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DESCRIPTION
Triamcinclone acelovide, USP, the adtive ingredient in Nasacort® HFA Nasal Aerosol, is a
gucoariicosleroid with a molecular weight of 434,5. the chemical designalion - liore.
11816a,17, 21-etahydroxypregna-1, 4-diene-d, 20-dione cyclic 16,17-acelal wilh accls
{€yaHyFOg), and the lollowing chemical struclure:

Triamcinolane aceionide is a white lo (ream-colored rystalline powdes, praciically insoluble:
in waler, very solubic in dehydrated atcohol, chloroform, and meihyl akohol.

Nisacorl HFA Nasal Aerosol is 2 melered-dow acrosol unit cantaining a microcrysialline

USP 0.7% wiw Each canisier confains 15 mg of Iriamcinolone xcetonide.

The canisiey st b\- primcd with 3 actuations prios To the fiest wse or aller 3 period of rop-
use (3 daws). Alter priming, cach aciyalion melers 100 meg of lriameinolone acelonide in
esmgol wspemm Trom the valve and delivers 55 meg of Iriamcinolone acelanide inom the
nasal actuator 1o Ihe patienl. It the product & pot used for mose than 3 davs, it should be
re-primed with 3 achvations.

£ach 9.3 g canister of Nasacort WF Nasa) serosol mnv-dn mn mmud speays. Alter
100 metered sprays. this amount of per &
‘and the unil should be discarded. Palients are pnmdd wilha le»nll <ard 1o lack usage 23
pat of Lhe PATIENT'S INSTRUCTIONS FOR USE fear-off theel,

YAventis

Wasal Aeresal

In another trial, the potential syslemic elfects of mam(molnm acetonide CFC formylation

{Nasicost Nawal mhaler) an the HPA aris were sludied in 64 patients wilh allevgic rhinilis.

Natocon Nataltebaer sdminitere 10 dums al dascs of 220 or 440 meg once daily was
i ity admin Tor424;

Plawna cortisol concentrations. 24-hour urinary 17.0HCS. and 24-hour urinary free cortisol
concentralions were not affccted in patienls Isealed wilh eilher placebo or Nasacort Hasal

ign y
reduced the response o cosyniropin for pkma cortfol concenirations and 24-hour urinary
17.0HCS corcentratiors.

Asudy: onduiicd l e 30, yniropin

Sludy was ¢ 9 Ay . m"“
the mais f Nasacorl AQ

5 weeks. No abnomal friponse 10 Conntropin inlusion (peak serum cortisol <18 Mmegdl) was

observed affer 6 weeks of dosing at 440 micg per day.

dinlcal Trals

The detenniationof oy and et of asscot HEA N Aetosl s based a e il
program Nasacorl HEA Nasal Acrosol to Nasacorl Nasal tnkaler (iriamdinolone
Sctonk CEC lormutation, and b exrapolation from the knawm elfca and sfey of the
Naskort Nasal Inhaler. The c Nasacorl HFA Nasal 2 sludies
conducied in Ihe Uniled States .mum, (A palients 12 1o 83 years of age wilh al

s, of whom 729 palients were trealed with Nasacorl HFA Naswl Aetosol. One sludy was a
2aveek. daubleblind, paralielgroup. placebo-<ontralicd tial comparing Nasacort HFA Nasal
Aol 1o Naskunt sl Il (samdnaone xelorsde CKC fommullion n 780 patens
18 ycars of age ond oldes with seasonal allengc shinits. The duy\ incomporaed 2 doses of
Nasacon Nasal Inhaler that were . and
2 doses of Nasacorl HFA Nasal 140 meg . on(e daily). study wasi
12:month, opea-dabel salety siudy in 396 patients 12 years of age and okder with porennia
allergic shinitis. The dose of Nasacarl HFA Nasal Acrosol was 220 meg e daily for the o
2 wecks and 440 meg once daily for the remainder of the sudy.

