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Each puff comains: Budssonide: 200 mog
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11 a0 anti hat gxiis p AU ang wesk acthify, I standard 1 inG and sma cansity. caterct and gla.coms: 815 mportant, thersirs, that the doss of i i Matac 1 T howest o asthira
el mmwmunwmmalmmmmmmmmm peprestemaly

B15 e That the: Hiesght of Wi 1t . growth i showed, Tacapy shoot

mamamwmmmmmmwwws mast ceds. pesinehis; reuleahis, macronftages. and lymphocytes; and
mediators {ag, histamine, sicosanoids, leckntrienes, oytokines) mvoked in aliengic and nonaforgic-modised infammarton. Tha: art-inflammatory axtions of
codicostercits may confritue to their efficacy m asfma, Sludies i ashmatc patients heve shown o favorabie ratio between fooal ari-nflsmmatary actety
conticosterid =ffacts over 8 wide dosa range of inhaitd budeecnice in 8 wanety of formulstions and delvery systems including budesonice
wmmmmmnwmmwmmnmmmhmm This i mpriained by 2 combnaiion of 2 relatiey Righ locst
MMMMWW%WNNMUMM
.wmwwmu{mmm To confirm that

caimparing 400 mey Budesonie adminisierad Wa a pressurized metersd dose inhaks wil 3 Tube sacer 0 1,400 mog of oral budesmnide and placsbo.
The study demonstratad the efficacy of inhaled budsonids but ot orally ingested tudesanide desplls COMASFADHe SyItEmIC level. Improversnt i fhe contral
of asthma. fiowing inhaation of bodesonide inhalirtion suzpersion can pocur within 2 o 8 days of bogining treatiment, ittough misimom benofit
iy ok be achieved for £ 10 6 weske.

2, INDICATION

For e Trastment ot

Merany

3. POSOLOGY AND METHOD OF ADMINISTRATION
Ferunich 200 mog i Tor ol infaiation use only.

Asthma:
Children 1 - 8 years of age:

e rewiesnd with ther sam of reducng e dase of Inhalee corlicoatamic.
516 Pehuced) Hhont furkc$on may afect the elminatinn of Gucocoricostamis,
BAT Inwi

CHUBES 37 NCreass i th systsmc exposure o bodesomids.

7. DAUG INTERACTIONS:

v sdmineraton of bugesonde Bng other drags commaonly used in the meatment of asthma has not resufted a7 inroassd

fincwm inhibitors of CYP3&4 activiy i the (iver ard in the mesting mucosa)

nquency of acharss feactions
+ Dmisprazoly did net hive effects on ihe prarmacokinetics of ol bugkesonide, whie cimatidine, primanly an inhitsbor of CYP1A2, caused & slight deorease i
budpsunioa ciearrce a6 @ pormesponding ingreds in & ol bingvailatitty

8, PREGNANCY:
A

Dudessrite W tEeganc s
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P, Incraazes the ATEGATC.
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of congenital matformations among infants whase mothars were sxposad b inhaled budesanice during sty pregnancy was not diteent fom the e for ol
rewho babies ouring the same period [3,6%).
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Recommended in Children 1-8 af BE wmmmmmmmmmmmmmmmmmumg
Previous Merapy Recammended starting dose Highest recommended dose gt
Bronchodialors gk 5000 megidsy schmivistoved sther s dally | dhided chses 500 megday 9. LACTATION:
Inhaled 500 mo/day m@?ﬂ'm:: 1000 megitay (13 . LT ik By &g xcreted in human mi, caution should be exsrcised if bodesonide i
e fm Ak 3 amwwwm

affher as 500 1000 tal 1000 map/ay
b LS L 10, PEDIATRIC USE
havo shown that ay CaUsE A TROUCHON I grow velocly n xies. e

Dosage adjustment: || once-talty treatment does Aot provioe adequate contl of agthms sympinms, the mial daly dose should be ]
divided dosa,

