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N4eet the requirementsldentificationo

- The mean content per actuation contains NLT dd.o 0/6

and NMT oob.o 7o of the labeted amount of fluticasone

propionate.

- The mean content per actuation contains NLT dd.o %

and NMT oob.o o/o of the [abeted amount of satmeterol

as satmeteroI xinafoate.

lo Assay

Organic impurities

Acceptance Criteria,

NMT (o/o)
Name

5atmeterolN-phenytbutyl aminoatcoho(

SaImete rol-phenytethoxy

5atmetero[-phenyIpropoxy

Satmetero[-phenyt-b-butory

Ftuticasone propionate retated compound ..1

Satmeterot

Hydroxynaphthoic acid

Salmeterotdeoxy

Fluticasone propionate dithioacid

o.toSalmeterotN-atkyl

Ftuticasone propionate retated compound D

Fluticasone propionate

Fluticasone dimer

o.G)oAny unspecified degradation product

o.loo

lm purities

Total degradation products
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The totat aerobic microbial count does not exceed oo"

cfulg of formutation. The totat aerobic yeasts and

motds count does not exceed oo" cfu./g of formulation.

It meets the requirements of the tests for absence of

StophyLococcus oureus, Pseudomonos oeruginoso,

Escherichio coli, and Solmonello species.

Microbiat enumeration tests

and tests for specified

microorganisms

o

Number of partlctes per Actuatlon

Total

Foreign particutate matterls
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The InternationaL Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human Use (tCH) n3o

a.u.sn.u irioriryuouayrt101:6'ru1Jo.in1rirni1vfiqrun1yiu11,o.r{trAfl (ln-house process

speclfication) daonndolril ICH GuideLines uEa
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riu ( General requlrement for dosage form)
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Druq specification: Ftuticasone and Satmeterol pressurized inhalation ld

d.om dt rur ra ndr: uao I nr:tpifunl ru::o.'lu orange book lJo{ US.FDA. uta European

Medicines Rgency (6irii)

c.o< n:nitritd urs{uuuu do I utao{n1rAnu1yl1.inefin (ctinicat triat) tolurlurj:u rvlfilvrud
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Drug specification: Flutlcasone and Satmeterot pressurized inhatation l€(

d.oc( nltd{ oug1

d.o6(.o, {rauo:1nl ({t1u) n?rfi :vu!dod.iulqi!ua-nln6ue4i6fi n'1unr:rfi ufnu1uavfl 'ri

nlvoluu'r (Good Storage Practice,/ Good Distribution Practlce (GSP/GDp) ldfunr:Yu:o'r 'lgl:51x

Good Storage Practice /Good Distribution Practices (Certlflcate of GDSP) uasdolo-na'{urlvln#.i

rxrrirudul nriurum#tn::u 1:rnurrrauau o1r.rlilurudri114u0 fl1ulu eno iutiuorniudLiiur'irA'r

da n:iiurrrnn:r':cirauo:rnr6'ortui'.lnd'{lrtrirudur nduruuna'tn::u 1:lvrururatau nlutu 6n iu
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fi:v!! nr:r"6luuaco'od r ur rtlu cotd chain system flteiurrt:ri!il4'n[nrud Good Storage Practice /
Good Distribution Practices

d.o,6(.sn {[auo:1nr ({tru) ovfroru::1fir.lviolouttun :vmv]u't rtavlilu?xlul (railrufuildn
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a1o'mruar lourrriorirurinr:arLnrnfi < uavzuanr:fi01:rultdLflutoluirlvr6uraiouidvr16l
a- i-

d Lro.d r[Jur1un1:fr fr nr:fr or:msYoroonnrnfryfi urtofl:lvlururauao

d.h6, {r6uar'rnT ({uru) 0uu orL'lrir,rrir u:rt nr:tro urtfin to'urn-ufi'nrerudlulonllv{ nvi'u

