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GlaxoWellcome
~Five Moore Drive
Research Triangle Park, North Carolina 277709

Attention: Kathy A. Prodan
Director, Regulatory Affairs

Dear Ms. Prodan:

Please refer to your supplemental new drug application dated January 15, 1999, received
January 19, 1999, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic
Act for Flovent Rotadisk (fluticasone dipropionate inhalation powder).

We note that this supplement was submitted as a 'Special Supplement - Changes Being
Effected' under 21 CFR 314.70(c).

This supplemental new drug application provides for a “Use by " sticker and the

addition to the package insert, carton and Patient’s Instructions for Use leaflet of instructions
on how to use the sticker.

We have completed the review of this supplemental application and it is approved effective
on the date of this letter. At the next printing or within 6 months, add the term “Opened on
__ " tothe sticker. In addition, modify the statements in the labeling, regarding
appropriate use of the sticker, to include instructions for recording the date that the moisture
resistant pouch is opened.

If a letter communicating important information about this drug product (i.e., a "Dear Health
Care Practitioner” letter) is issued to physicians and others responsible for patient care, we
request that you submit a copy of the letter to this NDA and a copy to the following address:

MEDWATCH, HF-2
FDA

5600 Fishers Lane
Rockville, MD 20857

We remind you that you must comply with the requirements for an approved NDA set forth
under 21 CFR 314.80 and 314.81.
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If you have any questions, contact Ms. Sandy Barnes, Project Manager, at (301) 827-1075.

Sincerely,

Robert J. Meyer, M.D.

Acting Director

Division of Pulmonary Drug Products
Office of Drug Evaluation H

Center for Drug Evaluation and Research
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FINAL PRINTED LABELING
FLOVENT® ROTADISK®

Package Insert

FLOVENT® ROTADISK® 50 l\:

hutlamc proplonaie inhalation powder,

FLOVENT® ROTADISK® 100 nef
glflllﬁnsoll proplensie inkalstion powder,

FLOVENT® notmsu' o ) m
g.uﬂunll proglenste on pewder,
mcy)
Fav Oval Inkatation
For Usa With the DI?IRALER‘ Inhatation Davice
DESCRIPTION: The active of FLOVENT ROTADISK
wm H.OVBITROTADI me.OVENTROTADSK
dm"lg S{fuoromethyidée, S-difkioro-116,17 m;-
15u-rmﬂm-3-nmdmm-1 mwa-nwhum
orarie and the following chemical
u.c
CHy

4]

F
propionm a whits 1o off-white powder with
mmmﬂmfmmuhh

m“ﬂ ImduNl n mr soluble

and shohtty
soluhlu in methanol and
H.DVEN'I‘ ROTADISK 50 mq;. H.OVENT ROTADISK 100 meg,
and FLOVENT ROTADISK 250 mcg contain a dry powder pre-
futicasone for orat

250 respactively, when i

10:3":2«!63 |nmunmmmmmmmm
Lfoak ﬂwsg( F} through

123 mln(ral:auwl L/min), and In padiatric patients

AN mean PIF was 110 L/min
{range, ﬂ!ot?wm

CLINICAL PHARMACOLOGY: Puticasone propionats is a syn-
ic, irifluorinaded corticosterold potent

Pharmatakinetics: Absorplion.
ROTADISK inhakstion Powder Is due to the parent drug, flutica-
sone W Studies using oral dosing of labeled and
unh have demansirated that the oral systemic bio-
propbnm neghigible (<1%), primarily
dus to inoomple!a absorption and pre-systemic metabolism in
the gut and Ilver In coﬂlrasl. thve majority of the tiuticasone
propionate delve %f ﬂ"l‘! lung is systemically absorbed. The
mmmmwmmwwmmms%ummm

g hhahﬂmpMTr“ngo%o?- 1m1a[l)nuucaL
S0Ne propionates ra rom
u%m ministration, the m

disposition phasa for rupionm was rapid and consis-
tent with its high Npid snlublny and tissue binding. Tha volume of
distribution ave 4.2 Ly, The parcentage of ﬂulusone wo-
pionate bound to human pasma protsins avmoed )
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Data trom (ne MCKEN2IE vaSOCONSITKEU! dssdy 111 NN dre
consisient with these resuita.

The precise mechanisms of futicasone propionate action in
asthma are unknown. Inflammation s recognized as an ¥mpor-
tant componant 1 the pathogenesis of asthma. Corticosteroids
have been shown Lo inhibit multiple celk types (e.g., mast cells,
eosinophits, basaphits, tym Jhﬂcﬂes macrophages, and neu-
lrophils) and mediator production or sacretion {e.g., histamine,
eicOsanoids, faukotrienes, and cytokines) involved in the asth-
matlc responsa. These anti-inflammatory actions of cortico-
sterpids may contribute to their efficacy in asthma.

Though highly effactive for the treatment of asthma, cortice-
steroids do not atfect asthma symptoms immediately. However,
improvernent following inhaled administration of fluticasone
propionats can occur within 24 hours of baginning treatmant,
although maximum benefit may not ba achieved for 1 to 2 wesks
gnmmlonwa;l;trhstam E:tyeannam 'M\en' comcosilemtds am

ma may persist lor saveral or r.
Pharmacokinetics: Absorplion: The activity of FLOVENT
ROTADISK Inhalation Powder is due to the parent drug, flutica:
sone propionate. Studies using oral dosing of labeled and
unlabel dru have clamons!raled that the oral systemic bic-
availability of fluticasone propionate is negligible (<1%), primarily
due to lmompiutu absorption and pra—systurmc metabolism in
the gut and liver. In contrast, the majority of the fiuticasons
proplonatu dalivered 1o the lung is systemically absorbed. The
systemic bioavailability of Mrticasone

roplonats inhatation powdsr
in healthy volunteers averaged about 13.5% of the rominal docs.
Apdomiiiiniopad b ey ol o
S0 r rom U, ) .
 Diiribetion; intravenous administration, tha :n?g!m
disposition phase for i proplonate was rapid and consis-
tenit with its high lipid sofubility and tissue binding. The volume of
distribytion ave 4.2 L/kq. The parcentage of fluticasone pro-
plonate bound to human plasma protsins averagad 91%.
Fluticasons 0 |5 waakly and rmrsm# beund to
arythrocytes. utir.asone propicnate is nat significantly bound

to human
h w&mwgﬂmm for
average, mLJmin| chsarance accou
u&annnémfmm?mmcmummm
lgeﬁ acid dertvative of Nuticasone

detacted In man is
mﬂ. which is formed through the P450 3A4
. This metabolits had approxi 2000 limes less

affinity than the parent drug for the glucocorticoid rscnplur of
mmmmmh Lr

ity In animal studies rm!ubol dutnctodln rouﬂnr,l
ulmMMrrmhopu loma calis have danm

fluticasone twice ﬂ ory‘mmnwcm
mcg
{333mg m ) did not affect I'I propionata
Inadmuinmacﬁunsmdy coadministration of Nuticasone
mﬂmtimwwmw(mMMMm
resuited in incraased fiuticasone propionats concantrations, 2
reduction in piasma cortisol AUC, and no effact on urinary
excretion of cortisol.

Ercretion; Following mmenous d . Huticasons propi-
onate srmud tial kinetics had a terminal
siimination ym:dmm 7.8 hours. Less than
S%Ulariﬂlohbolodo dose was excreted in the uring as
metabolites, with the remainder excrated in the teces as parent
drug and metabolltes.

Special Popuistions:  Formal pharmacokinetic studies using
fluticasone proolmlemrenoturmdoutina spacial
Fevaation powda. ough “"““’“‘m? pkama co
i jon r, u propionats con-
cantrations were ed in 76 males and 74 famales aftar
inhaled administration of 100 and S00 meg twice daity. Full
pharmacokinetic profiles were obtained from 7 female patients
and 13 male patients at these doses, and no overall differences
harmacokingtic

il'l&u behavio X
ma concentrations of Muticasons propionate we
moauredmwwrrunutasaﬂerdoslnq from 29|:hlldranaqed
4 1o 11 yaars who were taking sither 50 or 100 meg twice daily
of futicasone propionate inhatation powder. Plasma concantyation
values mnwf {rom balow the limit of quantitation (25 pu.'mL)
o 117 L(so—moudosu)orwlmt(mo-mcq dose).
Ina with adults taking the twica—daily dose, lhe
lamcormﬂﬁorlsobsemdmoed rom below the limit
oiqumﬁhﬁonto?ﬂpofmt The median fluticasone propio-
?mmnmmnﬂomformﬂm—mmdmincmmm
39‘Ipﬂd‘mt,.mmjultslhuﬂodlaﬂp‘asmlcom:antﬂtion
was
bes: To conﬂrmmatsymmic Ibsorpﬂmdoes
not play a role in the clinical response to Mﬂﬂpfo-
plonats, & doubla-bind chinical study
g&dsmuu;‘m"e oo 8 was conduct DusnsoHOOand
meg monspmp:onmlruw:ﬂmmdnr
mwmmmmmmm.m,mmgm
once dally, and placebo lor 6 weeks. leveis of fluticasone
propionate were dstectable in all three active groups, but the
mean values were highest in the oral group. doses of
inhaled fluticasons propionals wera effective in maintaining
asthma stability and improving fung function white oral flutica-
sone &mplomumdplmbomm Inetfectiva. This demosirates
that the chinical stfectivaness of inhaled Auticasons propionate
is due to its direct local affect and not to an indirect effect through
systamicabsorptmn effects of inhaiad fiuticasone propionate
Syslemic i
nnlhe -adrenal (HPA) axis wers also Studied
in asthma patients. mmmﬁ&mﬂonﬂe given by inhalation
parsd with plwsl:o | odurlmr?ggmugaw“s
com| or oral prednisone given ance
most patients, the r«!:“l'u:masu

production In responsa to stress, 25 : . 6-hour cosyn-
lropin stimukation, remained intact with inhaled propi-
onata ireatmant. No patient had an abnormal response (peak
sarum cortisol <18 rgggldu aftar dosing with pheebo o fiu-
ticasone propionate twica daiy. For patients treated
with 440, 660, and 880 moy mu daily, 10%. 16%, and 12%,
raspectively, had an abnormal response as cornpamd to 29%
traated with pradnisone.

n clinical trals with uticasone te inhalabion powder,
using doses up to and including 250 meg twice daily, occasional
abnormal short

alaoubo 1 patient receiving fluticasone progionate (4%) had an
rmal response to &-hour cosyntropin infusion at 1 year; rapeat

tlm at 18 months and 2 year§ was normal, Another patient
ulicasone propionate (5%) had an 2bnormal response

1! 2 )éears No patient on piacebo had an abnormal response at

or

Cllnml Trials: Double-blind, parallel, -placebo-controlled, US
clinical trials were conducted in 1197 adolescent and adut asthma
patiertts to assess the uﬂr.ac! and safety of FLOVENT ROTADISK

in the treatmant nl acthma Eivand dacer af KN 100 980 and
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nate plasina concantralions ior the U iy duse i chudien
was 58.7 pg/mL; in adults the median plasma concentration
was 39.5 .
Pharmac mies: To confirm that systemic absorplion does
not play a role i the clinical response 1o inhaled fluticasone pro-
pionate. a double-blind clinical study comparing nhaled and
oral fluticasene &roplonate was c.i:mduc:!edp Doses ol 100 and
500 mcg twice of Huticasone propionate inhalation powder
were compared o oral fiuticasone propionale, 20,000 moyg given
once daily, and placebo lor 6 weeks. Plasma levels of fiuticasone
propionate were detectable in all three active groups, but the
mean values were highest in the oral egroun oth dases of
inhaled flticasene propignats were effective in maimaining
asthma stability and improving lung function while aral Mutica-
sone propionats and placebo were inaffective. This demostrates
1hal the clinical etfectiveness of inhaled fluticasone propionate
15 due o fts direct local effect and not to an indirect etfect through
mmc absarption.

mui systemic alects of inhaled futicasone proplonate
nary -adrenal {HPA) axis were also studied
asthma pztlams ropionate given by inhalation
:’:5 ms of 220 440 , or BBO mog twice daily was
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‘or oral prednisons 10 myg given once
ﬂmufordwm Fotmoslpaﬂmn the ability to increasa cortisol
production in response 10 sivess, as G-hour cosyn-
tropin stimulation, remained intact with inhated fiuticasong propi-
onate reatment. Ho patient had an abnormal responsa (paak
serum codisol <18 %ﬂl} after dosing with placebo o flu-
ticasona proplonatu meg twica daily. For patients treated
with 880 meg twice daily, 10%, 16%, and 12%,
me an lbnomﬂ rosponsu as compared to 29%

of patients. iSON.
n clinical trials with flub e inhakation powdar,
oceasio

at18 monﬂuamlz (sz?ﬁnw.bm pamnt
"ﬂﬂﬂmprwbrn an Tesponss
tthéurs No patient on placebo had an abnormal respodsa at

1o
CIIJ:I‘!MW paraliel,
clinical trials wers conducted in 1197 adolescent and ad ult 2sthma
the FLOVENT ROTADISK

A 12-Waek Clinical Trial in Patleats 1nmqumq Controiled
on Bronchodiiators Alone: Mean Percant Change From
Bassling in FEV, Prief to AM Dexe

.
RS
»
&
2l
=
xu-
* 10+ .
* Pacshe
EEd & RLOVENT 100 mog twic dally
® FLOVENT 250 mog hwica dady
] ? 4 N N 10 12 Endpoint

In a second clinical study of 75 patients, 500 mog twice
daily was evaluated in a simiiar population, in mvs trial fhutica-
S0Na propionate anmﬂﬂm impraved pulmonary function as
compared with tg.