In the Z-weck. doubic-bind study. Nasacort FA Nasal Actosot and Rasacort Nasal Inhater

signilicant reduttion in symptoms of allergic shinitiy (sce table below). Thete wece no signifi-
i P A | i f paients

delined by gende, age, os race.

tifecl of Nasacont IIFA Hasal Acrosol o mal Symplom Score

2 2-Week Uinical
CUNICAL FHARMACOLOGY in Patints wih Sasanal AlkrlK Rhinitis.

i i e i, is 2 ivalive of triam- Treatment Govp (] Bascline liean Niean Change P
cinelone. Although triameinolane itsel Smately 1 10 2 ednis Sore {SEM)* Ftam Baseline pasison
in animal models of i o, 1 acelonide is times, more kwﬂlue)
polen o in i i 3 N 205 <005
on is unknowr. Once Daiy (1)

— Hasacorl HFA 110 meg R EXIA) <q0
y 105)
have been shown to have 2 wide range of eflls on muliple cell pes (e,;. mast cels, ] (e BETo
T

neutrophils, macrophages, and Kmphocytes) and mediators (eg. histamine,

symploms. When corlicosleroids are dscontinued, symploms may not nequr for soveval days.

Pharmacokinetic:
riamcinolone acelonide is abiorbed into the systemic circulalion in humans

rhinilis (nasal discharge, nasal xlulrmm. and sneezing) for 3 days preceding i
and Ibe moming of m\domlnlm Each symplom was umd by patients 2 nma 2o by
reflection over the pres 2 hours on a scale of 0 To 3 where 0=no symplam and
|3zevere symptoms.

** Changes were averaged over the 2wrek treatmen peviod compared lo the haseline.
[Symplom a3 he same as that for the baseline,

2 variable fime 1p onset and.

i iami 0 2(SD +0.1] pg/ml was
observed at 3.8 {50 + 24) hours poudosing.

Based on an in [ onide phosphale

mxu(suﬂul The

of 2 mg of (6

ester in 12

degrec of symplom rrllel hen using Nasacorl HFA Nasal Acrosol. Afler starling palients on
‘appropriate doscs of Nasacorl HFA Nasal Aetosol (see DOSAGE AND ADMINISTRATION) il is
recommended thal the elfect be awewsed in 4 1o 7 days. If adequale relief has nol been
obtained by 2 reasonable lime, altemale forms of Lrcatment should be considered.

bining of I i

‘gver a wide plasma lriamcinolone acelanide conceniration range (0,03 - 3.2 ng/mL). Based on

an ex vivo sludy, Lhe overall mean percent bound 1o plasma proicin was appraximately 65%
+

Metabiollsnt; ism and excetion
terie with o paren compond being deeced inplsna afce 4 bours pos el 1uq
riam(inolone radiolobeted dose.

The disposilion and melabolic profile of {4C) lmmumlonc mlmude in human plasma,
Thiee maj

urice, and feces

nol

7 . if) in palieols 6 through 11 years
of 2 There is 0o evidencc ihat cateding the mnmmm dose s more elfective. In

general,
reduce the pnsuhl-lv of ude dl«lx. tsee wnnmas. rlmlmm& Inforraation for
Patients, and ADVERSE REA(

INDICATIONS AND USAGE
Hacon HFA asal Aerosol is indicaled for Ihe freatment of Ihe nasal svmploms of allergic
thiith (seasonal and perennial)in adults and children 6 years of age and older.

(lmlmr Helonide-21- m( acid. Two major meiabolites in "w arine were 68-hydroxyini-

im(mnh‘.\ne acelon ils following further ouidation (possibly

a(:lmldru 1 i amount of Iramgin-

olone o found in urine. itcs.in Ihe feces were the

same a5 thase in phum m heee majos nelabolte i the plosm had o Iy 2 et
mined by in vite studics.

Elirination: Based on an iniravenous dose of 2 g of Iriamcinolone acelonide phosphale:
‘esles in 12 bealthy subjeqts, the mean Kalllife of riameinolone acelonide was 2 hours (3D &
0.7),and Ihe mean ciearance was 37,3 Ubout (0 128, Following a single intranasal admin-
islration of 440 meg of triancinolane acctonide in 24 healthy subjects, the mean halldife was
54 hours (S0 + 4.73. However, this value probably reflects lingering absorplion ol triamin-
olone acelonide.

subject. urinary and fecal cxcrelion accounted bot apprazimately ol i ol ["q-udn
Lsbeled dose. OF the recovered (14C)saioactivity, apprasimatcly 40% and 60% were found in
the urine and leces, respectively. Urinary excretion of |uqmunmy was essentiafly
comlete within 24 haurs pastdose wilh mostof he feal effminalion compeled betveen

48 and 96 hours postdese. The plasna h
the duration of the drug's aciiiy.