ad'
afu ful n!fl1j't ut't u t9lu14:0 fllJ'tu:'lu 0ut6 un0u

d.hh i.lrjxurlrnT rrad{xueil6hiiufior:olrH6orfrruriurdfiil:vihgnriunrfiu6uloudrfnrru

a Enttiln1to1lt1?uasu1'[utvusr':ar o tJriouiu6uron6lrrj:En?nrrar616nn:ofind
e

d.b6n tofld1lou 6l

d.[e6n.o [ona']:n1:rJ:vrfiurirr.J:vivGnrtrrio:rnr (Price Performance) duudrrfil (drfi)
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Price Performance: FtrJticasone aM gtmeterct pressu zed inhabtion I o

n1:dtsFunlUtrBrBnrvreia:rnr (price performance)
c-druiunr:d'orSonarf,oarrTry (urrnfi) nrjulrumdtn::u T:lr,rururarau il:cdrtl udbu

uriioarriq' Ftuticasone do ytg/ a dose + salmetero( bd;rg /o dose pressurized inhatation

radnnt:uavrunHa

nruvn::lnrtriruunnru#nuruvroa.tvul nar.l{lurndtn::! I:{trelruratao Li'dorir

ua-n rn suqi nr:!:v rfiuorrJ:vA'yrB nrlr sio:rnr (price performance) 6u rrlol uror nnr:rJ:c nrfih;
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uq
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I ti r .4,t. - !u:v r}.J !n 1!tvay6 nl sr0:1n1 (price performance) ni.:ut-u lou! [! 1u:ya{a ryi o'Lf nr:o-'o$- our

aooFrdo rn'uvuy:rtrfrgrffinr:o-o#o{oirluuacnr:uiilr:rdaqnrni5 n.fl. bdbo uavt"irflunatnrad.rlu
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Pdce Performance: Ftuticasone aM gtmeterot pre5suized inhabUon I b

a - e -4y!r: -- r.-.t- ad'L1d1vi! n'rl rIo ra-a nu1{ 0a'r! q (u1ta1.]) ttasu'lt??mq olu'l n0 ot 0a oo1!n1n:!tl1u'15

0ran1150una (e-bidding) Llnfl u'lulatau

m6uqin'rtrjrsrfiunT rj:vavrBnrusiol'161 (Price Performance)

o.rlald6urduo (Price)

,.i -!rl 1a.'-
o. odrurJ:dru:rn1 tfluel-'lul:Yr-rv!!n15o-o{oo'oo1{r1nr-5!i'luadd [d nv]:0nna (Electronic

Government procurement : e-GP) nil.rl.i'tufina1{ nivyt:?{n15Frdlovrflu{rJ:vriurirarinnvrruulfr{

lJ 01J [14

ra!8:1n1
6i c.

b-6rur'r$r$asnflralrj6fi rtlurJ:vlgtrjsiofl r.::rtnr: ( Performa nce)

b.o rn [u$in']flhvrfi uq runrl ro.r6 nfinrr{ur

b.b u:n'llva{fl'lllJlu

dot'rd?uu'luunr0{n?[[lJ5:3v?'1{l1A1naq6Un1 uaJq6u6uusl
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'r - ' finuruvtev{.ls1,o'iu1(Therapeutic drugs) ttAvul0U 51 9l'Ull]nOfucnll nl:n'l UOnfui

-Non-essentiat Drugs 6o urlunqrriryfiurrad'n ur.i.ltrfiil:vrnvr n ruav 1u6o ur'lun{ul::r,mornr:
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Prce Performance: Fluticasone and Satmeterot pressuized inhataton I or

rn 6ur{n1lrJ:rriiuQfun'1fl HenrY6utioT

rnrusinr: :vfiunrunrnzu6nrYcuc{urdoarriry (urrnfi) rl:vnoudruriafior:6ur o'lsiotild

o. rnrur{qarnrurir}.J (General. q ua l,ity criteria)

o.6 n,t:iuio,tu,tnlflu Good Manufacturing Practices (GMP)ta{t{{luviiautdvr{ar6oror
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r,ravn'lrrL aoofio e:lo1 a6un1fl 1r:g.,udritau, uauarilt6!o1ur1n 1!udfinr:26n

o.o.o) Gtvlp rLowirivr{zufioioq6lor''lurairdry (Certificate of GMP Active Pharmaceutical

tngredlent: nPt) vliarLhil:ol RPt

o.o.b) GMp towidvr{zu6nurril5r1rJ vio{u,ti.iu:rlrJAntYilciurdr15tgrJ (Certificate of