Dismveﬂ figure below ane results of puimonary Tunction
tests for two recommanded dotages of Auticasona propionate

Pulmnnary ?u nction at both Auticasone propionats dosages

improved compared with piacabo by the first week
of irsatment and the m\provamm was maintained over the
duration of the trial

A 12-Wask Clinical Trial ia Patianis Alraady fleceiving inhaled
Corlicosteroids: Masn From Baseline

ntt:hlm
In FEV, Prier tn AM Déte
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n the 1\qure below are resuits of pulmonary function
tests jor two recommended dosages of fluticasone prapionate
inhalation powd nasiﬂo and 250 mcg twice daity) and placebo
from a 12-week tnal m 342 adolescent and adut asthma patients
(basatine FEV, = 2.49 L/sec) aiready receiving daily inhaled cor-
ticosteroid theragy 53335 moy/day of beclomethasone dipropio-
nate or 2500 meg/day ol tiamcinolone acetonide) in addition
to as-needed atbuteral and theophyiline (38% of all patients).
Because this triai also used predetarmined crileria for lack of
efficacy, which caused miora patients in the placebo uruuu to be
withdrawn, pulmenary function results al Endpoint are included.
Putmonary function at both fluticasone propionate dosages
impraved significaniy compared with ptacebo by the first weak
of treatrment and the improvement was maintained over the
duration of the trial.

A 12-Waek Clinicat THai in Patlsntz. Mmq Receiving Inhaied
Corticosiaroids: Mean Percant Change From Baseline
in FEVy Prior i AM Dose

25-.

w4t

% Changa 0 FEY,
o

51 # Placabo
& FLOVENT 100 mog fwice telly
qo 4 ® RLOVENT 250 mog Ivics dally .
EH ' 4 + + + t |
[ 2 f ] ’ 0 12 Enagen
osk

In 2 sacond clinical study of 139 sl:tsh;rm wilhla
daity was svaluated in a similar popula-
tbnm%tlsmﬂ propionate significantly

improved
pulmonary function a3 with :
n the four trials above, ail dosages of futicasone
pmpluummmw.a patients
to discontinue due to asihma
daudomlon uuallnudhy rmined criteria for lack of
lung tul and -reco

such am , albuterol use, and nighttime awakenings

improved I‘umlmmdm

wlthmw cmunlhﬂdlhmobhimdlma Inical

study uuusona wosol ne direct
dosas for

MFLDVEHTROTADISK lmdanon formida-
chnical

Wmmm I1ynn controlied

Ing psak axpinatory

ﬂow-zoum'nin.ﬂuﬁmm powder

doses of 50 rnoxolzhdam [

momming peak

panents bc able lo rlouu siminate their requirement
FLOVEHT ROTADISK is NDT indicated for the retie of acute
bronchospasm.

CONTRAMDICATIONS: FLDVENT ROTADISK is contraindicated
in the primary treatment of status asthmaticus or other acute
spisodes of xsthma whers imansive maasures are required.
Hype 1o any of the ingrediants ol these prepara-
tions contraindicates their use.

WARNINGS:

Pamwhrnnlsmded mmmumm
mem FLOVENT
RUT ISK becauss deaths due to adrenat

insufficiency have
mnmw urlmmd:ltwtramiarfmm
systemic

corticosterpids. Aftar withdrawal
stumidsanumbunfrnonmnrumwmdforrewmol
HPA function.
Patients who have bunpr(cmt“ssumamur)udonzu"m«
more nisone {or its equivaent) may be
B corticostenoids

rudsshomdbcmslmmdlomumeom ids
’inlarcudosm) mmnduwyandwcontaam
lor further [rstruction. These ts should alsohemlmcl

od 10 carry 2 warning card indicating that they noed sup-
plomentary systenic corticosteroids during penods of stress
of 3 severs asthma attack.

_ Patients requiring oral conicoste[nids shoutd be ,weaned

“
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nale nhaialion powdes Of 5 dnd 100 iNCQ IWICk Jdily iNplusid
iung function by the first week of freatment, and the mprovernent
contnued over | year comparee lo placebo. In both sludies.
patients on active ireatment were sigmificantly iess likely 1o dis-
cantinue treaiment due ta lack cf efficacy.

INDICATIONS AND USAGE: FLOVENT ROTADISK is indicated loc
the maintenance treatment of asthma as prophylactic therapy in
patients 4 years of age and older. It is aiso indicated 1or patients
requiring oral corticosteroid therapy for asthma. Mary of these
tients may be able to reduce or eliminate {heir requirement
or oral corticosterids over ime.
FLOVENT ROTADISK is NOT indicated for the reliel af acute

branchospasm.

CONTRAINDICATIONS: FLOVENT ROTADISK is contraindicated
in The primary freaiment of status asthmaticus or olher acute
episodes of asthma where miensiva measures are required.

Hyparsensitivity to any of the ingredients ol these prepara-
lions contraindicates thawr use.

WARNINGS:

Particular care is needed Jor patisnts who are transierred
from systemically active corticosteroids 1o FLOVENT
ROTADISK because deaths due to adrenal insufticiency have
pccurred in asthmatic patients during and after transtet from
syslemic conticosteraids 1o less systemically available inhaled
conticosteroids. After withdrawal from systemic cortico-
steroids. a numbar of months are required for recovery of
HPA tunction.

Patients who have been previously maintained on 20 mg or
maore per day of predaisona (o its equivalent) may be most
susceptiol, particutarly when their Systemic corticosteroids
have been dimost completety withdrawn. During this pariod of
HPA suppression, patients may exhibil signs and symptoms of
adrenal insuthciency when exposed 10 frauma, surgary, of
infection l“,arlit:um gastroentaritis) or ather condrtions a5s0-
ciated with severe electrolyte loss. Although fluticasone propt-
onate inhalation powder may provide control of asthma symp
toms during these episodes, in recommendad doses it suppbes
less than narmal physiclogical of cor id Sys-
tomically and does NOT the mingralocorticoid acthvity
that is necessary for with these amergencies.

During periods of sirass or a severs asthang attack,
patients who have been withdrawn from systamic cortico-
Steroids should be instructed to resume oral corticosteroids
}mlarqethses) immediately and to contact their physicians
or turther instruction. Thase patierts should also be instruct-
od 10 Carry a warning card i that they nead sup-
plementary systamic corticosteroids during pe of stress.
or a severe asthma attack.

Patients requiring oral corticosteroids should be weaned
slowly from systamic corticosieroid use after lrinsfurrl:lg o
Ilrll‘ul trial of

fluticasone propionale inhalation powder. In a c
96 patients, prednisone reduction was succassfully accom-
plishad by raducing the daily prednisona dose by 25 mgona
weakly basis during transfer to inhaled Huticasone propionata.
Successive reduction of prednisons dosa was allowed
when lung function, symplems, and as-needed beta-
us4 wars better than or comparable lo that seen before initia-
tion of .?rndmsona dosa reduction. Lung function {FEVy o
AM PEFR), beta-agonist use, and asthma symploms should be
carefully monitored during withdrawal of oral Corticosternids.
In addition 1o monitoring asthma signs and symptoms, patients
31‘:.‘3-,',‘,’ b:mubser’:;: far l:?snns ::d symptoms of adrenal ingutfi-
i such as e, lassitude, weaknass, nausas d
" 'muh”ftpam& I tfnnpyw o
ranster of pat rom systemic corticosteroid 1o
Huticasons propionate inhalation powder may unmask condi-
ns p uppressed by the systemic cor h
e v ity Conncis. screma. 3 4TS,
Parsons who are on %sw the immune systam
are more Susceplibie to i healthry individuals.
Chickanpox and measies, for Can have a more serious of

even fatal course in susceptible cmldrun adul cortico-
;garokls. in such chikdren or adults who gvc nunt! I?a"d thess

fion axists, ians should consider this information when
presgribing ?W inhalation powder,

Betauss of tha possibildy of systemic absorption of inhaled
corticostaroids, treated with these drugs shoulkd be
observed carefully for any avidence of systemic corticosterold
eflects. Particulas care should be taken in obsarving patients
posioperatively or during periods of stress for avidence of
inadequate adranal response.
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ot FLOVENT® nolmmw 100 meq
Mwticasone propionale inkaation 108 )
FLuvglrr' ROTADIZK® g‘u meg o
uticasone proplonate inhalation powdet, 250 meg)

ssible that systemic corticosternid 2Hects such as
rticism and adrenal suppression may appear in a small
of patients, particularty at higher doses. It such changes
Loudfuticasone propicnate inhalation powder should be
skowly, consistent witl accepted procedures for reduc-
emic conticosteroids and for management of asthma

NS,

{ = ction of growth velocity in children or adolescents
Kew R i1 a5 a result ol poorly controlled asthma or from the
sraneqtic use of corticosteraids, including inhaled cerlico-

A 52-week placebo-controlled study to assess the
BNS) growth effects of futicasone propionate inhatation
ﬁowder al 50 and 100 meg twice daily was conducted in the

S in 325 prepubescent children (244 males and 81 females),
4t 11 years of age. The mean growth velocities al 52 weeks
observed in the intant-fo-treat population were 6.32 cmiyear in
the placebo groug {n = 76), 6.07 cvear in the 50-mcg group
Tn" 98}, and 566 cm/year in the 100-mcg group {n = 59).

imbalance in the proportion of children entenng puberty

between groups and a higher dropout rata in the p acabo
?ruup due to poorty contralied asthma may be confounding
actors in interprating these data. A separate subset analysis of
children who remained prapubertal during the study revealed

rowth rales at 52 weeks of 6.10 cmvyear in the placebo dgruuu
gn 2 57). 5,91 ¢rmvyear in the 50-meg gruug (n = 74), an

67 crnvyear in the 100-mcp group (n="7 { The chnical sig-
nificance of these growth data is not certain. [n children 8.5 years
of age, the mean age of children in this study, the range for
eszagodad growth velocity i€ boys — 3 percentile = 3.8 cm/year

(0™ percentile = 5.4 ¢ r, and 975;£emenlﬂa = 7.0 cmiysar;
girts — 3% parcentile = 4.2 cm/year, S0° percentile = 5.7 cm/year,
and 97™ percentila = 7.3 cm/vear. The effacts of lang-term lreat-
ment of chilren with inhaled sorticostarosts, including fluticasone
propionats, on final adull haight re not known. Ptwsicians shoukd
chuwldbwﬂuqrmmmwﬂdmnmmmuwnqmr-
ticostaroids by any route, and weigh the benetits of cortic-
starold therapy against the possitulity of gamm suppression i

rowth appears slowed. Patients should maintainsd on the
owest doss of ihaled corticostercid that effectively controls
their asthma.

The long-tarm etfects of fluticasone propionate in human
subjects are not fulty known. in particular, the effacts resulting
from chronic use of fiticasone propionats on developmental
of immunologic processes in the mouth. pharynx, trachea, and
lung are unknown. Some patients have roceived inhaled fiutica-
S0M propionate on a continuos basts for periods of 3 years
ar langer. In cHinical studies with patients traated for 2 years
with inhaled fluticasone I‘g’r:plomu no apparent ditterences in
tha type ar saverity of rse reactions were obsarved after
lomrsus short-term treatmant.

instances of glaucoma, incraasad infraocular pressure,
and cataracts have bean reported following the inhalad admrin-
istration of corticosteroids, inciuding Auticasone propionate.

In clinical stiudies with inhaled N propionate, the
development of localized infections of the pharynx with Candida
albicans has occurrad. When such an infection develops, it
should be treatad with appropriate local or systemic (i.e., oral
antﬁumll{ommpy whils remaining on treatment with flutica-
sona propionate inhalation povder, but at timas tharapy with
futicasons pl Ionaeymyncodtnbemmrmmad.

Inhaledl corticosteraids should be used with caution, if at all,
in patiants with activa or quiescent tubarculous infections of
the raspimom tract; unteeated mic fungal, bacterial, viral,
or parasiiic infections; or ocular simplex.