Specal Papalatlons: Format pharmacokinetic sludies using intranasal Iriameinolone
xelomde were nol carried oul in 2o spunl The effects of renal fmpaimenL.

Safety and eflecii f Nasacort HFA Nawal Acrusol in childeen below 6 yeas of age have
01 hern adequalely established.

CONTRAINDICATIONS

Natacort HFA Nasal Acrosol i i in paticnts wilh livity to any of the
ingredicnus.

WARNINGS.

by signs of adrenal mﬂumvmd s ddilon. some patients may cxperience xymplmm of
withdrawal. c.g. joinl and/or muscular pain, Lassitude, and depression. Palicn!

weate or prolonged periods wilh sysiemk corosienoids and Lramiened 10 opkal orico,
steroidh shouid be carelully monitered for acule adrenal insulficiency in response 1o sres. In
thoss patients who have axthma or alhey dlinical conditions requiring long-letm sysiewis (ori-
<osteroid trealment, oo tapid v

bation of their symptons.

The concomitanl e of intranasal coriosteroids with nlhﬂ inhaled corticosteroids could
increase the r of HPA axis.

Persons wha are sing deugs thal suppress Ihe immune system are more susceptible (0 infec-
¢ % - !

aulls using corticosteroics. In chikdren or adults
who have not 3

1o avoid exposure. How Ihe dose. foute. and datation of corticosleroid adminbiration afiect
known.

ik Empairment. age, of gender elonide

a role in Lhe texponrse o triamdinolonc acelonide in the treatnvent of allevgic rhinilis. Monm—

disease andior prior Crticotercid mmmu 1o the risk & aksa ol known. uw o chick:

enpax, prophylaxs with !l aposed lo
mmle (See the
pective pxhge inseris lor camplete VZIG 3nd 16 prewibing mknmallm.l W chickenpox
develops, be contidered.

Label mukipke-dose study was conducled comparing itcanasal CKC and depol i
in 25 aduh pa il abergic

iney

m
CHC formulation was adminialered at a dase of 440 meg once daily for 42 days, 2nd Ihe 4 mg

depot miamuscular lmnu Lation was administeted once a week for 42 daya. Weekly injection

yielded sustamed throughout Lhe dosing inlerval while daily lnlrlmsil ‘adminis.
bde

the mean plasma bevels achieved wil s

muscular tiamiinolone acelonide were clinically cflective on allerpic rhinitis symploms. Ihx

suggesis that trisminolone aceianide is both sysicmically and topically active.

The potential systemic eflects of triamcinclone atelonide aquewus lnrmuhlwl\ (Nasacont AQ
A patients with
allersic thiritis. Nasacor! AQ Nasal Spray administered to adults al dosﬁ of 220 or 410 meg
‘once daily was compared 10 placcha or 10 mg prednisone adminiviered as aral capsules for
42 days. Plauna cortiuot conceniralions were nat affevted in patients treated wilh eilher
placeboor

PRECAUTIONS

niranasat corticoscrids may cause a rriacion in growih velotty when adminisicred to
pediatric palients {sec PRECAUTIONS: Pedlatric Use).

etonide adminigered i has been shawn 10 be absorbed inlo the
sysiemic circulalion in humm Palients withaciv thinit shewed absorplion simer 1o thal
Jound in nomal volunt

Raely, it ions. or contact derr alter the adminisira.
fion of Nasacort HFA Nasal Aerasol. Rare instances of wheezing. nawal seplum perlocalion,
calaracss. glaveoma, and increased inlraocular pressare have been reporied following Lhe
inlranasal application of corticosteraids, m(ludllu triamcinolone acetonide, Because of Lhe

Soray in respon " while of healing in patients who have ed recent
nifcanily “por asal eplalkers, sl SRy or L, 2 Cototeraid ol be i mth caution ondl
healing hay occurred,
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Nasacort® HFA qrismdlsslese scctenide)
[na" za-can
{triamcinolone acetonide) Stepd
Nasal Azrosol The device must be primed prior to the first ue.