GMP Finished product )

o.b Ul nl$,lu,t-n q o'urir urdr iry (Active Pharmaceutical lngredient Specification) ual

ulnrs'tu,reqriuriurdrriogrJ (Finished Product Specifi cation)
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siriuurtirYu a'rfinlrunruvn:: n150"114'llttavu'r (oo ) n:vv:r':aror:cuat

firr::-tl:o{rlrnl5.llrtlo{ specrfication toltLrri'lnarrtilueil5'lu't (officiat pharmacopoeia)
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j w J u da
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' Jlt ''r Yw
HfimrYrudurdr rSolJfitriki'fu:ol specification lflugi151u1 ( Non-officiaI Pharmacopoeia ) nt1r
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(ln-house process specification) flaoondorni! ICH Guidelines 14i ofi a'l:6u1n rlrio ritauo ua v
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16urfiu ounrdurtiu tiuttstn:ilflsi't:'ru'tn10 ri'l1,1uo Ltas!19l55'1u10'!n1:?tnlluuta 'lv'l9ltlouslluT

;ir6'19 raio ar6oriruryiorrilio;rJfiilriun

o.b.o) Active PharmaceuticaI Inqredient specification (APl Specification) uav

o.b.b) Finished product specification
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Prce Pe.formance: Ftuucasone and Satmeterc( pressullzed inhalation d

Aat 
'1 rt ..t _

o.mlr1es51un,udfr{ihnrura#nrnsusit6nr:fifiluriasilfrdEnr: (Good Laboratory Practices)

?-er6ld:sd{; ur'olrifinmurdoriu'jrnr6orrioldurdrriogr.Jfin6na'aran'tiailaitn5lvdntunlYiu'flou

#o.rtl5,ifinr:iru:rvriurfiloilrn:g"u io{afikifior'tr''nn'ioourriudl rt'ofioLi rtavarur:nuor'li 6'

lourt'rtl

c q " "Enr#6"tunr:tfiuYnuruacnr:o.d tJ'ls:91ufl 1:rfi uifl u1$asn1:n:volutl'lgl1'Jfi an lnfuEl'li

nisoluu't (Good Storage Practice/Good Distribution Practice (GSP/GDP)

' io-a 'r "" ' J - d tfl tu:cvdrlnr:iotil uasnr:o-od'ligrtltJ:vale: tYro Llrr.l-fr21rJtt0 1.r''l1u111tJafl n'lln1!n!qEuil'

fiqnd*uor,rr.ralnl.lqriu'LrJnaonvixkqrJuru rfiotriurn.lfir.J:yEyBnrvrrJaoofiu uavfiqrunrvrtu

nlidr:r'ofnur !r:ru1 v5ofl o.ifiulintd

b.tnfuqiqrunllllalrrru (speclfic quatity criteria)

u.ovrisf, oiu:olHanllatnr'lrri (Certificate of Anatysis: CoA)

inqr.lwasd, rfiouliu!rfiu!zuanr:irn:rsdnunrflro.iimqAua''tuT rir6'19 uavru6ofirudurrirrSogrJ