Eostnophile ComdMians: In rare cases, patients on inhaled Hu-
ticasone propionate may gresant with systemic sosinophilic
conditions, with Soma patients presenting with clinical features
of vasculitis consistant with Churg-Strauss syndroms, a condi-
tion that is often treated with systemic corticosteroid therapy
Thess events usually, but not aﬁaf. have besn associated with
tha reduction and/or withdrawal of oral corticosteroid thera
following the introduction of futicasone propionate. Cases
sarious sosinophilic conditions have also been raportad with
other inhaled corticosteraids in this clinical setting. Physicians
shoukd ba alert 10 sosinophilia, vasculific rash, worsening pul-
m symptoms, cardiac complications, andfor neurogathy

mmmmm.knuwmnmhinbﬂmnmn-
asons propionate and thesa unde conditions has net
been established (see ADVERSE REACTIONS).
Infermation fer Patients; Patients baing traatec with FLOVENT
ROTADISK should recsive tha following information and
instructions, This information is int to aid tham in the
safe and eftective use of this medication. It is not a disclosure
of al ible adverse of intended effacts.

should usa FLOVENT ROTADISK at regutar intervals as

diractnd. Results of cinical trials indicated significant improvement
may occur within the first day of two of treatment; howaver, the
fulwnﬁtrru%nm be achieved untl treatmer has been admanis-
tared for 1 to 2 weeks or longer. The patient should not increase
the prescribed dosage bul shoutd contact the physician il symg-
Toms do not improve of if the condition worsens.

Patients should be warned ta avoid exposure 1o chickenpox
or measies and, if they are exposed, to consult their physicians
without delay.

For the proper use of FLOVENT ROTADISK Inhalation Powder
and 10 attain masmum improvement, the patiemt shoukd reat and
follow carefudly the accompanying Patient's instructions for Use.
Drwy Interactions: In a placebo-controlled. crossover study in
sight healthy voluntaers, coadministration of 2 single dose of
tuticasone ({1000 mag) with multiple doses of keto-
conazole (200 m} to staady state resulled in incraased mean
fluticasona propionate concenlrations, a raduction in plasma
cortisol Aug. and no #flack on urinary sxcreton of cortisol.
This inferaction may be due to an inhibition of the cytechrome
P4503A4isnenzymmumbyumnmle.vmchisalsum
route of metabolism of fluticasone propionate. Care should be
exprcised when FLOVENT is coadministered with long-term
ket and other known cytochrome PAS0 3A4 inhibitors.
Carcinogenesis, Muiagenasis, rment of Fertitity: .
Fiuticasone propionate demonstrated ng fumarigenic potential in
roica at oral dosas up to 1000 mco/kg approximatety 2 times
the maximum recommended daily inhalation dose in adults and
approximately 10 times the maximum recommended daidly
inhalation dose in children on a meg/m? basis) 1or 18 wegks
or in rats at inhalation doses up lo 37 meg/kg (aggst:ximately
1/4 the maximum recommended daily inhalation int adufts
and comparable 1o the maximum recommanded daity inhakation
dose in chikdren on 2 mog/m? basis) for 104 weeks.

Ruticasone progignate did not induce gene mutation in pro-
Karyotic or eukaryetic cells in vitro. No significant claslogenic
effect was seen in cullured human penipheral tymphocytes in
vitro o in the mouse micr leus test when inistered at
high doses by the aral or subcutaneous routes. Furthermere, the
compound did not delay arythroblast division in bone marraw

Kla medmnna af imnsiemant of farhiliby was nhearyad in
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HUTALEK it dtert e fulsing ilisrmalan dind
instructions. This infarmaticn is intened o aid them i the
sate and sftective use of this medication. It 1s not a disciosure
af all possible adverse or intended effects.

Patients should use FLOVENT ROTADISK at regular intervals as
directed. Results of clinical trials indicated significant improverment
may pccur within the first day or two of treatment; however, the
full benefit may not be achieved until treatment has been acminis-
tered for 1 t0 2 weeks or longer. The patient should not increase
the prescribed dosage bui should contact the physician if symp-
tonrs 66 pot improve of if the conditien worsens,

Patients should be warned 10 avoid exposure Lo chickenpox
or measles and, if they are exposed, la consull thewr physicians
without delay.

For the praper use of FLOVENT ROTADISK Inhatation Powoer
and %o aftain maximum improvament, the patient should read and
tollow caretully the accompanying Patient’s Instructions for Use.
Drug Interactians: (n a placebo-controlied, crossover sludy A
eight healthy volunteers, coadministration of a single dose of
fiyticasone proplonate (1000 mcg) with muhiphe doses of keto-
conazele (200 mg) 1o steady state rasulted in increased mean
fluticasone gropionala concentralions, a reduction in ptasma
cortisal AUC, and no effect on urinary excretion of codtisol.
This interaction may be due to an inhibition of the cylochrome
P450 344 isoanzyme systam by ketoconazols, which is also the
route of metabolism of fluticasona propionate. Gare should be
axarcised whan FLOVENT is coadministered with long-term
ketoconazols and other known h P450 3A4 inhibi
Carcinoganesis, Mutagenesis, Imsirment of Fertilhty:
Fluticasone proionate demonstrated no tumorigenic potential in
mice at oral doses up ta 1000 meg/kp szprmdrmtp!y 2 times
the maximum racommended daily inhaation dose in adults and
approximately 10 times the mum recommended daily
inhatation dose in children on a mog/m? basis) far 78 weeks
or in rats at inhalation doses up to 57 {approximately
1/4 the maximum recommended daily inhalation dose in adults
and comparable to the maximum recommendad daily inhalation
dosa in children on a meg/m? basis) for 104 wesks.

Huticasone propionate did not induca gene mutation in pro-
karyotic or sukaryotic calls in vitra. No significant clastogenic
effect was $een in cultured human heral ymiphacytes in

1] when administered at

No avidence of impairment of fertility was obsarved in
reproductive studies conductad in male and female rats at sub-
cutansous doses up to 50 (%r:;ummly 1/5 the max-
imum recommended daily in In adults on a
meg/m? basis). Prostats weight was significantly reduced at a
;L:'bcmneou; dosa of sofmi’ c

snancy: Terstogenic Effects: Pragnancy Category C.
Subcutaneous shudies in the mousa and rat at 45 and 100 mog/g,
respectivaly, {approximately 1/50 and 173, respectivaly, the
maximum racommanded daily inhalation dese In adults on a

basis) revealed fetal toxicity charactaristic of potant
) rold compounds, including embryonic growth retarda-
tion, omphalocels, cleft , and ratarded cranial ossification.

In the rabbit, fetal weight reduction and claft patate were
obsarved at a subcutaneous dose of 4 meg/k (approximatety
1730 the maximur_recommendad dafly inhalation dose in
adults on a me/m? basis), However, no teratogenic stfects
were raported at oral doses up to 300 approximately
2 times the maxinum recommendad dally i n dosa in
adults on a mog/m? basis) of futicasone propionate. No Hu-
ticasone propionate was ad i the plasma in this study,
consistent with tha astablished low bicavailability following
oral administration {see CLINICAL PHARMACOLODGY).

Fluticasons crossed the placenta following oral
administration of 100 mcg/k to rats or 300 meg/g 1o rabbits
(approximately 1/3 and 2 times, respactively, the maximum rec-
ommended daity inhalation dosa in adults on 2 meg/m? basis).

Thare are ne adequate and weli-controlled studies in preg-
nant woman. Fluticasone propionate should be used durin?
pregnancy only if tha potential benefit justifies the potential
risk to the fetus.

Exparience with oral corticosteroids since their introduction
in phanmacologic, as opposed 1o physiologic, doses suggasts
that rodants are more prone to teratogenic effects from corti-

costeroids than humans. In addition, 30 there is a natural
increasa In corticostaroid production during pregnancy, most
women will raquire a lower ex s corticostaroid dose and

many will not naed corticosterod traatment during pregnancy.
Nursing Methars: It is not known whather fluticasons propio-
nate s exgrated in human breast milk. Subcutanaous adminis-
tration 1o lactating rats of 10 meg/kg tritiated Auticasone pro-
pionate {approximatety 1/25 the maximum recomemendad daity
Inhalation dose in adults on a meg/m? basis) resulted in measur-
able radioactivity in milk. Becausa other corticostaroids are
axcrated in human milk, caution should be axercised whan flu-
licasona propionate inhalation powdar is administared 10 2
Nursing woman,

Podistric Use: Two hundred fourteen (214) patients 4 10 11 years
of age and 142 patients 12 10 16 years of age wars treated with
fiuticasons propionate inhalation powder in US clinical trials.
The safety and eHectivanass of FLOVENT ROTADISK inhalation
rmr in children below 4 years of age have not been estab-
ished,

Inhaked corticosieroids, including fluticasone propionate, may
causa a reduction in growth in children and adolescents (see
PRECAUTIONS). M a child or adolescent on any corticasteroid
appears 10 have growth te'ilummvssinn. the posstility that they are

considerad. Patients should be maintained on the lowest dose of

nhaled corticasteroid that effectively

Gerlatric Use: One hundrad seventy-thrae {173) patients

65 years of ag: ‘or older have been treated with fluticasona

mpiunatn inhalation powder in US and non-US clinical trials.
re were no differences in adverse reactions compared to

those reported by younger patients.

ADVEASE REACTIONS: The lollowing incidence of commen
adverse experiences is based upon six placebo-controkad lini-
cal trials in which 1384 patignts >4 years of age (520 lemales
and B64 males) previousty treated with s bronchodila-
lors and/or inhalad corticosteroids wers Lreated with flutica-
s0ne propionate inkalation powder (doses of 50 to 500 mcg
twice daily for up to 12 weeks) or placebo.

Overall Adverss Exparionces With >3% Incidence on
Fiuticasone Proglonate in Controlled Clinicat Trials With
FLOVENT ROTADISK In Patiemts =4 Yuart Previously
Recalving Bronchodiiators and/or Inhaled Corlicosteraids

FLOVENT |FLOVENT |FLOVENT | FLOVENT
50 meg | 100 moy 250 meg | 500 meg
Twice | Twice | Twce | Twice

Placebo | Dai 01'175 Dail;
- (n = 438)|{n = 255)3(n = 331){(n = 1763 [(n = 1B4}
Adverse Everd % % * % %

Car amma aad
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costeroids than humans. In addiion, Decause there s a natufal
ncrease n corticosternid production dunng pe 2
women will equire a lower exogenous corticosterosd dase and
many will not need corlicostercid ireaiment dusing pregndncy.
Nursing Mothers: [1 s not known whether fluticasone propio-
nate is excreted n human breast miik. Subcutaneous admims-
tration to lactating rats of 10 mcg/kg tritiated Nuticasone pro-
pionate (appraximatety 1/25 the maximum recommenoed daity
inhalation dose in adults on a meg/m? basis) resulted in measur-
able radioactivity in milk. Because other corticosteroids are
excreted in human milk, cautton should be exercised when flu-
ticasone propionate inhalation powder is administered 1o a
nursing woman.

Pediatri¢ Use: Twe hundred foustesn (234) patients 4 1o 11 years
of age and 142 patients 12 lo 16 years of age were treated with
flyticasons propionate inhalation powder in US clinical trials,
The salety and effactivenass of FLOVENT ROTADISK Inhalation
ro'\:%er in children beiow 4 years of age have not been estab-
ished.

Inhaked corticesteroids, including fluticasone propionate, rmay
causs a reduction in growth in chitdren ang adolescents {see
PRECAU{I?:S]. Ifa ::ilﬂ ar adulescelrjl‘ie on arlyb‘%mﬂ_unsleruid
appears to have growth suppression, the possi \ are
mmhmmﬂiwmmlsmmmmmmmm
considerad. Patients should be maintained on the lowest dose of
inhaled corticostercid that effectivaly controls their asthma.
Geriatric Use: One hundred seventy-thres {173) patients
65 years of age or older have been treated with Huticasone
?_rooionata inhalation powder in US and non-US clinical trals.

here were no diffarancas in adverss reactions compared 10
those reported by younger patients.

ADVERSE REACTHONS: The following incidence of common
atverse sxperiences is based upon $ix placabo-controfiad clini-
cal trials in which 1334 patients 24 years of age (520 females
and 864 males) previously traated with as-n bronchodila-
tors and/or inhaled corticosteroids ware traated with lutica-
508 proglonate inhalation powder (doses of 50 to 500 mcg
twice daily for up to 12 weeks} or placabo.

Overall Advarse Exparionces With >3% incldence on
Flticasons lonate In Controlied Clinical Trials With
FLOVENT ROTADISK in Patients 24 Yoars Praviously
Rocelving Bronchadilators and/or Inkatad Corticesteraids

A e ]
o | B R
" i 438) (n-gs: (nwﬂ [n?‘#ﬁ) ..3'1'&,
Adverse £vent % % % % %
Ear, nose, and
throat
mnnnis 7 [:3 ] 8 13
5 4 4 7 7
Sinusitis 4 § 4 [} 4
Rhinitis 4 4 9 2 3
[} <1 4 3 4
Oral candidiasis 1 3 3 4 "
Raspiramry
i|mﬂon 13 16 17 22 18
Influenza 2 k) k] k] 4
Bronchitis 2 4 2 1 2
Other
1 " 9 14 15
e | 4 14| 1] 1]
ms < <
3 4 4 2 2
Average duration
of exposure {days)| 53 i 68 7 60

The table above includes alt events {whether considered drug-
related or nondrug-related by the imvestigator) that occuired at
a rate of cvar 3% in any of the Auticasons propionate inhalation
powdar groups and were more common than in tha placebo
group. In considering thesa data, differences in average dura-
tion of exposure should ba taken into account, .