PATIENT'S INSTRUCTIONS FOR USE

Before each use ol Nasacort® HFA Nasal Aerosol, gmlly blow your nose, making
sure your nostrils are clear. Then loliow these step:

Step 1
The Nasacort® HFA Nasal Aerosol device (canister and actuator assembly) is
supplied with a protedtive cap in a pouch. Tear open the pouch and discard it
belore using the Nasacort HFA Nasal Aerosol device, Remove the white protective
cap [rom the device prior to use. The canister and actuator are designed to be used
together. Do not remove the canister (rom the actuator during regular use of the
product,

Flgure 1: Nasacort HFA Nasal Aerosol device with protedive cap

Step2
Shake Ihe device well.

To prime, hold the device between your thumb

and lorelinger and press down on the canister to

release one spray. Repeat this unlil you have

relcased a total of 3 sprays. Now your device is

primed and ready for use,

Re-peiming of the device is onty necessary when it

has ot been used lor more than 3 days. To re-

prime the device, shake it and release 3 sprays {as.

described in Step 3 abave). Now the device is re-primed. There is no need to re-
prime the device between mare lrequent uses.

Step 4
To use. hold the device between your thumb and forclinger,

Step
Tift your head back slightly and insert the end of
the actuator into onc nosl, pointing it slightly
toward the ousside nostril wall away from the
nasal septum, while holding your ather nostri
closed with one finger. Avold spraying in eyes.

Step 6

Press down on the canister to refease one saray
and, at the same lime, inhale gently through the
nostril.

Step 7
Hold your breath for a few seconds, then breathe
oul slowly through your mouth,

Step 8
Withdraw the device from your nostril.

Step 9

Repeat the process in your other nostril.

NOTE:  When the physician prescribes more than one spray per nostrl, lor cach
spray repeat steps 5 through 9.
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220 palients weve Lraled with Nasacorl HFA Nasal Artosol for

anmngensnm(nmu QdmLNn(mmmmu(wsmhﬂmmm ed from
physical

NASACOKT® HFA 3
{triarscinolone acetonide) fulamdnolone acelonide]
HNagal Aerosol Nasal Aerosol
. . P
f the hose and pharynx wilh Candida afbicans b red. When
and discontinuarce of tseaiment with Nasatorl HFA Nasal Acrsol. As with any kong-iem

fopial Ireatment of the nasal cavity. patients using Nawacorl HFA Nasal Aerasol owee seweral
months of longes shoulkd be examined periodically lor evidence of Condida infection ot other
adverse elfects on the nasal mucosa.

used with caution,if atall i

Porsivist iy systemic viral o parasitc infections, or ocular herpes simplex.

When used at higher o

syslemic corticosieroid ell«n such as l\ypcmmnmm ind adrenal wnpm may appear,
Therelore. Larger Ilun recommended doses of Hasacort HFA Nasal Asrosol shoul ld e avoided,
M signs o iasacort HEA
Nasal Aerosol shoukd be discontinued sowly, corshient with acepted nm(rdum for discon-
tinuing orl steruid ther:

Information far Patlen
trealed w.m Kasacort HFA Nasal

HIA g
the tollowing Lable:
Mdverie Event ‘Naucort HFA Nasacort HFA Placebo
Naal Aerosol Nasal Aerosol (=Y %
10 mex 440 mcg
{n=ton % inas13) %
Sneezing 140 159 7.2
Headache 03 3 (]
Nasal imitalion 75 [ g
[ a7 35 8

f the 396 palients enrolled in the 12-manth open-tabel study, 75X rexcived treatment for
‘grealer than § monihs. In this sludy, patienls wese Irealed with Nasacort HFA Naal Aesosol at
220 meg once daly forthe firt 2 weeks and 440 g orwe daily for remainder of the study.

tion and instructions. Yhi lended ta aid

this medrcation. il i not a disclosure e

and reported a1 an incidence of 3% or ;mm included: headathe, epistaris, nasal septom
discomont, ehinilis, nasal burning. and s

Patients who arc on immunosuppressant doses of corticosteraids shauld b warned lo avoid
exposte. L and, if exposed, s ical advicy

PatienLs should use Nasacort HFA Nasal Aevosol al regular inlervals since ils ellectiveness