)quA ! -.irfin runrvln:loufi1oi0u1o{uyv riuueiri!ur'Liriu drr]n lrunruv n::}Jfl'150'r1411ttavu'l nlvvll?'1

o',ru',r, *qord'ng.urirviunr:rl:v rfi u'[rirrn

b.o.o) Certificate of Anatysis of Active Pharmaceutical Ingredient (APl)

b.or.b) Certiflcate of Analysis of Flnished Product

b.o.en) r{rtur Risk Assessment Report for Etementa[ lmpurities(nl LUilfrtO Heavy

metals)

b.b nlrYura{qrun1flilanfralduldlriogrJornrarjrumunruuondrirtdada (Thkd parties)
t a o.- J "i , J - a
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b.rnruriqrunl ta lu (Specific qua(ity criteria); bo nvuuu

u.o vfirfloiu:o.r anr:ita:rc{ (Certificate of Analysis: coA); bdr.d 6cuuu

b.o.o) Certiflcate of Analysis of Active Pharmaceutlcal lngredient (APl); oo nvuuu
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t)irrru (Quantitative data) rato6":lat unriu fieio Physical description

o

kr

Ha nr:i ro:r vdsrrir 15o1rJ n1{fi! Finished Product Specification n:!vln

u-r t o t o.: Universal tests ![a u Specifi c tests uo{ l' n t : ua q I H atulr.J ut u

"Conforms, Complies, Not detected, N/A"
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b.o.lo) Certificate of Analysis of Finished Product; oo neltuu (gio)

Pice Performance: Ftuticasone ard gtmeteroL pletsurized lnhalation I od

b.o.sn) drtur Risk Assessment Report for Elemental lmpurities (n:ru'tila'u"rt o Heavy

meta[s); 6'r.d nvttuu

a10u rntudn1fijrvdu nuItuu

rJa n'r:e rn i ''r vliurdr r,5o1rJ n:.iliu Finished Product Specification nilvln

tfrrrioraurv Universal tests Llav Common dosage form specific tests uavfi

nl:uafllHa Lu:Utjot]arr{u:rJ'rtu (Quantitative data) v6o 6'rtat e,ntiu fi'rto

PhysicaI description

b

,.J6 n ']ii [n51vliu rdr r5o1rJ o:.lri1J Finished Product Specification n:uI n

firriaranrs Universal tests ttau Common dosage form specific tests udfi

n15[tao{uatul!LLUU " Conforms, Compties, Not detected, N/A"

0.ranllitn:luriureirrSo;rJ o:.iriu Finished Product Specification a:U1.4n

u'r t o r a yr r v universaI tests Lt a s [r' n t : u a o l r] alu :, rJ t o rl a t t^ .: { i r.l'l tu

(Quantitative data) vrto n'rtat untiu frrrio ehysical description

b

k)

rra n lii to:lvliurdl5o 1rJ 0tiri! Finished Product Speciflcation n:u n

rirriorovrrr UnlversaI tests ttsifinr:uao{aralu]l[t!u "Conforms, CompLies,

Not detected, N/A"

o

rnrurinr:::rfiu ogttuu

f, Risk Assessment Report for Etemental lmpurities uaoln-.:ttol API Llav Flnished

.j,{e'
Product uEarfluurfrldiunr:untiun,ll:toriruuo1tol ICH Guidetines (QglD)

ci.d

le
i Risk Assessment Report for Elementat lmpurities uaonLor'lc Finished Product LraY

inl:voaol Heavy meta[s 1u Active Pharmaceutical lngredient

i Risk Assessment Report for Etementa[ ]mpurities ltao{t411'']u Finished Product 6n

i Risk Assessment Report for EtementaI lmpurities uat].:tall1v Active PharmaceuticaI

lngredient uac!'nr:Yloao! Heavy metals 1u Finished Product
o

ilqrrvnr:rnaou Heavy metats'lu Active Pharmaceutlcal lngredient Specification

uav Finished Product Specification
o.d

Jtt+t.v r.r rr.J- 
-: :

u1.i a1't: fixl Lt,u n.i65:Ll

:u51Unllljnl:

..)

u'luuotfln n:unlu

n5:rJnll

u1.r6''r?ntfll tuta0u
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Pice Perfomance: FtLticasone and Satrneterol pressurized inhalation I o&

r,.b nliiu:a {66un1flr.raoniruqiu1dr rio;rJornrarjr0o.rnreuanrlttjr rda6o (rhird pa$; (_'_','''- i