Thesa advarse reactions were mostly mild to moderata in

bronchospasm, have reportad.

adverse avents that occurred in these clinical trials
using fluticasons &ropinmla inhaiation or with an inci-
denca of 1% to 3% and which occurred at a greater incidenca
than with placebo were: . :

Ear, Nase, snd Thraat: Dtitts media, tonsillitis, nasal discharge,
sarache, iaryngitls, epistaxis, sneazing.
; Conjunctivitls.

1 Abdominal pain, viral gastroanteritis,
pastroenteritis/colitis, abdominal discomfort.

Miscelismosus: \njury.

Mouth and Teeth: Mouth irritation.

Muscwioskeielal: in/strain, pain in joint, disorder/symptoms
of neck, muscular sorsnass, aches and pains.

ical: Migraing, nervousness,

R - Chast congestion, acute nasopharyngitis,
dys‘&t;:a irvitathon dus to inhatant.

: Dermatitis, urticania,

Uregenital: , candidiasis of vagina, pelvic
inflammatory disease. vaginitis/vulvovaginitis, irregular
menstrual cycle. i

There were no tlinically relsvant differences in the pattern or
saverity of adverse events in children compared with those
reported in adulls. .

Auticasons propionate inhalation aerosol (660 or 880 mcy
twice daily) was administerad for 18 weaks lo asthmaltics
requiring oral corticosteroids. Adversa avants reported more
freg) in these patients compared Lo patients not on oral
coricosteroids included sinusitis, nasal discharge, oropharyn-
geal candidiasis, headache, joint pain, naussa and vomiting,
muscular sorenass, malaise/Yatigue, and insemnia.

Thserved Dwiing Gilnical Practice: The following events have
been identitied during postapproval use of fluticasone propionate
in clinical practice. Because they are reporied voluntarily from a
pogpulation of unknown size, estimates of fraquency cannot be
made. These avents have chosen for inclusion due ta adher
their seriousness, frequency of reporting, causal connection to
fluticasone progionate, or a combination of these factors.

Ear, Mosw, and Throat: Aphonia, cough, hoarseness. laryn-
gitis, and throat soreness and irritation,

Endocrine and Metabolic: Cushingoid features, growth
valocity reduction in childrenvadolescents, hypergiycemia, and

waight gain_
l?xyez:lw: Agitation, aggression. depression. and restless-
ness.

H Arthoma mhoat
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powder groups and were more common than in the placebe
group. In considening these data, differences in average dura-
hion of exposure should be taken into account.

These adverse reactions were mostly miic te mederate in
severity, with <2% of patients discontinuing the studies because
of adverse events. Aave cases of immediate and delayed hyper-
sensitivity reactions, including rash and other rare events ol
angicedema and brenchospasm, have been reported.

ther adverse events that occurrad in these clinical trials
using Nuticasone propronate inhalation powder with an inc)-
dence of 1% 10 3% and which occurred at a greater incidence
than with placebo ware:

Ear, Nose, and Throat: Otitis media, tonsillitis, nasal discharge,
earache, laryngilis, epislaxis, sneezing

l..ﬂ Conjunctivitis.

strointesiingl; Abdominal pain, viral gastroenteritis,
gastroenteritis/colitis, abdominat discomfort.

Miscelisnsous: (njury.

Moath and Testh; Mouth irritation.

Musceloskeletal: Spraivstrain, pain i joint, disarder/symploms
ol neck, muscular soraness, aches and pains.

Nwmlnflal Migraing, nervousness.

Respiralory: Chest congestion, acute nasopharyngitis,
dvsspnea irritation dus lo inhalant.

kin: Dermatitis, urticaria.
nital: Dysmunurrhu candidiasfs of vagina, pefvic
inflamingtory disease, vaginitisivulvovaginitis, irraguiar
menstrual cycle.

There were no elinicafly relevant differences in the pattern or
saverity of adverse avents in children compared with those
raportad in aduits.

Fluticasone propionate inhalation agrosal (660 or 880 meg
twice daity) was administered for 16 weeks to asthmatics
requiring oral corticosteroids. Adverse events reported more
frequently in thase patients compared to patiants not on orat
corticosteroids included sinusitis, nasal dischargs. oropharyn-
geal candidiasis, headache, joint pain, naussa and vomiting,
muscular snruness nulalsaﬂal ue, and insomnia,
QObserved Ouring Chinical : The following events have
been ldmﬂflod ring mmm use of fluticasone i}
in clinical practice. Bacause ara reported voluntarily from a
poputation of unknown size, sstimates of frequancy cannot be
made. Thess events have been chosen for inclusion dus to sither
their seriousness, rmquency of reporting, causal connection to
fluticasone p 1 combination of these

Ear, Nosa, mmut:lphonla. cough, hoatsensss laryn-
gitis, and Throat soreness and irritation.

Endoecrine and Metzbolic: Cushing-om faatures, growth
velocity raduction in children/adofescants, hypergtycamia, and

weight gain.
iairy: Agitation, aggression, depression, and restiess-

Resgirsiory: Asthma sxacerbation, bronchospasm, chest
tightnass, dyspnaa, paradexical bronchospasm, and wheazing.
Skin: Contusions, acthymoses, and pruritus.
" Ecsinophilic Consitions: In I’!l"u“ ms paﬁan.tcs on Inhalalﬂc
uticasone propionats presai systemic 20sinoph
conditions, m presenting with clinical features
ol vasculitis consistent with Churg-Strauss syndrome, a condi-
tion that is often treated with corticosteroid therapy.
Thase events usually, but not , have been assoclated with
the reduction and/or withdrawal of oral corticosterold the
following tha introduction of fiuticasone propionate. Cases
serious eosinophilic conditions hawe also besn raported with
ofier inhaled corticasteroids in this clinical satting. Physicians
should be alart to eosinophilia, vasculitic rash, worsening pul-
monary symptoms, complications, and/or mumpam
presanting in mmrnaﬁonts A causal reztionship
asona pmpinnatn undg'r‘inqe conditions has not
been established (see PRECAUTI osinophilic Conditions).

OVERDOSAGE: Chronic pve n‘losa&: resutt in signs/symp-
toms of hypercorticism soe PRE! U"'%NS) Inhatation by
heaithy volunteers of a dosa ol 4 mc of Aluticasone
grumonate inhalation or singls dusas 1760 or

520 meyg of fluticasone propionate inhalation aerosol was well
::Dlmﬁ'lggtum% daily § "% 1 Idavs mh"m:l’umnyw "

nses meg lor
human voluntesrs was 2150 well toleratad. Repeat oral doses
up to B0 myg daily for 10 in hasithy voluntaers and repeat
oral doses to20mq daify for 42 rllmln patients wera weill
tolerated. reactions wera of or moderate severity,
and lnddances wara similar [n active and placebo treatmant
groups. The oral and subcutaneous median lthal doses in
mice and rats were >1000 mg/g (>2000 and >4100 times,

respectivaly, the maximum recommended daily inhalation dose

in adults and >9600 and >19,000 times, r especﬂvdy the maxi-
mum recommendad daily inhalation dose in children on a
mg/m? basis).

DOSAGE AND AOMINISTRATION: FLOVENT ROTADISK should
be administered by the orally inhaled route in patisnts 4 years
of age and older. Individual patients will ex, nce a variable
tima to onset and dagree of Symptom relies. Generally, flutica-
sone propionate inhalation powder has a reiatively rapid onsst
of action for an inhaled Sorticostencid. Improvernant in 25thma
control following inhaled administration of Auticasone pmnm-
nate can occur within 24 hours of beginning treatment,
maximum beansfit may not be achieved for 1 to 2 weeks or
longer after staring treatment.

After asthma stability has been zchieved, it is always desirable
to titrate lo the lowest effactive dose 1o reduca the possibility of
side eflects. Doses as low as 50 mcy twice daily have besn
shown 10 be effective in some . For patients who do not
rasg:nd uately to the dosa after 2 wesks of therapy.

doses rna additional asthma control. The safety
and efficacy of FLOVENT ROTADISK when zdministsred in
excess of recommended doses have not been established.

Rlnsmu 1he mouth after inhalation is advised.

The racommended starting dose and the highest recommended
dose of fluticasons proplonate nhalation mwdar basad on prior
anti-asthma tharapy, are listed in the following tabie

Recommendad anhest
Starting Recommended
Dose

Previous Therapy Doss
Adults and Adotescants
Bronchodilators alone 100 mey 500 mcy

twice daily twice daily
Inhaled corticosteroids 100-250 meg 500 mcg
twice daily twice daily
Qral corticosteroids® 1000 my 1000 mcg
twice daity* Iwice daily®

Childran 4 tp 11 Years

Bronchodilators akone 100 meg

t\mce gally wice daily




groups. Tha oral ang subculanevus Meduan leinal goses in
mice and rats were > 1000 mg/kg (2000 and >4100 hmes.
respectively, the maximum recomimenged daity inhalation dose
n adults and »>3600 and ~19.00 hmes, respectively, the maxi-
mum recammended daily inhalation dase i children on a
mg/m? basis)

DOSAGE AND ADMINISTRATION: FLOVENT ROTADISK should
ke administered by the orally inhaled roule in patients 4 y#ars
of age and older. Individuai patients will experience a vanable
ume to onset and degree ol symgtam relied. Generally, flutica-
sone propionate inhalation powder has a relatively rapid onsel
ol action for an inhaled corlicostercid. Improvement in asthma
comrol following inhaled administration of fluticasone propio-
nate can occur within 24 hours ol beginning treatment, athough
maximum benefit may not be achieved lor 1 1o 2 weeks of
longer atter starting reatment.

After asthma stability has been achieved, it is always desirable
10 litrate ta the lowest eMective dosa 1o reduce the possibility o
side eftects. Doses as low as 50 meQ twice daily have been
shown 1o be effective in some patients. For patients who do nol
respond adequately 1o the starting dose alter 2 weeks of therapy,
higher doses rna-{ ravide additional asthma control. The satety
and efficacy of SVENT ROTACISK when administered in
excess of recommended doses have nol been established.

Rinsing 1he moulh after inhalatien is advised.

The recommenided starting dose and the highest recommended
dose of fluticasone propionate inhalation pawder, based on prior
anti-asthma 1herapy, are listed in the lobowing lable.

Reccmmended Highest
) Starting Recommended
Previous Therapy Dose Dose
Adults and Adotescents
Bionchadilators alone 10¢ mey 500 mcy
twice daily bwice ﬂally

Innated corticostercids | 100-250 mep 500 meg
twice daity” twice daily

Oral conticosteroids' 1000 1000 m
twite daily! twice daify?
Chitdren 4 10 11 Years
Bronchodilators alone 50 mcg 100 mep
twice daily twice daity
Inhaled corticosteroids 50 mcg 100 meg
L nily twica daily
*Skarting doses above 100 "ﬂ twice for adults and ado-
lescents and 50 mog twica for childran 4 to 11 years of
age may ba considersd for with poorer asthma control
of those who have requnddoscsohnnahdcom

costercids that are Pm' tha higher range for that specific
NOTE: in ail patients, it is desirabla to mrate 16 the lowest
etfective dose once asthma stability is achieved
t For Pailents Curvently Receiving e Oral Corticostarnid
The Prednisom should ba reducad no faster than
25mp/day on a mkz basis, beginning after at least 1 waek
ot therapy with FLOVENT. Patients should ba carefully moni-
tored for sans of asthma instability, including sanial objective
maasures of airfiow, and for signs of adrenal insutficiency
(see WARNINGS). Once pradnisona reduction is complete,
the do! of fiuticasons propionate should ba reduced 10 the
lowest eflective dosage.
tThis desing rocommendauon is based on clinical data from
a sludy conducted using FLOVENT Inhalation Aerosol. No
clinical teials have'been conductad in patients on oral corti-
costeraids usm&tm ROTADISK formulation; no direct
assessment of the clinical comparabikty of aqual nominal
dosas for the FLOVENT ROTADISK and FLOVENT lnhalatmn
Aerosol for ions in this pepulation has bean cor .

Geriatric Use: In studies where geriatric patients (85 years of

age or older, see PHECAUTIONS?G been treated with flutic-
asone propionats inhalation powder, eiﬂu:y and safety did not

differ from that In younger patiants. Consequently, no dosage

adjustment is racommended.

Direcilons for Uss: Hustrated Patient's Instructions for Use

accompany sach package of FLOVENT ROTADISK.