" . i A o
a2l adverse ell«h. L} Ihe ml of the patients the nasal adverse events usually did nol infer-

iable Ui 1
men to reah maxmum benelit. The palient shauld take the wedication 2¢ directed and

ket abm«nn erosion, oc excoriation of the nzsal seplum, and 22 of the
3% (5399 enled ‘paticnis developed nasal septum disorders. of whom 8 had evidence ol
tion, erusion, or exoriaion of the seplum, 2nd 14 had epiase. It s adviszble for

do not imprave by a reasonable lime, or il the condition worsers. Naal inrtalion occurred in
6%l 440 m i ity The

Y,
patient should ¢anlat the physician il nasal irrilalion occurs. I s advisable or patients who
expetience nawl sepum dnmmlm 10 re-cvaluale Lheir lechnique in the apglication of
Natacor! HFA Nawl Aerosol 1o minimize deposition of drug onlo Ihe scplum,

Fox the proper e u| this unil and Io altain maximum improvement, the palient should resd

ompanying palicnl inslruclions carefully. Spraying Nasicort HFA Nasal
Agvosol directly i oo e eyes ot onlo Lhe nasal septym should b avoided. 1L is important o
shake the canister well prior 1o each acluation [o inuxe Lhat a consilent amount is dispensed
per acivation, The canisler should be iscarded after 100 actualions.

©ray-Drug Interactions:

Cardnogenes, uatageneds, impalment of ey,
1na 2-year tudy in rals, elated

epion dkomlon 0 fe-ualuale I etvique i he 0o
cation of Nasa(on HFA Nasal ol

1l revommended doses are exceeded. of
take the drug in conj
hypetcoriciam, 2. Gushing syndeome,<ould accur,

individusis Iakm] Namnn HEA Naal Acrasol are
symptoms of

Inthe even! of accidenlal overdose, an increased palenlial fof ihese adverse experiences may
be expected, bul systemic advene experiences are unlikely (see OVERDOSAGE).
Observed uring dlinical Practice: In addition 1o adverse events reported from
[ Nasacort Nasal Inhaber {iriami
acelonide CFC fonmolation) in clinial practice: aal seplal pevforation, ifection o the nose
.!M pharym with (andida nlbcmnx. cataracly, glaucoma, increased inlraocular Dﬂ'ﬂll!
heezing. 1ash, prufitus, urlicaria. dizziness, paresthesia, dry moulh, navsca. (0w,

dnnes, and aferpe tecion. ecause they were epored volunarly o » opiaton oi

size. eslimates of lrequendy annol be made. These events bave been chosen for
incuion ot 1o eihe he sercusocs. Ieauency ol eporig, o posibe caui) enmaction

iamcinolone a¢elonide of a combination of these fac

at oral doses up 1o 1.0 meghg (lppmumllﬂv 1/50 af the maximum aaity
L In a 2-year study in mice, triamcin-
o sctotic ool teimenescted <ancinogenicity a ofal doses up Io 30 magfhg
{approximately 1730 ol the maximum recommended daily inranasal dosc in adulls ard
children on a megm? basiy).

i Lagenicity from in vi ' in
nelfa bacieria and a forward mutalion 1est i Chinese hamsies ovary ccik) conducled wilh
wiamginglone aelonide.

tnmate and femate rats, tri
dm up fo 15 mq/k] (awmlm 173 o the maximum u(ullmmded daily mlmm.ﬂ
Imsl

DOSAGE AND ADMINISTRATION

Recommended Doses:

Adults and Adolescents 12 years of age and older: The recommended stariing dose of

Nasacort HFA Nasal Aetosol i 220 meg per danm-n 2 spnn(SS gspray) in each nosiil

once daily. Il needed, the dose may be 1o 440 meg per day gven a3 4 sprays

155 megipan in exch nosel once iy ow the maximal et ras e e, i
palient

Children 6 throagh V9 years of age: The recommended Gosc of Kasacon HFA Nasal Aetosol
is 220 meg per day givem a3 2 sprays (55 mugipray) i each nosirl once daily. Once the

m mllhmhs and d ight and survval at doses of 5.0 meg/kg and above
(appeoximatcly 1/10 of e masimm recoramended daily inlranasal dose in adults on a

meg/m? bash). At 1.0 mecg/kg (approximalcly 1750 of the magmum recommended daily
intranatal dose in adults on a meg/m? bagis), it did nol induce the above menlioned effis.