BgLtuu

nsuuua10! fl 1o avu{)utu t6 no oIJ 1l(:r.J:n1rutn

o

Jo
:rsnr:uriirauoou Lu Green book 0-oli1l0ru nlt]':vlu1fl'lao:n1:ltvlv]utl{um!at]

Yl o n.iualUu

db

-i d. .- i o
:runr:urfr tauo ufjuol'rilurfraq Lu WHO List of PrequaLified MedicinaI

Products* uavld'iu:0.:vrvliuusirilurtrncirfin{lunruun:l n'l50'1141:uaYB'l

6n

- ri a n 15 o r?a a tn : r s ddr urutri rio s n'i'l m iu n r :ar a^ or ua vv''ltio n r : o :ao
, - " a - , J ,.

irn:rcfido{iluounirrirtofr :vq [u Green book ou!a1Aa]1Ul'lnf 5'lun1lu1

J-d
1J061!t6UlOU1nU

- Hanr:i rn:rcliiior qlritfru d tluual niuvl LFlSu:0.1tr4n152 Ln51v14 0 '!lu

l:vnrnd:vnro:rnr616nvr:0fi nai

- a5?oern:lvliloovlo'rrJflffinr:tJrtu'lri#ouJfrtGnr:tol(arBnurdtdnr:Yu:or

nruaur:o#ol fr:jfinr:lrnaoudruur (lvledical testing: lso ododc() oltl
J -o

r]1griI1u ISO/lEC os.,obd accreditation Oody fruouiulurvriua'rna [ILAC

MRA Signatories (lnternationaI Laboratory Accreditation Cooperation

Mutual Recognition Arrangement Signatories)J rato loudrrinlru:J191:g'lu

#o.rrJfr ri6nr:to.rn:rivurrraoinr5Bfl vtd nivv51.:415'r5ilqt

:1U n1: U',r rau01] ntuzut'! na 6u1fl :551J .lo fufn1J 0 a otl
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Price Pedomance: Ftutlcasone and Satmetero( pretsurzed inhatation ob

b.o r{6fi 6odn?1!n{0t'1 (Stabil.ity data); 6)0 ncuuu

mrurinr:rJ:sfi unrtualdr (Stabitity data)

# v!ru6.i 16ondoriued'ldn:uuu6lqn

1,J1.ia1ltfitJttt an6:l

l:vorun::unr:

urlfrufin n:voru

n::!n1:

x]ial?n{ : t"ux6ou

n::!fl1:

Long term stabititydatan I u ASEAN guideline on stability study of drug Product n1u

-to.!u

o) eno'C t b/ sr<r% RH rd% ula

ro) dC t crl (Refrigerator) uta

6n) -teo"C a e/ (Freezerl

uacdo{uaor,ranr:inulnr! $ !lnr:r.:6or tra! nltLtt'lllolu'?Joluldl:']nruuaalns'l

1ri storage condition

nsuuuInfucinlsrJrvLfiu#a191LrVl

finr:6nrgr Long term stabiLity oI ASEAN Guidelines nllgllll0luEJluuoaln

dr ufl uhJmulro:gruarff nficur{ureir rio;r1d uriltluvrvrfi uuoiriutn ru6'r

'.lanlranul 
On-going stability tlnautlflo$iu iirulu o iun

(dalvoaordrrar o uas b r6ou riluodr.:iou)

LIAU]l

'ltr{an6l

6i1

finr:flnrvr Long term stabillty qlrl ASEAN Guide[ines niue]11.101uu'l!uoa'ln

fillflutr]qr!'rrer:r'luuasrriruriu'rGi1uioyJfrrr,#ltrlurvriuuqiriuurudr untrifi

r.rafl "EAnul On-going stabiLity tlnoutlfl lTiu
le

ns[[uual9ruvl rnruqinlrU:sdu

b

U A, l
fi zuant:fi nu"ntrtLe.:d"teJEuvttjo Lt (ln-use stability data)e]'lrl ASEAN