HOW SUPPLIED: FLOVENT ROTADISK 50 mcg is a circular
doum-fglxgu Tour blisters of the dns. me (15)
ROTADH in a whita ‘Wx«m

tha tuba is packaged in a plastic-coated, -] 1ol|
puuch A carton cnnhlnsthefonlpomnuﬂsm ADISKS and

"omaqo- ream-wlmd ISKHALER inhalation

U\}ENT ROTADISK 10()“11:0 s & circular dinsble-foil spacll

mnwnlno 'W;., bllmrsmm . Fifteen (15) ROTADI
kaged raa)mlocﬁvu fuﬁ pouch

pkaganon minﬂpoud!ofiﬁ OTADISKS and ona

dark ol and -colored DISKMALER inhalation device

(NOC 01
FLOVENT RDTADI!;K 250 meg I8 a circular double- gsack
containing four blisters of the drug. Fifisen (15) ROTADI
:fapx:hqodinlmtl pf tube, and the tuba is
roa)rmcﬂve 10il pouch.
Acartorl the foll pouchoﬁs [OTADISKS and one.

ol 01% _Baadn-colot od DISKHALER inhalation device

Store atr.nmuimr 100 tamparature (Ses USP) 20*t0
25°C (68" 10 77*F) ina dry . Xoep out of of chil-
dren. Do not puncture any fiuticasons lgmu ROTADISK
blister until taking a dose usdnq the D ER.

Uss tha ROT/ ISK blistars within 2 monihs atier opening of
Ihe moisture-protective loil ovarweap or before the axpiration
date, whichaver comes firsL. Placa tha sticker pru\ndaJ with the
product on the tube and enter the 2-month usa date o the sticker.

GlaxoWellcome

Glaxo Wellcoma Inc.
Maraareh Trianata Bark MC 27700
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FLOVENT® ROTADISK®
{fluticasone propionate inhalation powder)

Patient’s Instructions for Use - Adults

FLOVENT® ROTADISK®
NT° RO SK°® 50 meg

{futicasone inhaiztion powder,

50 meg)

FLOVENT® ROTADISK® 100 mcg
{futicasone proplonste inhalation powdex,

100 meg)

FLOVENT® ROTADISK® 250 mcg
gm propionate inhalation pom

mmmummmmm’:mwmmmm tm-

FLOVENT ROTADISK .w meg. a.ov:m ROTADISK 100 mcy, or FLOVENT
ROTAINSK 250 mcg. Each ROTADISK® containy which 13 &
ll found in the hnﬁy that haip gt

? i
3

-nﬂunmaﬂm Thynuuawwuu&mhmmmhammmmnhwﬂlu
r!-cmluwmmhl‘lmdn- bresthving problems_ When inhaied
alec halp 10 prevent attacks of asthma.

inhaled reguisdy, cor bicostarnds

ik madicing o sultable for you {se8 “BEFORE USING TOUR ROTADISK” belkow).
Itummlmlmmhommummmm W you are nGL SUM, MK yOur DOCTOr

.ﬁm'ﬁmknmwmw DO NOT SVOP THE TREATMENT EVEN IF YOU FEEL
wnkess toid 1o go o by your doctor.

DO NOT inhale mone doses or use the ROTADISK mone often than natructed by your doclor,

. This recicine 1s NOT intended 10 provide repd relel dmwmmmmmuum.
ATcH. | MusL D Laken ai reguiar intorvals 38 recommended by your doctor. and Nol &% 30 SMergancy
maasure.

-.-.u.u.»

) for smergency reliel ¥ a0

another madicine by inhalation, ymmemuﬂwmuﬂwuﬂmmm
Lo usng FLOVENT ROTADI

lmsnwmm-wmnwmmw W pome
cNTUmAiances, Thil MadiCIng Mmay ot be suitable and Your JOCION Méy with 1O Bive you a differant
medicing. Make sure that your doctor kivows what othie taking.

[ T
+ Usa an derecied by your doctor.
+ & VERY hat hbuwdmnmmmuwhnmmwtm

youu acdviaes,
llm.)v!.ﬁu.il|:b2l!--|um'hl'm‘u MadiCing 10 wok and 4 & VERY IMPORTANT THAT TOU USE
IT REQULARLY. DO NOT NT EVEN F YOU ARE FEELING BETTER uniess 104 [0 do 0 by

vn‘yuumnnnaou St ke your reuiarly schaduled next dose when it is dus. DG NOT DOUBLE

Huw To Use Your HOTADISHK

. The

[ orard vrengths, and
Your doclor has chonen Whe one most sultable for you.
The DISKHALER kit & midvbin of parts:
outer body wih # hinged hd and plarcing nesdis
2. chaaning brush at Ms o 2 space a8 the rear

of the body

3. mouthpencs cover
a

s

BEST POSSIBLE COPY

NDA 20-549

4y For The: First

$. Hoid the comers. of the ray
(80 Fgure 5 and shde the
Uay ot and . This wilt
rotate the diak.

window (sow Figure 4). The
Mbmmfwuu As

Inhaling Your Medicine

8. Brauthe out &8 T8¢ &8 Sornfortable (ses Figuns )

. Koap the DISKHALER level and rise X 1o your mouth. Piace the mouthpmce between yous 1asth and
closa your lips firmly around it A 00 Not iU down on (L (see Figurs 2). Dn not coved the small an
holas on aither side of the Mouthpalos.
o.lmum"-um--m-mm<

mmhbﬁmﬂmmemrsufmlO) Contmum 1o hodd your
ucmmmmlﬁmwumuhmw\

Gutting Heady For The Next Dose

A2, Turr the ik 10 ¥ nert number (" 3°) by gewitly pulling out The
tray and pushing & wi once (3or Figre 11) Do et perce the
biigtar wl you sre ready to taka the e dose.

When you nesd (0 thk snother dose, reoeal staps 7 Dwough 12

Alrdys raplaca the MOUNOWCE Cover after use.

has lour blisters. AR yOU UM Up &4ch birsler, the biister numbars 3 8ppeaing In the amaN window
of thar ity will Count backwarda {ie., 4”7 "3%, “2" “1°) When the number " 4" resppears after you have
taban fong nnaditions from the DISKHALEN, the duk s empty and shouk! be replaced. To take ol the oid
disk nd DUE I T e N, rEOSBL SAPE. 2 through 4

the whsal between your forefinger and thumb and
sl 40a0E UNchi thi Il ot The rear of tha body of The (HSKH,
parts of The DISKHALER

pulq:w-dlbup.ﬂen from the Usy
ALER Brush gway

APPEARS THIS WAY

ON ORIGINAL




BEST POSSIBLE COPY

allng

w Points To Remember About FLOVENT ROTADISK

1 MAKE SURE Nat Th medicn i suitabie ki wou see  BEFORE USING YOUR RGTALISA fwyw
#tanl Ihol yGu hake ach Joge ax eou SN Bay v (1 g ane -
A planna sl

e v ROTADISK a3 Ouectled by yuur ika b DO NOT STOP THE TREATMENT EVEN IF TOU FEEL
UE‘I’TEI uriheas 1ok 16 e 50 by poud kaclor

NOT wifide e dusas of use e ROTADIS® niare ufen Han msUuEted by vout o T

i s NOT e T prov e tapicl tehet OF pour Feathig dhlhcufies Jurny

IR

-

st Dee Laken al (eguiar et o gly s fe s dtinerahed By pr 8108 ata? Tl 1s i o .
6 out Rl gy presnibe RG] eIl At ST as Deacedibators | ettt s il 1 g
el st dttach ocory Please s onbac st ol d
S sty altack thats tnot fespoaind b e oaslablic gl e alna
= wo e quNE e D T st e b aual
T v akse g nolREE IR b Tt e Uk Ll e oL e T TRl o e
Dt o rbatn 16 using FLOVENT Rola0ise
Before Using Your ROTADISK

TELL YOUR DOCTOR BEFORE STARTING TO TARE THIS MEDICINE

* 1y die DOEROAN (00 INbeTING 1o DA el

4 ane rsasl lesding 3 bal

+ 1t vy ofe stierge 1o FLOVENT ROTADIS A wr afy Ul icglly ingisd LGRS LETGRE 1 o

srutts e e s ARAICINE M3y ol D Sl dtibe k] yudt GOCGH Dy wish b g yorl o Jilheren b
i e Make sure (Nl your SOCLKC KK whial et (edicnes viu are tIRINg

* Folkon e sIFuchons SHown on Uk feat len Dugiées 11 sou have any probkans 1ell vout dox o
 pRiarmacist
= s unpodiant Mhal you mhake each gose 3y drectend by your acion The label will uStaty 1ell yirg whal
ka1 take and how ohter) I 0 doesn'l 4 vind alk AOT Suké ank powr cclor of pliariie 150

DOSAGE |

* Use a3 dwecied by your goC

« 11 VERY IMPORTANT ma( yoo Tl your HOCWE 5 MSUUCToNS 85 Lo how Many Klialations 1 e
atud huw oMo 1o Lse your ROTADISK

+ DO MOT inhaie more do3es Of uke your ROTADISK rore Ghen than youl JOCION advisus

¢ N may lake 1 10 2 weeks o for this mexicing 1o work and 1 1s YERY IMPORTANT THAY YOU USE

REGLUHLARLY. DO NOT STOP TREATMENT EVEN IF YOU ARE FEELING BETTER uniesy 1o 16 oh. 5o th

your ducion

¢ i yoU MISS 3 04, JISL ke yOur reguiary sCheduied neat dose when it 5 due. DO NOT DOUBLE
he dose

H > Lise Your ROTADISH

This leafel shows you how to use FLOVENT ROTADISK
The NexcACH e Comes ) small orcuarn o disks There are
hxat Dhslers around the edge of 8ach disk. o) these
s Wrs wach Lonlan & messured doSE Of YOuI 11 e
db d powdar hal you breathe by uting 3 specially
uesgned plasuc device called the DISKHALER® The
medicing is gvalable i sewival diferent sirengihs, and
your doctor Ras chosen e ond Mos1 suabie for you
The DISHHALER haa & nimbber of parts:
outer body with 2 hinged Id and prercing reedke
cleaning brush that fils nlo a space at the rear
by

-

ol the
3. nuthpiece cover
4. while whae: 6h winch the disk 18 placed
8. white shding fay with mouthpiece fitted 1o
[ ]

the whee!
. foll disk

Loading A Disk into The DISKHALER

1. Remove 1he Mouthprece cover and check to make sue hal the
Mmouthprece 15 clean (see Figure 1} INapec the moulhpece o
Ihe presance of foregn oyects belore each use

2. Hold ihe comers of Whe wiite Uay and pull out gently until you Can
see 3l the plashic ndges on the sides of the Uay rsee Figuie 2)

3. Put your hnger and thuril on the ndges. sQuaese Dward, a geith
PUl e Iray wul of the body of the DISHHALER (sev Figure 3/

4. Place a disk on 1he wheet wih the numbers facing up and thex:
§hde the tray back o the DISHBALER (see Fgure 45

P134328 FRev 11,98

- Breathe out as far as comtortabk: s Fgune B

neep the CISKHALER il ucdl raise 0 1 eol Nath Plate (T fouthpme e Db wout lsdh il
vhose pour ps Brmly dound i1 Bl e ol Bt gown oo o8 e Figure 31 DO RO et Dw sl ain
ok o edher side of 1hi- Muoulibrsce

10. Areathe In through your moulh steadlly and aa desply & you can

11, Hold your dredth and e this DHSRAALER o0 pimat ihittth <o Fgaure 1o Godititue W Bokd g
feath for up 19 10 SeCaris (4 as kiR as 1% Gtk Latshe

Fipun

tting Ready For The Next Dose

12 Turr the sk T e i) fumber 1737 Gy genlly paitng oul e
troy afid PUSPNR 11w Ok ser Figure 111 Go pdt Drerce Ihe
PHSTES Ghitil wong dfe fE Ay L Tabe The el duse

Whelt vou Nt T (ake dtbilen dose repeat steps T theough 13

AMai s iDlove I MIOUINDECE Comer afler use

" Repiscing The Disk Whes It Is Empty

€ach dtak has four Dhalers As Wk usk up ol Diinter e BUSUS nunibers aifesnng o D smiali wikhoe
of the tray will count backwants (- 07 o0 0 LT, Wien Ui numniwer 3 wappears aHer oo hav
Laken four mhalations from i DISKHALER U sk ot ety Nub shoukl e replaces] B (ahe out the 4
ISk ang put i the New ohe. repeal sleps o Thugh 4

Clnn your DISHHALER a1 feast once a wieek a5 I0lkows

1. Remove the ray from the body of the DISKHALER

2. Hold the whee! betwaen your locfinger ard thaitid 4nd pull upw3aS (G Separate o e e bay

2. Thers 15 & brugh i the Small space ooder B b ot e rear ol tiw body of G DISKHACER  Brush aw.s
any powdar left betand on the pacls of the CISKHALER

4. Raplace the whea! and push 1 dow Temby unbik 4 sndps ity place

8. Repiace the Lroy and mouthpsece ciner

You May also separate the parls of e DISKHALER oy uescrt above and tse et with wann watet
Let the parts aw dey belore puADng Dack togetien

