 
..approximately:12.0 metered :sprays, ·when.used as recommended. 

-': 

-Fluticasone -Propionare Aqueous Nasal- ·Spr:ay rer,,tair:\S the anti-microbial preservatives
.benzalkonium-duoride· .(.BK(} '3nd· .pbenethyt .alcohol. -:n,e .effects ·.of :BKC .on :nasal ·mt:tcosa and"
oliary ft.mcoorr'ha'R- been examined; and 'flO damaging}'ffect:s. have' been 'observed irl diriical 
studies pf up 1D 1 -year dm:ation. 

STORAGE <ONOmGNS:. 

Fll:.lticasone- Pmpioflate-Aq�us ·Nasal· SP.ray_ shootd·b:! storecH:ielow 30· degrees celsius. ·
.·P.rotect".from Jight.-Do .not·�r.atE . 

. POlSON "SCHEDULE: 53 (PHARMAGST-ONL Y MEDIGNE) 

GlaxoSmithtGine Consumer­
Healthcare. 
gz· Hughes-Avern:le­

·Ermington ·NSW .21I5.

. 

. 

DA:TI: Of··TGA: APPROVAl:-

BEC0NASE Ail.ERGY 24· HOtlR™· is a trade· mark of tfle-G[axo Wellcome Group- of-Companies: 
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