1 200 e orice daily My s
et coreitierad,
Children T years of age and sbove:
- Recommended dose is 200 10 8O0 meg ety 1 dvided into 2 1 4 adminisrations
= I chiliren with mild o moderaln asthma who have nat provioesly recoved inheled glucocoricosternids, or whu are girady contralied o inhaed steids
leg mmwmmmdpwm] 200 to 400 mog daty may be used in dyided it 2 aiminisatios.
- During pesiods of savers aathme, fhe dally doss can be Increased up o 800 meg.
Adults and children over 12 years of age:
- fieoommanded dese is 200 10 16X mog delly divided it 2 10 4 administrsons.
- Ihlies Severn cases 200 tn BOO meg dail (200 t 4D meg may e usai in patiants wih mi o moderate asthma who heva nol pravioush racabed inhaled

mmmmwnummn|nmpaywnwwu:imlnmwmwmmmmmmnmwwhmw
gystemi; gfiects of inhaied corticosternids, including budesonide Ffalalion suspersion, sach palient shoukd De Tirted 10 his o her west effective dose

11, GERIATRIC USE:;

OF the 245 patients in 3 cinkal frials of Gudesonida mhatation suspansion in Goult pabems, 65 (3(0%) were graster than or agusl to B5 years of age, whils 22 (0%}
WerE QrEater than or agaal o 75 years of age. No overall differances in safaty ware obeerved batwean those paients and younger pationts:

12. EFFECTS ON ABILITY TO DRIVE AND USE MACHINES:

It towes ook affiect the abiity (o diive o o pse macfines.

13. UNDESIRABLE EFFECTS:
Adverse reactions with = 3% incide

gucoconticoserids and ug 1 800 meg may be i by patisnes Wil mikd [0 moderate asma alfesaty controlled on Ak Shervids ¢ Q. buresaide of Bugesanie ihalalion suspenson
beciomiethasane divopionste, administered twice daiy.) = Veticle placebo total daity dase
= I mone sevens sases B0 o 1500 meg ditky. Adminisration hwice dally {monning and ovening) & usually sifficiant. In sevine asthma and duing exacesations | m=2n% 026 mg 05 mg T g
‘same patents may benefft from: dividng the daly doee inte 3 f0 4 adminisyations par oay. In mild astmascs requTing up © 400 meg delly for sympiom | n=170% In=220% mn=31N%
ontt, o i in 0 tha vening.
e ek be 0 Shiubd D T et e WA s 0 liénd ST e Rocomened doses are 100 %0 300 ey i S o o -
MTM!mbew-asamwmuaammwmnhnlnmmamm Bniritis. 5 ™ 1% 1%
4, CONTRAINDICATIONS: | Cougping % = a4 B
- Pypersermsiivty b budesoride of any of the ingredients in ifs preparations. i
- Butesonids & contraindicated in e primary treatment of or cther Bt o 4% % % %
5, PRECAUTIONS: Vommiting % % 5 =
51 Staroid withdrawal: Paricusr care is nesded lor patients who are ansiered fiom e o inhaed ot og., Diamea % i “ 2
trtesonice] Decause dealhs due b sdnenal insufliciency R occured in asthrutic patiens durng ond afer traster from systemic o luss | Abdomnal pain 3 2% 3%
Aymamicaly valiable inhaed coticostenide. 14. OVERDOSE:
53 ummmmw&ma ammmmp::‘mmmmmnmmmmmum 141 The i e il o o o
sl i e 0 b sieppleiiny 142 In mice e mimeal dase s 100 mphg J10u1mﬂmummmnmmmmmmmmmh
83 MTMWMTWQKMMWWWHMMWWW’W“ b iy 2 i), s ek i i o 5650 07 160 s, respectvmy, he masimum
54 Compromised immune systemy Fiects W & on .05 Which SIDRFeSS T2 IMIuns Syslee e ore Suscectbie 1 Fiecton tan Fealty rdvuals: 06 0 s on e TRV Dusie . g
Chickenpo: and maasies, for exampée, can have & more Sercus or aven tuial cowse I Suscepliee chilren of Bdults on toses of 143 Sign Tne caly et AN g e s sy
e Nt e hese ciseases, or who have rof bien pioperl veccingted, perticolar care shodd be taken 1 avoi i SO - i, Mo SEAkN SR 2530 SR B
‘vgosire. How The s, Tule, a0 urason Of corcosiere admiainalkn alecss the fis of dsveloping b Dsssminaled el 3 Unkndwn 2 S oot S i
55 mmmkm-mnhmmhmwumammmmmM 15, PHARMACODYMAMIC PROPERTIES
56 3 d acting Fraid i " égh bacal ant Bation, with 2 lowes incidorca 311 saverity of acvorsa-effects than thosa soen with
57 For Inhalabon use via nmmmmmu mhuaammmmtmm.mmmmm.mwmr o COficosIsnaids.
instrucsions hetors wing, Dther dregs for o cisaases, s, ATC Code RO3E ADZ.
Y ik il s e shod s bserved i b gt 18 PHARMACOKINETIC PROPERTIES:
mmuMMMmmmmmmvmmwmmammmmmm 16.1 Absorption:

-mmmmu.—.m Poverlar for enasition on besis e perions of 1% 2y
wmmmmmmmmwmmmm mmmmmmmmym
n particuts, e eflects resuling rem chrunk use of bixdesonide o " in the meuth, pharym, traches, sl lung are
irknoan.

54 Wision: Fare mstances of gaucoma, mereased nraocular pressure, and cataracts have been reported following the inhiled sdminsimtion of comistensios.

511 Special risk patients: e corticosterids shaukd e used with cauon, If af all, in patients with acthee or quisscent ubmubsis infection of the mspiatory
track, untreated systemic fungal, hacterisl, wral o parssitic nfectons, or aculr herpes simplex.

511 Carcinogenesis: i o 2.year study in Sragus-Tiawisy raty, syrificart incrwase n the incidence of pilomas iy malk rats gt an
aral dnse i 50 megig fless han the madmum daihy tosa in adulls and mmmmmmmmmm
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Mg’ tesis].
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513 Fertility impairment: No such effects wess roted at § mopg the mai ults
614 mnrmun’mmhmmﬂmmmmmmmmmmemmumem
of corticosterids for traatment.
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61 Parfculss
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of moris ars reouired for racovery of HR-2us function
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emengences.

64 During periods of stess of & Severe asthma attack, patients who feve been withdrawn hom systamic cortionstercids shoukd be Feructsd 1o mesume ol
mnwmmmwwmmmmmmmmmmmmmm-m

they may nead spp G dmuammm

65 oy in paties quisscant pul is, ardin pa fungal e Inthe

65 Non steroid-dependant patients: A Terapetc &ect s usualy reached Wi 10 Giys 1) (1N Wi Excesse Tucls SEcTeton e trerch, 3 shr

{ateut 2 wesks) aetional ol corcosternd eginen can b g nfaly.

[ oral sternick to Apronide 200 phase; h high dogs
mmmwsmwhmmwmmmmmwmmmmmmummmm
graduaty mducad foy for example 2.5 millgrams prednisolons o e equivalent &sch monthy to the Cwest possiie fevel, In many cases, It is possibie
complataly itatiute Asrnids 200 mag ko the oo steraid.

68 During transfer from ora Mermpy to Aronkle 200 meg. & generally knwer systiumic starmid action wil be mparinced which may fesult in e appearsnce of
alrgic o aritic symptoms such as rhindis, acrema snd muscls and joird pain, Spectic frastment shoult be fiated for thesa conditions.

6.8 As with offar inhalation therapy. paradodcal bronchospasm may occi, with an Immediss ncrasse in whaszing shar deang. I & severs feation coours,
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6.10 Oial slemid samaln 81 risk i
HPA dodis. Sunctions should bie moeniloned reguiy.

617 Ante exacerhations of asthma may need an Incaase- in e dose of Aaanids 200 meg or addhional treatment with 8 shat course of ol coMicosirid andior
an afibiotic, # there is an infechion. The patient should ba adsed 1 158 & shont-acting inhaled tronchodisior & resous medication o releve acute asthmn

Tuncson for

YOS,
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congsdemalon shoull] he gives i the need fr or an increase 1 their requisr therepy, 8.9, hig a8 kng-acting beta.
agenist. ov for & Courss of onl glcosirticostercid

Manufactured by:

In aetasic chikran 4 lo 6 yoars of age, tha fotsl absokse biesiabiity fu, kg + orai) fokwery adminisiration of butnsoride inkalion suspensen vis et
notiuliner was angproximately 8% of the labsled dose. The pes plasma concentration of budesonide pccurred 10 to 30 minutes aer stan of rabulization.