Pregnancy:
leqenk Eiects: hqmnq category (4 In:mumlaw acelonide was lﬂllw in ril\
fabbils, znd monkeys. i ra eratogenic al

e Lo firate he paticn la Ihe minimum
cllective dose.

Salety and eliectiveness have nol bem clablished in pediatric patients below the age of
 years (see PRECAUTIONS, Pedlatric Use).

Olrections for
Ut ATIONTS INSTRUCTIONS FOR USE accompanes each package.

m adults on a meg/m? basis). In rabbils, Iriamcinolone arelonide was ako Lcralogeoic at
halation doscs of 20 mg/kg and above (appravimatey 4/5 of the maximum recommended
duly intranasal e in adalls on 3 meg/m bash. in monteps, riamcinclone acelonide way

The acule lopical 2 anpltﬂhm of Ibe enlire 15 mg contenls ol the canister may cause ol

mmd(d dauly intranasal dose in adulls on 2 mcg/m? hasiy), Dosﬂ:hltd teralogenic eftects in
rats and rabbils included cleft palate andfor intemal hydmecphaly and arial skelctal defects,
whereas the elfects observed in monke Cranial

There are na adequate and well-conirolled sludics in pregnani women. Therelore, Nasacort

HFA Nasal Aerosal should be used during pregramcy ondy if the potential benelit justfes the
potential risk lo the felus, Experience with oral corlicoueroics since their inlroduction in
phamacalogic. 33 gpposed lo physilogic doses suggels Lhal rodemts are more prone 1o

teratogenic cllects [n addition, anincrease
in corficosteroid production aunm pregnancy, most women will equire a lowes excgenous
and many will id teeatmen!

Nonteratogenic Eflects: Hypoadrenalism may occus in infants born of malhers receiving

initalion and he: s donage form is v canister
of Nasxcart HFA st 1 mgaf accionide,
HOW SUPPLIED

‘Nasacont HEA Nasal Aerosolis supplied with an aerosol-canister which provides 100 metered
e atlions, The correct amour of medikation delvered e duation canl b asored

lter ach aclua-
tan defvers 55 g riaminolone acclonid hrough the pasal acuato. The o 1
ogether. The
Namm HeA Nal sl 1 B vid wilh et 1l actuton ng the

SUpI products’ canisters, Nasacort RFA Nasal
Aetosal Bumvll\i Vilh o moleculr seve sachet . propellant adsorbent and a white st
protective (ap, and enclosed in a foil laminate overwrap pouch. Palient inslrutlions are ako
provided. Nel weightof the canisier contents is 9. grams.

orlicostevoids during pregnancy. Such infants should be carefully monilored, NDC 0075-940343

Hlni.ﬂj Mothers:

Wi 1ol known ehethe Iiamincione acetonde i exeeled in human milk. Beause olher CONTENTS UNDER PRESSURE
excreted in b This product s

‘administered 1o nursing women.

Pedlatric Use:
Salety and efiectiveness bave nol been established in pediairic patients below Lhe age of
B yean.

A plaets Tudy in childeen has nof been with Nasacor!
nu Naﬁl Actosol. Conlralld dlieical studies have shown hat initanasal corticosteroads may
tients. This elfect b

Sonence o aboralory evidence of HPA axls suppressan, mneumg that wwm veloily is a
mote semitive indicalor of systemix cotlicaslcrodd cxposure ienis than some
commonly used fests of HPA axis lurction. e e of thisteduclon in growih
velodity associaled wilh intranasal coticosteroidh, including the impacl on final adult height,
are unknown. The poteniial for “calch-up™ grow b lotiwing discanlinuation of irealment with
* intranasal corticosleroids has not been adequately studied. The growih of pedialric patients

Danot puniure, Do ot use of storc near heat o open flame, Exposure 1o Lemperalures above
120°F may cause bursting. Never throw container into fire of incineralor. Stoee a1 conirolied
o temperature, 20 ko 25°C (63 lo 77°F) [see USP]. .

Keep out o reach of chikdeen.

o only.