* Keap out ol reach of ohlldren
+ Slora 3 20°C 10 25°C (88" 10 77°F) 1 o dey place.
* Use the ROTADIZK bllstars wivin I months et opaning of the Mol hire-grotective ol overwrag or
Ddon the sipitstion dile, whichsver comes fiesl. Place the sticher provided with the product on the
the ROTAINSK bHstars and sater O 2-MmoATh Gsé date on the slicker,
* Do not punciurs any tlutcasone propuiies ROTADISH blister untit taking 4 duse using the DISKHALER

REMEMBER: This madicine has been prascribad for you by your docior. 00 NOT glve this medicine to
BRYOR e,

i,

S Further informetion

4

o e,

This eafkel does NOL cOMAN Ihe comphele 0Temalion sboul your medicalion ff you have iy guasiions
are not sure boul SoMAthing. 1N you sNUUkE sk poul SOCKN (3 DhAH AT

You My wihl (o read this leallel agan Please DO NOT THROW IT AWAY untd you have Inished yoor
medicine
detsimned thal this product i ihety 0 hwip you persanal health  USE THIS FRODUCT AS

docur has
mlﬁcﬂn UMLELS IMSTRUCTED TO DO OTHERAWISE BY YOUR DOCTON. il you Rave a0y yuesions abou!
anemalves, consult with yout GoCIon

GiaxoWeNcome

Glaxo Walcome inc.
Research Trranghe Fam. NC 27705

Novermnber 1908 RL 646 430040

APPEARS THIS WAY
ON ORIGINAL
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FLOVENT® ROTADISK®
(fluticasone propionate inhalation powder)

NDA 20-549

NDANc. L ’

Rmewedby-‘ }///7/71

Patient's Instructions for Use - Children

FLOVENT® ROTADISK® 50 mcg
(sf:mn;)om propionate inhalation powder,

FLOVENT® ROTADISK® 100 mcg

{Auticasons proplonate inhalation powdes,

FLOVENT® ROTADISK® 250 mcg

ar

"or doctor has prescribed FLOVENT ROTADISK 50 mog. n.ovmr ROTADISK LOG mag, of H.OVENT
ROTACISX 250 mog. Each & convaing 3 i ich s 3
synthetc cor h.n! i the body thit e f
nflammaton. L
ihe small 2 pasiages n the lungs and sase breathing problems. When nihuied
also haip 10 prevent stacks of S3Uns.

ara natursl

aght
muudlomunmam rduce the swalling and srtaton i the walls of
whuled regulacly, CorCOSTM oK

HETATEEN |

1. MARE SURE that this medicne 13 suitabie for you (sse "BEFORE USING YOUR ROTADISK "™ below).
T s mmmmmhmm-‘mwmm It you ane NOt sire, ukwdncwr

of phanmaci

3. Use ROTAD'S(MMMWW DG NOT STOP THE TREATMENT EVEN F YOU FEEL
[ ] R uniess told 1o do 8o by your docior.

L) DONOTmnhmcndmnauunnROmDISKmoﬂmmnlmww docior

L} l’hmm-m:m-uuo!ﬂ-mtnwmrwwﬂmmmuahlmmmnm
ATACH. i Must be aken ol regular iMervals as recommenced by your doclod, and nol a3 an emergency
IIBABUMA.

) for smangency raied A an

an asthma stiack doss nat respond o the
mmmammmm ususl,

ina by inhalation, you should cofsuk your docton for aULCtons on when
10wk 1o ARBON 10 using FLOYENT ROTADISK,

TELL vmwummmmmznﬂ-ﬂ
10 bacome pregnant).

2 baby,
-nmnmmmmmrmsnunmmme In some
CUCINTILANCES, this medicine may not be mmmmmmwunwmm-uﬂlm
medicine. Make 3u It your doctor knows wiviit Gthar maedicings you are LIkng:

« Foliow the NIUUGCEONE shown on the nexl few pages. If you have any problams, Lefl your doctor

M pharmacist.

= Mg dmpOrtad i you inhake 8ach dose & directad by your mmw\ulmwmmm
dose 1o thke dnd how ofian. IT 1 doesn 1, oF you a8 NOL Sule, MR pOUr DOCTON OF pRATMACI.

DOSAGE

* Use @3 dewcied by your Socion

« I3 VERY ANT that pou loHow your docion's MalruCUons &S L0 WOW Mty INhalations 10 nhale
your JOCLOr Seviaa

IT REGULARLY. 00 NOT STOP
your doctor,

4 H you MISE & Ao, JUBt Leke YOur regulary schaduled naat Joss when & s dus. DO NOT DOURLE
the doae

EATMENT EVEN IF YOU ARE FEELING BITTER uniess told 10 do 30 by

Henw To Use Youe ROTADISK

Trus ipaltet shows you how 0 yas FLOVENT ROTAIHSK.
The medcane comes in small crcular foll disks. Thers are
Wmmmhwﬂmd‘\ wm.u
Listors each CONEN & massured doss of

sammummwuﬂa

Jesgned plaid; divice Called the DISKHALER®,
niechone i available i sevaral dffarnt girsngths, and
virr JOCIOr has chosen the one Mo sulabie for you,
The NSNHALER hiw & wefrlbir of parts:
1. outer body with 5 hinged lid & prerceng nesdie
2. cleanng brush thal fils nitc 3 space at the rear

uf the body

1 uwwthpece cover

DISHHALER Wvat. Lift up tw Dack of the I as far as
(IMPORTAMT: The

|umur—-ammwmmmrm1wm
PHSKHALER 8 now

Inhaling Your Medici

. Broathe ouR a4 far as comfortable (see Figure 8).

4. Kaep the DISKHALER wvel and reise # 10 your mouth. Place the mouthpwece between your teeth and
cloas your kpa Tirmly around it but do not Bite Sown on A {3ée Figure 9. Do aat cover the amall aw
holes on svther sids of tha mouthpisce.

10, Broathe In tirough your mouth stesdlly and d dboply 48 pou San.

11, Hold and remove the DISKAALEN from your mautn (Ses Fgtre 10). Continue w0 hokd your

your brasth
Lradth For up ta 10 seconds o a3 long as is comfortable

Getting Reatdy For The Next Dose

ummmwt—mm«:.b’m pulng out tha
St (ushing 1L N ONCE (30 Figure 11). De aot parce the
mmmnmmtnmmnwu
When you nead to Lake snother dose. repeal steps 7 througn 12

Alcays replace the MOuthpece cover aler use

- 3 AODEEING W e BMBI wilhrw
of the Way will bount Dackwande (Le., “4°. "3", "2*, *1"). When tha number "4° resppears after you have
mmmumm To tal out the okl

Ppull upeards 10 3BPAMAE A frim tha Uiy

s

1 .

2. Hold the whae! batweosn your fonsfinger and thumb and

3 the lid 1 Whe rear of the body of the DISHHALER Brush away
R

4

on CASMMALE|
fAepiace the wheel and push A down Memiv unid L snaps nio olace




e s e e e a1 syl

important Points To Remembess About FLOVENT ROTADISK

L. MAKE SURE Mt 1his medione 1 suilathe 108 pou 1sex “BEFGRE WSING TOUF ROTADISR™ betm,
21015 unipct Lanl thal you wibiake @a0h doSe as yOul MK Lt Has achiserd 1 poe ane ool swie ank vou ksl
o phammacisl
3. Use your ROTADISK ax drecisd by your doctor DO NOT STOP THE TREATMENY EVEN IF YOU FEEL
BETTER uidesy toif 1o b 5o by your docton
4 DC NOT mhake Mt doyes on use T ROTAGISA tre iMer, Thans sl T | 17 proui octon
B Thas mredicine 1 MOT wilerntent (0 provioe 1apm] sl 4 yoar breatiang dilte e oty are asthnna

altack Il Iust B Gt a1 TRRURE T vals 0% S8 T mtnien] Dn v o Ten e Dol a3 dre e ey
meagure
6. Your GuCh mMan presaunitie audilnbial iesiealie s sy Dt Suntilalci =1 b eretgeny -l ol g

acUle sl aflat b oiurs Phiase GUnact i vos o it

= H asThals atlack thoes noleSpGng f B kol edw

® you reguie e UL e kIR R aTkon st ol
T 1 you ks use atthar g fr WAl po abeoadkd «onsall vl o G o st truglions < whien
1o oo (b b relateen 1o usig FLOVENT ROTADISK

TELL YOUR DDCTOR BEFORE STARTING TO TAKE THIS MEDICINE

= 1P yOu dre pEgndnT o nletding 1 TeCome pregnasnt |

» It you are bredst tewlng o

s Wy e ailerge Lo FLOVENT ROTADISK. o6 ary uther ufally sdiaisd 1o K

wron] B o

CHCUMSLNGES Tus Il gy 10l De sullabie aril et Gotlin My wasts 1 gree you o O lerent
MBI Make surk LHal ylil JOvIUN RROws whial OEHet Ml Hes eob Are {aking

* Foliow T STUCLONS Shown N U next few pages 11 vou have any pridsken s tell your doctor
of pHAIMaCIsT

* s mportant thal yuu vihake @ach dose a5 drected by powr doctin The label wil usually Led yOu what
H03€ 10 take &1 P GHEN 1T Qokbn't or pOu e 100 Sl AsK yuul JoCt o PIBTINACISL

DOSAGE

* Uie ax drected by your docior

* s VERY IMPORTANT Mol you Jullow your teton's Kistruclions as to how mamy ohalalions. (@ mhake
and how oftn 10 use yow ROTADISK

+ DO NOT nhale Mmote $O3Es OF use m ROTADISK. miore ofter) 1an yout 0OCtor achises.

+ It may (she 1 10 2 weeks or longer o this medine 16 work ardd it 1s VERY IMPORTANT THAT YOU USE
T REQULARLY. DO NOT ETOP THEATMENT EVEN IF YOU ARE FEEUNG BETTER unless Loid 1o do so by
your doclor

= ff yOu MIBS B 00SE. (US| Lake your regulary schedulsd nexl d0%e whet it b due. DO NOT DOUBLE

dose

How To Use Your ROTADISK

This loafet shows you how 1. use FLOVENT ROTADIS®
The MEdCIe GOMEs ki sl Crcular fod disks Ther: are
four bhstars sround the edgt 0 wach esk, and these
bhauns each conlan a measured dose of ,wl MexthCre
3% 3 powder 1hal you braalhe by using &

desgned plashc dewce catilad the usmzn’ Tne
madicene 15 avadlable o Several UMerent sirengths. and
YOUF JOCLOr has chosan The Dise MOS! Sutable For you
Tha DNSKHALER has » sumbes of parts:

1. outer body with a hingad i3 and prercng neecle
2. cleaning brush that Fity nlo g space at the rear
of the Doty

mouthpsece cover

while wheel ofi which the disk i placed

while shding tray wiih mouihpeece litted 1o

tha wheel

Tonl cush

& asw

Eouding A Disk Into The DISKH

1. Remove the mouthproce cover and check 1o Mahke sare thet the
mouthysce 18 cledn [soe Figure 1) spect Wi mouthpece for
Lhe prasance of loregn obyects bedore each yse.

W

Held Lhve corners of the while Iray aid poll out gently uniié you can
see 3l the plast ndges on the sides of 1he Lay (see Figure 2

3. Pt your inger and Db on e reiges. squanis Tward, and gently
pull the Iray out of the budy of the DISKHALER (soe Fgure 3).

-

. Ptace a thsk on (he whee) with Uhe numbers lackg up. snd then
shde the Uay Back inlo the HSKHALER (saw Figure 4}

P14Q71B  0& 98

BEST POSSIBLE COPY

Inhaling Your Medicin

Brealfie Ll as Lar gs comTortabhe see Fgus M

Meep e DISKHALER kvt ul taise 1 1 puac mouth Place e foolfifect Depmeen yiit el i
vhuse prat Iips GEmky atoulal A Dol a3 Bol Bite down on il see Figune 310 00 #08 cOVer e smal g
Huddes 1 ilhen ki of e MouThpRecE

10 Breathe In through your mouth stesdily and as desply sb you <én

11 MMt i redth aid feimove (he DISRHALER frotn piodl mioulls - see Sguie 100 Cotrtiise te ikl pwl
treal i up t 10 seConds OF 85 hng as s Caiiton ghke

Gettlng Ready For The Next

12, Turn Ihe wish 10 T Neal NUMBer 1”37} by genth pulling out the
Uay afd gushing 1 K1 once isee Figure 111 Do not prerce T
BIISIEr unlil you A0k Meatly 10 Lake he nen ose

When pou need 16 Lake another duse. (apeal steps 7 Oough 12

Adn2ys replace he moulhpece cover sHer use

Each disk Nas four LitsTets Ay you Use up each Dlisfet e blster dunibars appeanng n 1he Small wireh .~
ol ik Uan will Comrd LaChwatds e TdT T3 TR 1T Wheo Qe oumibes "47 reappears atier you havee
lahert lour shalationa hons the DISKHALER, the dish 15 emply ol 5hould be replaced To Lake out the ur
sk aru pul W1 the new one, repeal steps 2 Inrough 4

Chean yiur DISKHALER at leasl once a weeh as follows

Ramave the tray eom the body of the DISKHALER

HOlg the whev| betwoern your Torefuger and thumb and pull upwerds Lu separate 4 from the ay

There 15 o brush i (he SMall space uncer the (d al The real of thee body ol the DISKHALER Brush awa
ANy Powdhn leh Bening on the Darts of Ihe DISKHALER

Repiace the whew! and push 0 down Iemly ublil A snaps 'l place

Replace the tiay and mouthprece cover

s wew

You may also separale the paris of the DISKRHALER a5 descrnbed above and rngs them with warm waler
Let the pa1s ai iy bedore potting Dack logether

; =
“ .