16.2 Distribution:

I szreratic chidran 4 o 6 years of age, e volume of distribution at steady-state of budesoeide was 3 Uik, appronimity the Same 23 i healny bouts

16.3 Metabolism:
mmmwlnnumanmmmmmmuwwmmmmmmwmm
P450- (CYP) isenzyme, 304 [DYPIM) catazed biotrarsfommation have bean isolated snd wensfied as 16-hydnaey-pradrisalone. and

The corticasternid acthvity of sach of these 2 mataboites is less Ban 1% of that of the parert compound. No oualfisfive difersnce bebwaen the in it and in vie.
metabake patterns have been detected

16.4 Excretion:

Budastrite is ewcreted in uring and feces in the furm of metaboktes. In aduts, sporosimately 60% of an infravenoos edictehsled dose was recversd m the Lrne.
Mo uncranges budesnioe was oesscted i e e,

16.5 Special Populations:

Hepatic Funiction Impainmient, feduced iver function may affect Me eminalion of coicosiercids.

Crilran - Hmnmmmwmammmmmmmmmn(ummzmanhmmmm
kg infalaion of fradesnide da a pi by, ahsciule syt avisbiity v sivilr 1 T In whils.

17. PRECLINICAL SAFETY DATA:
The acute toxicty of hudesonioe: |5 iow and of the same orer of magnitude &nd ype &3 Mat of te reterance guoooarticnsterids shided feclometason
liocinclone:

digrogionate, 1
= Results from Subiacue and chioeiz Nty stucies show gl e sysienic eflécss of budesoride 01 dess Severe T, of SiTalar 1, hose bserved e
o e e

18. INFORMATION FOR THE PATIENT:

For The praper use of Asronide 200 mog o

‘should TEGafg, Tead, and Rikew nfermation and
-mmmmmmumwmmmumunm use
- Thee etfacts of minng g ot been adaquataly assessed. Aaroeide 200 Mg shodkd be adminstEnd
mmnm

the patient

Seosrs e

i &nd [t use k= ot infencied 1o tresr Aot (ife-threstaning epiendes of asthme.
- Awwhb?ﬂ]nwslnﬂ be administered with 2 jet nabufzer conected to & compresaor with an adequate i fiow, aguipoed with & mouthplace o sutshbin
T mask.

. sutebiz for I Agronice 200 meg and, Merefore, are oot recommendad
- Rimzing the mouth with water after sach trestmant may decrasss the sk of development of local canddissis.
- Improvement In asthma control folowing restment wilh Aeronios 200 mog can ool witin 2 fo & oays of beginning treatment, afthough maximum beneft
may nat he achieved for 4 tn 6 wisks 2ftar slarting reatment
- Care shoid be 5
+ Bernnide 200 meg should o
e ratrigareted or frozen.
HOW SUPPLIED/STORAGE AND HANDLING
Nunllable packc Apronide 200 meq i spplhied in the foknwing packs o & pressurtted ahuminum canster sealed Wi a metering vake, actualnr 2 dust cap
caniga conens 20 mefered axiustons piwiding 200 ungrams of Butsoride
i fight containers fight, Sacxa bk 30°C

maasis

Aarnide nat

207 i 25°C (B3° 10 777} frorm:

precaution:

» K out of teach of chitrn. Moi Spraying in ey

» Cortents urder pressure: Do not punchure Do not s or store naar heat oropen fame. Bxposuns tn abonee 50°C may ursti
contaner i fin of incinaralor,

g Meer Thiow

# Sinre e inhaler wh e moufoece down, For best rasufs, Me ialer should be at mom femperature befors use. SHAKE WELL BEFORE EACH SPRAY
= 1 dons not contain chiseofiuordcarhors (OFCs| as the

Inpac Pharma Co., Ltd.
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4 Soi Anamai-ngamcharoen 24, Rama 2 Rd. Thakham, Bangkhuntian, Thailand 10150
Tel: 02-896-7440-1, 02-451-8892 Fax: 02896-7442.
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