Rev. April 2004¢

Manutatiured for

Aventis Pharmaceulicals Inc,
Bridgrwater. N 8807

receiving intranasal conticosteroids, including Nasacort HEA Nasal Acrosl, should be :“"“:";’,‘“2"" L
moriiored roulinely (e via stadioaiciey). The polenlial growth elfexts of prolonged reat: — eer m’;:: it Cwa 83E
mentshouid ke weghd apsint e i beneis obined nd he kbl o et o m"‘umm"““ ©
meni alietnalives. To minimize the syslemnic effects of inlranasal conticoscroids, including,
Narxor HFA Nasal Actosol,e3ch ptint sl b rated 1 e ket dose ha ellcively
conlrols hivher symploms. 50061996
Getlatrle
dinical :ludlq of Kasaart HFA Nasal Aerosol did not include sutfcient eusmbers of subjects

they res fe younger subjects. Other
younget wliﬂu

VERSE REACTIONS.
Ginent Iriaks: A tolal of 1176 patients wilh allesic hins were colied in plxebo-
controlled and open-label clinical studies of Nasacort HFA Nasal Aetasol,
Hrmeorc” WA 3 Maumdtuia “
friamcinslone acrtoaide) {urismdsclesa aorisalde)
aresol

Step 10 R Only.
Replace the white protective inhaler cap on the device.
NOTE:  AVOID BLOWING YOUR NOSE FOR THE NEXT 15 MINUTES. Rev. April 204

DOSAGE: Use only as directed by your physiclan.

‘Q

The actuator of your Nasacort® HFA Nasal Aerosol should be cleaned weekly.
Remove the white profective eap Irom the device. Remove the canister Irom the
actuator. Gean the actuator thoroughly in lukewarm water. The use of soap, deter-
gent, or disinfectant is not necessary. Allow the actuator to dry completely. To
replace the @nister, gently center and insert the canister with the plastic stem
downward into the small hole at the bottom of the actuator. Replace the white
protective @p. The correct amount of medication delivered per actuation cannot
be assured after 100 actuations. have been dispensed (m dose check-ofl chart
below). T HFA Nasal ter 100 actua-
tions. The canister and actuator (the device) are designed to be used logether.
Never use this canister or actuator with those from any other product.

NOTE: Nasacort* HFA Nasal Aerosol is not intended to give immediate reliel of
your nasal symptoms. Your particular symptoms may require regular use of this
drug for a few days or more belore improvemeat. Therelore, it is important that
You use the Nasacort® HFA Nasal Aerosol regularly as recommended by your physi-
can,

UWWN: Contents under pressure, Do not puncture. Do nok use of store near heat
of open (lame. Exposure to temperatures above 120°F may cause bursting. Never
throw canister into fite or indnmlm

Keep ot of the reach of chitdre:

Store at Controlled Room rempmmm 2010 25°C (68 10 77°F) [see USP].

'¢—— While Protociiva Cap

4—— Canister

+—— Actmior’

Manufactured for:
Avenis Pharmaceuticals Inc. .
Bridgewater, N) 08807

Manulactured by:

Aventis Pharma Lt

Holmes Chapel, Cheshire CWa BBE
United Kingdom

How to check contents of your Nasacort* HFA Nasal Aevosol

shaking your canister will NOT give you a good estimate of how much is left, We
have included a convenieat check-of char 10 assist you in keeping track of medica-
tion sprays used. This will help assure that you receive the 100 “Full Sprays” of
medication present.

Nasacort® HFA 100 Spray Check-0ff
[ONONORONONORORONONORVRONCNUNC)
[ONoNCRONCNROROETNORORONCONONO)
POOPOI®OHIIOPOOVO®OOH
[CRONCRONORORORORONORONONCRONC)
oRoRORCONCRCRCRCECRORCRCR RN
OO RCNORCRONORCRONORONORORCRC)]

[CRORCNONCRONORCORONE]

- Retain with medication or aflix 1o convenient location,
- Starting with spray #1, check off alter each use.
~ DISCARD MEDICATION AFTER 100 SPRAYS.

Your physician has determined that this product is likely to help your personal
Tealth, USE THIS PRODUCT AS DIRECTED, UNLESS INSTRUCTED TO DO OTHER-
WISE BY YOUR PHYSICIAN. It you have any questions about alternatives, cansult
with your physician,

50061986
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Store at Controlied Room Temperature 20-25°C (68-77°F) see USP].

CONTENTS UNDER PRESSURE. Do not puncture. Do nat use o store near heat or
open flame. Exposure to temperatures above 120°F may cauvse bursting, Never throw
container into fire of incincrator.
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