* Reep out of reach of childrea,

+ Swre al 20° 10 259°C (68° 1o 77°F) n 2 dry piace.
+ Use tha ROTADISN bilaters wihin 1 moathe Stei opening of the fokiture-prtsctive foll overwmap o
betore the saphation date, whichever comes firei. Place the stcket provided with the product on the
tiibe sontaining the NOTADISK blisterm and snier tha 2-moath uss date on the 5

+ Do ol puniure dny Hulicasone propionate AQTADISK biisler wnlil 1akeng & duse usng the DISKHALER

RE This
anyons aiss

© ey AT
B af e Q" el AT RL

This keafiet doas NOL CONLEN 1The COMPAELE MOMMALIoN 300Ul youi MEICAION ¥ you Nive sy questons 1
e nor sure abuu! somatheig, then you shoukd ask your docion or pharmac:st

haa bown pr Tor pou by pour doator. DO NOT give thik medicies to

You May wanl |G fead s waflet agen. Please DC NOT THROW (T AWAY unlil you have fiished your
medcine

Yout Joctor has detsr mined 1hat Tus. Dmdu:l " IM}, 10 help pour parsonai health USE THIS PRODUCT AS
OIRECTED. UNLESS INSTRUCTED TO DO OTHERWISE BY YOUN DOCTOR. If you have any quaslions alxiul
Alemaives. consult with youl docior

GlaxoWelicome

Glano Waeicomie G
Resvarch Tnarge Pa NC 27709
AL 846

Necrvgnuben 1998 4100512

APPEARS THIS WAY

ON ORIGINAL
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' NDA 20-549 s
FLOVENT® ROTADISK® 100 mcg Labaling.___ ST
{fluticasone propionate NDANo. 7 05YY woa [-'F:-9%

inhalation powder, 100 mcg) . odbx : \ 37\ ALA A
Carton (15 Disks & 1 Device)

B6/LT way ”
YEYOO iy @

ROG 017 3050800
QW laeitcdivsvnre 1. Resricvs: the imouthpiece cover of the INSKHALER™ anc
GlaxoWelicome formign cbiects

| FLOVENT® ROTADISK® 2 ok e commers of i e 7y ul o gery

FLOVENT® ROTADISK® 100 mcg L 19 89 | pefos. LR

e, 7. Keep the DISHHALER® level o inhake. Braathe out a3 |
inhaiation powder, 100 mcg) RS TG Fes MC2TT00 g et o Grvegh yo e oy sk

Continue 1o hold your breath 1or B8 IONg &8 i coMion.

WARNINGS: FLOVENT® ROTAISK® 100m[fumaso
raatmant of your 33thma. X does ot Contan. madcat:
luummlwtmmuummmanr

(fluticasone propionate i
|

FOR ORAL INHALATION ONLY

Rx only

Contains 15 FLOVENT® ROTADISK® 100 mcg disks and
oneg DISKHALER® inhalation device.

: ~ doctor will deciie whelher other ia needed st

: =g Mmmmkxm\nimsmwnmm&
Each blister comains 100 meg of fluticasone propionate with lactose. ot — Soo package odtsent 1o :‘:“w““m‘“" ?:T;;“;"D. o
Use FLOVENT® ROTADISK® 100 mag with the DISKHALER® inhalation | O, - o Mticasone propionate ROTADISK Diistar unll takirg a &
device only. See enclosed “Patient’s Instructions for Use.” ! m h"ﬂ t‘n..“,.":"n.",‘."&";i“m? ::!M su;- on n!'n“;'-nm cont:

| IRwY
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APPEARS THIS WAY
ON ORIGINAL



S(focoe BEST POSSIBLE COPY

YooY Rrea [0/
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(Fowr 00T ‘40pmod uopereyu;
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—_— Sow 00T

oz any k MSIAGVIOY : INIAOTS |
YRRO0TY | @ @ ;
BSISETd | ! FarooTy
ds13£Ta HNUOMOXEID) ,
WISETd 1
l\» OO SOS0ELIT0 JON
NDC 017 30506-00 HDC 0173050900
Slmmivelconr : 1. Remove the mouthpiece cover of the DISKHALER* and check 10 maka sune That the Mouthece 14 ciean. inspect for the presence of G Boname
Toreign abjects.
FLOVENT® ROTADISK® 2. Hold the comars of the whith Ty 6 pull Gut genitly Ul You can see i the DSt ridgas on the sides of the tray. FLOVENT® ROTADISK*
3. Saubele Wreerd on e ridges and gently pull the tray out of the LHSKHALER®.
F JUL 19 1999 100 mcg . A.Pmce & ek on the whwel with the numbers facing up, and then sk e tray beck into 1w DISKHALER®, 100 mcg
» (Awticasons propionsts S, Hold tha Comars of e ray and stde the tray out and in. This wil rotate the disk. {Auticasone propioamts
Inhaiation powder, 100 meg) ©. To piarce ths bikstar, i the I &3 1w 45 1t wil 0 unti Tully upright. Than close the ikl inhaiztion powder, 100 mcg)
' 7. Keep the DISHHALER® level 1o inhale. Braathe out 3a lar as Place the [ YOUr Laath; Ciose yous Kps hinmiy
GWW“W"M NC 277 around i but do not bite down on . De med covar the smal sir holes on sither side of the Mouthplace.
MamhFrlen . o . B Bresths in throngh your month stoadlly and as dosply an you can. Hold your ieath and remove the DISKHALER® from your mouth.
Contirass 1o hoid your trmeath for se long as s comfortable.
WARNINGS: FLOVENT* ROTADISK' 100 mcg (M powder, 100 meg) contaens. medication that 15 mtended for
trestment of your asthma. mmmmwmmwmummm.mmummx,
~ N in exsential that you use this raguiarty ot the by your OCOf, Nd DOt 83 &0 SMergency medsure. Your
doctor will dacide whethar othar mudication is needed shoukd yOu require ITumadiala relief. If you 2130 ho anGther madicing by INhalBlion, you
= mmmmummmmmthmmmmm
-_,—_ 1 Seod paciags outsert for full preacribing information.
YL —5-] Store st controied room Lemger st {see USF), 20° o 25°C (68° 10 77°F) in a dry place. Weeg out of reach of chisdren. Do nol punctuns any
3 -k— 3= Muticasone propionate ROTADISH® bisier util taking » dose using U DISKHALER™.
| Y i Use the ROTADISH? Dilsters within 2 Months. after opening of the MolILIe-frotectve lo ap r bafore T
! ) 1 | u:mnlhtMMWMMhmmmmTwmmmmlmmoMmmum
' RwY5 |
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i
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ON ORIGINAL
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Sampie—Not for Sale

NDC 0173-0610-00

GlaxoWelicome

FLOVENT®
ROTADISK®

fAuticasone proplonate
Luauonm,wm

Glaxo Wellcome Inc.
Research Triangle Park, NC 27709
Made w France

BEST POSSIBLE CoPYy

(Fow og ‘sopmod uoneieywy
ejeuoidosd euoseonnyy)

Aow 0§
oMSIAVLIOY «INIAO'Td
uuodjPMOxELD)

OCOTSOELTO 30N

Z6FCOTY

aleg g0y on—adiues

Patient's knstructions for Use

1. Asmave the mouthplece cover of the DESKHALER® and check 10 mMaka sure that the mouthpiece is clean. inspact for NDC 0173051000
the presence of forsign objects.
Z.Hotuﬂ'nconmdlhnmnmywpulmgmwmuywunnodl!;mnnd‘umlmdduoflMImy. GlaxoWelicome

. Squeste inwned on the ridges and gently pult tha Lray out of the DISKHALE
.m.dumlmmmnmmmmm.

FLOVENT®

- Kaeg the DISKHALER® lvel 1o inhele. Breathe out a9 187 a8 b your testh; close m' “‘

Npa -umlmmnutmoownonn.hmmmmwmmmmamw. TAD,s
E'-hh your and s 8 yom can. Hold your Dresth s remove the DISKHALER* 50 mcg
Ilunmmn.cmlnmumuumfmuh‘uh X
WARNINGS: FLOVENT* RGTADISK® 50 g (f ; powder 50 mcg) that 1s {Nuticasons nmmo’n:!o
bestment JOur ssthins. L does not contain medication ntended (o provids rapkd ke your breathing diMTiculties during an asthma: MM mcg)
mnummmmmmwammmmmmmmmumm ’

Mbibura. Your doctor whl decic whnther ofher medication is nasded should you equire inmadigte ek, if you oiso uss anciher madicine
wm.mmmmmmmmmmmwmlnmwmum.

Se4 package outsen Tor full prescribwyg information.

Stor 2l controlled room temparatum (sae USPY, 20° to 25°G (68 1o T7°F) in a Ory place. Kaep out of reach of childmn.

Do not iy ROTADISK® blister until taking & doRa USing e DISKHALER®.

Use the ROTADISK® hDsters within 2 months after opaning of the ol #p or bafore the sxpiration

date, whichever comes frst. Place tha enciosed sticker on the tube conteining the ROTADISK® bilstars and snier the
24month use dake on the Mickar.

APPEARS THIS WAY
ON ORIGINAL



NDA 20-549 o
FLOVENT®* ROTADISK® 50 meg ~ hieul:
{fluticasone propionate Revigwod o

inhalation powder, 50 mcg)
Sample Carton (4 Disks & 1 Device)

JuL 19 1999
DC 0173051000

FLOVENT® ROTADISK®
50 meg

(Auticasone propionate
inhalation powder, 50 mcg)

FOR ORAL INHALATION ONLY

Each blister contains 50 meg of fluticasone propionate

with lactose, ‘

Use FLOVENT*® ROTADISH® S50 mcg with the DISKHALER®

gﬁlm device only. See enclosed “Patient's Instructions
6.

Rx only

Contains 4 FLOVENT®* ROTADISK® 50 mcg disks and
one DISKHALER® inhalation device,

-~

B6/2T Moy
/ ZEP00TY
! BRISETS
! 88TSE1d
3BI3E 7o

Sample—Not for Sale Sample—Not for Sale

NDC 0173051000

GlaxoWellcome

FLOVENT®
ROTADISK*

Glaxo Welloome Inc.
Research Triangle Park, NC 27709
Made in France

3G 10} JoN-djdweg

Patient's Instructions for Use

1. Remove the mouthpiace cover of T DISKHALER® and ¢
the presence of fongn obyects.
2. Hoid the comars of the white tray and pull oul gently un®
3. Squaaze inward on the ndges and gendly pull the Lray oL
4. Piace a aisk on the wneel with the NUMDEMS TaCing e, a
S. Hokt the comers of the lray and slide the tray out and Ir
8. To pienca the biisier. raise tha Iid as far as it will go uni.
7. Kaep tha DISKHALER® level to inhala, Breathe oul as far
mﬂ around it but do not bite down on . Do
8. in your mouih and xx e
from your mowth. Continue 10 hold your braath for as ior

WARNINGS: RLOVENT™ ROTADISK® 50 mcyg (Muticasone pr
For theatment of your asthma. It does nol contan madic ation

attack. K is essentlal that you uae this medication regulary
MaoEUe. Your doctor will decide whathar other medaication 1s
by phalation, you should consull your gocters for nstructions
Sae packags cutsart for Tull prascribing information.

Stors at controiled room temparature (see USP}, 20° 1o 25
Do not punctura any Auticasone progionats ROTADISK® biis
Usa the ROTADISK® biistars within 2 months after apening
date, whichever comes finst. Placa the enciosad sticker on
2-month use date on the stickar.

//
e
e
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APPEARS THIS WAY
ON ORIGINAL

\

\




" BEST POSSIBLE Copy

FLOVENT® ROTADISK® 50 mcg
(fluticasone propionate
inhalation powder, 50 mcg)

Carton (15 Disks & 1 Device)

ot 2

s

:5“5“4‘

W0C 01730811.00 - | secomesniw

GlaxoWelicome } Glmaitcicome 1.mnm-munuwuﬂra
® ; J » 2. okl the comers of the whe tray and pul y
FLOVENT® ROTADISK® | ;‘f;ﬁ:’ ROTADISK™ 2 i o comats o vewe or ok o gt
19 mq ; (Huticasone propionate ;,' m&“m": m;':m":n he u-r,.cwn:‘;
mcg J Inbalation powder. 50 mcg) 6. To plarce ihe biister. caise the i a6 1ar as. 4 wall go
{fluticasone propionate | o Wescome . T oun o x e e o D e S
inhalation powder, 50 mcg) M Fraea?® Porh. Ne 27709 o e o vt e T o oty 2o 2

WARNINGS: FLOVENT® ROTADISK® 50 mecg (i aso
freatment of your asthma, It does nOt contam medicatn
1t 12 as3ential that you use this medicaton regularly at
doctor will decide whather other madication is neaded
shoukd consul your doctor for INStruCtions on when 1o «

FOR ORAL INHALATION ONLY

~-0000-0

See package outsart for full prescrbing informaton

Store ai controded room tamper alurs (soa USP), 20° tc
futicasons propionate ROTADISK® blisler Lntl laung a
Use the ROTADISH® Distars within 2 months after apor
comes firtt. Pace the enciosed sicker on the tube cor:

N

Each biister contains 50 meg of fluticasone propionate with lactose.

Use FLOVENT® ROTADISK® 50 mcg with the DISKHALER® inhalation
device only. See enclosed "Patient's Instructions for Use.~

Rx only

Contains 15 FLOVENT® ROTADISK® 50 mcg disks and
one DISKHALER® inhalation device,

T1a
Lﬁ-ioll
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APPEARS THIS WAY
ON ORIGINAL



BEST POSSIBLE COPY

o il

{8ows g5 ‘1opmod uonejeyul
ajeuoydoid auosesiyngs)

e — sow 06
e ASIAVIOY - INIAOTH

S05001Y
ol b AUOHPMOxED)
WISELd |
1 0C-TISOELTO DON
NDC 01730511.00 NOC 0173051100
ignpiVelicome ' 1. Remowe the mouthpiace cover of the DISKHALER® and check 0 Make surs tha the mouthpiece is ciean. inspact for the presance of Glmmivelicome
FLOVENT: ROTADISK= & 2. Hok e comers of the wiwie tray and pull oul gantly until you can 96 al the plastic ridges on the sides of tha tray. FLOVENT: ROTADISK'
50 3. Squosze nwird On the ridgea and gently pull the tay ot of thes DISKHALER®. 50
104G mcg 4. Piace 8 ik 01 the wheel wiin the numbers fac;g up, and then $1ikie U tray back ko the DISKHALER®. mcg
g .99.1 {Huticasons prapionats £, Hok th comans of the try and akde the iy oul and in. This will itate the disk. (fluticazons proprondte
inhalation powder, 50 mcg) 8. To pierce the bister, rase tha (i as far 86 1t will g0 until futty upright. Then closs the k. imhaistion powder, 50 mcg)
7. Kaap the DISKHALER® lovel to inhale. Branthe out as far 2 . Place he yOuF laeth; cloaa your ips finmey
Glano Welicome inc. : around K but 4o net bite down on R De set cover the small air holes on edther S8 of the MOUthpIecs.
frasearch Tnangle Park, NC 27708 i & Mrasthe In Sirough your moulh steadlly and a8 deeply 58 you cam. Hold your brasth and remcve the DISKHALER® from your mouth.
i Made in France : Continue 10 hokd your Drasth for 88 ong as is comfortable.
: WARNINGS: PLOVENT® ROTADISK® 50 mcy (T powier containe medication that 1 intended for

. 50 meg)
ummnmmmmmmmmﬂwummmmmmmmu
g ot the recommended by your doctor, and not il N SMaEency Maaswre. Your
doctor Wil decide whather other madication ia neaded shoulkd require immadiate reliel. if you BISC use Othar Madicing by inhalation. you

2

you
_O should consull your GOCLOr for nstructions on when 10 Use i K NKALON to using this X
a— Sea package cutsan for Tul prescribing information.
= o Stone #t controlied room tampersiura (see USP), 20°¢ 1o 25°C {88° to 77°F) in a dry place. Keep out of reacn of children. Do nat puncture any
P —R=] Aicaong (ropionats ROTACISK® bhater until Likung a dosa using the DISKHALER®.
‘O,‘.o Usé U ROTADISK® biislers wiwn 2 montha after opening of the moisture-protective ol Gverwrap of befora the expiration dale. whichever
- ? comes fisl. Place the enciosad sticker on the tubs containng tha ROTADISK® biisters #nd enter the 2-month usa date on the sixker
hd
i
=m

APPEARS THIS WAY
ON ORIGINAL



BEST POSSIBLE CoPY

NDA 20-549 Laveling: SLIE - 07 P&
FLOVENT® ROTADISK® 250 mcg ToTVS rea. 1/13/99
(fluticasone propionate NDANo. \ T e
et s gAY

Carion (15 Disks & 1 Device)

86/ZT oy h
8L900TF @

JuL19 g .

o - * —
G,amcmm A B ” ‘ Slamivlcome 1. mmmmofm DISKHALER® an
d r;_,';. . FLOVENT® ROTADISK® 2. ok the comaers of the whuts ray and oull out gently

FLOVE~1.O ROTADISKO 250 mcg 250 mcg | 3. Squesrs Werand on D dgas and gently pull the tray

4. Place a dish 0n the wheal with the numbers facing up
5. Hold the: comers of the ray and shoe the tray cut anc

(ﬂuﬁcmyoplonm i ! » 280 meg) . 8. To pierce the blister, raise the lid ss far as i will go u
- 7. Kesp the DISKHALER® kevel (o inhald. Bresthe oul as
inhalation powder, 250 mcg) i gm0 wekcome roUd & DAt 0 ek bise down 0n K. Do met cover |
Made in Frence: Continue 10 okl your breath for as long as s comdon

WARNINGS: FLOVENT® ROTADISK® 250 mcf (Muticasc

|

! Inc.

i Research Triangle Park, NC 27709 8. Brualivs in Nwrough yowr mouth steadly and as
]

: trastmant of your BSthing. K doss not contain medicetio

FOR ORAL INHALATION ONLY

i i X . 1 Seo cutsernt for full prescribing HWORmALon.
Each blister containg 250 mcg of fiuticasona propionate with lactose. ="'°. A rs:lul:::momlrolm m:cl’uhuu_rms“m (30 us'nm to
Use FLOVENT® ROTADISK® 250 mcg with the DISKHALER® inhalation a O, e ROTADISN® Dirseers i 2 e st g 2
device only. See snclosed "Patient’s Instructions for Use.” - gr::: rmfmn:r:m;m snczlam m.,".‘.:."m

B
*
ll

Rx only

Contains 15 FLOVENT* ROTADISK® 250 mcg disks and
one DISKHALER® inhaiation device.

N
3



g SLE - 2 25 BEST POSSIBLE COPY

DANGZOTYS  Red 1/19)39
0

N =X ITAEN

: (Fou1 ogZ ‘+opmod uopejeyuy
: ojeuoidosd suocseInnyy)

| Sow 05z
o | | «MSIAVION - INIAO1S

9LTSERS .
BLTSE id HUOHIMOXE) SLYOOTY
9115E1d
1 9 o 0OPOSO€LTO HUN
NOC 0173050400 NOC 0173050400
Qﬂ Glaielicome 1.mmmmmumumn-mmmmmmmmwmum.mmmmm Olacivelicome
A FLOVENT® ROTADISK"® | 2. Hold the comers of T whwie tray and pull out gently until you can see all the plastic ndges o the aides of the tray. FLOVENT® ROTADISK"
D 250 {3 Squsaps inward on the rages and gently pull Ihe Lriy out of the DISKHALER®.
s meg | 4. Place & disk On T wheo! with the numbers fecig Up. and thon siide the Ty beck into the DISKHALER®. 250 meg
» m""“;’; | 5. Wok! the comers of the ey and $iie the tray out and In. This, wil roLM he disk, [Rwticasome propionste
inkaiation pawder, 263 meg) " 6. To phercs the bileter, rase e i3 23 far a3 R wil g0 unth fuly uprgi, Then close the i, imhatation sowder, 250 meg)
T wmummmmm,MM.u--m.mmmmmm;mmmrm
Glano Wedlcome Inc. round R but do not bite down on K. e met cevar the small sir holea 0n sither side of the Mouthpiacs.
Resaarch Trisngis Park, NC 27709 . 8 Gresthe in through your mouth sioadlly snd s desply 4 you can Mol your breath and mmove the DISKHALER® from your mouth
Made in France ; Continue (0 hol your bresth for as long e is comionable.
WARMINGS: ROVENT ROTADISK® 250 mcg (Mutk pr £ONBINS madication that is mtended for

ion powans, 250 mcg)
mmdmnumnmmwmwmwmmwwammmmmmmu.
numewmmwuNmmbymm,wmtummmme. Your
othes you immadiste relel. ¥ you 2650 use aNOther Medicne by Nhalation, you
_o Mmmmumm-mmwmlhmwmmmm

|
|
:
|
|
a
|

, —? Soe paciage outsart for full prescribing information.
i .=° ; smamommwmgmusm.mmzs‘c(aa"mwnnamm.mmmmamm.mmwmew
; °-° 1 Muticasone proplonets ROTADISK® hiter unti Laking 2 dose using the DISKMALER®.
i - ‘..O I Usa the ROTADISK® blislars within 2 moetihe aftar apening of the ol ap of before the date, whichever
: ) ? I mnurlm.thanmmmmmrwmmmanunmmm.
L LA K
ek
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3:$T POSSIBLE COPY

FLOVENT® ROTADISK® 50 mcg Labeling: L. 63

(fluticasone propionate -
inhalation powder, 50 mcg) NDANo. 20 {¢/ 9 w /178
Tube x 15 Disks Reviewed =

B i
laxoWellcom NDC 0173-0511-00 §

FLOVENT® ROTADISK® 50 meg
fnhalation powder, 50 meg) .
Rx only §

Store at controlled room temperature
(see USP), 20° to 25°C (68° to TT°F)

in a dry place.

Use within 2 months after opening of the

molsture-protective foll overwrap or before
the expiration date, whichever comes first.

4100433

ArFCARS THIS WAY
ON ORIGINAL



37 POSSIBLE COPY

",

NDA 20-549
FLOVENT® ROTADISK® 50 mcg
(fluticasone propionate
inhalation powder, 50 mcg)

Sample Tube x 4 Disks

F JUL 19 199 |||||||

APPEARS THIS way
ON ORIGINAL



3EST POSSIBLE COPY

NDA 20-549

FLOVENT® ROTADISK® 100 mcg CLP . oot

{fluticasone propionate Labeirg:

inhalation powder, 160 mcg)

2006

) 7.3 =

Rk

NDANo. <
Tube x 15 Disks w
Reviewed b

cy_

UUNES U | 4

Store at controlled room temperature
(see USP), 20° to 25°C (68° to T7°F)

in a dry piace.

Use within 2 months after opening of the

molsture-protective foll overwrap or bafore
the expiration date, whichever comes first.

“BlaxoWellcome NG 0173080800
FLOVENT® ROTADISK® 100 mcg *
(fluticasone propionate
inhalation powder, 100 mcg) !t/'/ Py
Rx only 3

4100457

APPEARS THIS WAY
ON ORIGINAL



o1 PUSSIBLE COPY

Lake: g ‘st '—m

NDA 20-549 D [} , -
FLOVENT® ROTADISK® 250 mcg NDa Ho. 2L ¢ L= 19 <
{fluticasone prapionate Reviewed by AR

inhalation powder, 250 meg)

Tube x 15 Disks

JULTY
e 11
luo%llmmc“lrm 0173.0804.00

FLOVENT® ROTADISK® 250 mcg

(fluticasone propionate
inhalation powder, 250 mcg)

Rx only

Store at controlied room temperature
(see USP), 20° to 25°C (68° to 77°F)
in a dry place.

Use within 2 months after opening of the
moisture-protective foll overwrap or before
the expiration date, whichever comes first.

Rev. 11/98

P134408

4100468

APPLARS THIS WAY
IN ORIGINAL



CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER: 20-549/S5006

ADMINISTRATIVE DOCUMENTS



Dy
PROJECT MANAGER LABELING REVIEW

JUL 19 1999
NDA 20-549/S-006
Drug Name: Flovent Rotadisk (fluticasone propionate inhalation powder)
Sponsor: GlaxoWellcome
Submission dated: January 15, 1999
This supplement provides for the “Used by” sticker that is provide in the Flovent Rotadisk carton
and the addition, to the carton, the package insert and Patient’s Instructions for Use leaflet, of
instructions for use of the sticker. In addition, thd lstatement on the Rotadisk tube was

revised to match the carton and the phrase! _jhas been changed to “Rx
Only” on the tube and cartons.

The November 7, 1997, approval letter for this product included a Phase 4 commitment for
( . 2.1 S i L e S e Y

T )

; L o _J

i

No other changes were made to the labeling except those provided for by this supplement.
This application should be approved as submitted with the concurrence of the Chemist.

sandy Baines
Project Manager

.cc: Orig 20-549/8-006
Division File
HFD-570/S. Barnes
HFD-570/

R/D initialed by

A, Uik 5’7
4], e "