)u
(n r ru r!uu1vlgr0.l tlat.lt450 [n aa1{uavirioqa:vr.r, [utonfi 1:ri1fi'!u']

naulivio tijurrrdt::llu muttipLe - dose container) o'rutu o iunr:atfio

Guldellneo

fi zuanr:6nurnmilo.ifr{r:anl?vtdl (Accelerated stability data) oll ASEAN

Guideline 6ru m iunllilaouasnfu b t6ou
b

d
frotfi ln-use stabitity hinluuufr'ltta Acceterated stabil'ityn:fir{JuuTfilil

rl'tuu

nruvn::!nr:ritvuoqrua'nuruvtonrvto.ltr n{l lrumd'tn::u l:lvioruratatl

I
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Price Perfo.rnance: Fluucasone ard Sa(meterol pressudzed inhaLaUon I 6!,

b.d a?1 6}lHa?o.lr.lanrYrueiell (Bioeq uiva (ence): d avuuu

i''ru n r:ulvr.J [auo (zu6 nifrud urarl-rgl fi r:-qruauri6 otl rfloo u rtrafilsiolild ovd'oluaorlzua

nr:6nur6ral4a (BioequivaLence) lrJiu!rfr uuiutl6vrnicudureiult!1l

o) zufimriruc{srarrYrylrari rirdzu6mlul:vrvntveruavdrt{rornrirlrJ:vrvrodsfi6'aur;ir6'ry truro

nruu:r uuav; t"uuurvfioufi'uNFnrirudtrrlrarid{diuvrvlfiuusr'riuraa''rfl r'{'fi'bdmd

- Ja
b) ,.ranflruflu1a1r,]ryruudn!lu.j.t lfielan15in!,lllililrfiuuriuH6qrioduleiuttuu

-A
6n) h6on flU1a'turyvroonuuutirJandriaudruruuuoonqfldulu (sustained, controlted,

extended, prolonged)
*!

d) qrua!ueou,l q1 u:ynlfialndrrinlrunruvn::ln't:o't141:tlacu1 rios nr:durvLtuuer'ri!

UtB..11.t{oqnai ASEAN Harmonlzation Product on Pharmaceuticat Registration

n:firfluflunr:0rdtdiuunr{ulftridorfrnurfira!{a1uu1uti vloHanr:dnurnllava'lu/

rJaed6iou drul'luuaooYna o{ ordo.rfi qrualrihd'rsialtdo

o) urlu;rJar:avarurJ:rrlrnrdoriT r,tiulivrsvaoru6oo

rr) ur;itaiu'l{nrauon kiu,n urni, urdd.r slrna uldo}iu dluilHanr:inurtanrrd uriaro

60.:fiaorirl:vBvrBlanr:inuld?ui6du1 triu n1:i'otrafl'l.itfrdtiuurvrrlofifin vioio:vd'uurdrui$Lu
:jj

uao ovoa0.i0u sl vl !v!1vA!

*) urffLfioshiyilNanlieo6ilr{idi1{n1u rtu uraonio (antacid) ulri'luilu1B (anthetmintic)

U.rfiUoolrt,l (ophthatmic preparation) UlxUoAu (otic preparation) ar:fiui'ld(radiopaque medium)

6larn6oldrnr:uoao!n?1!ryi1rfiuuy11{l5BailB'lanr:fnurdrui6du ttu n'l:anul lnmdtiiluT

vionr:voaotrtuuaoofl oao.ittuudul dt r,.ral
io ,s 

1ua-nrrrusvl'rfl u ril{v; o1o5! t14u (vapour) vlil'nru tvir uvt'uu tiuursd) u'lvl 114 Lou?0AoO! t

mdtn::rtiuursiuu,ltl

d) U,tu.l1lJuiyytru rul.lar:avarola (ora[ sotution) ltu etixir, syrup, tincture dfir,':rUrvir

ufi url v r { m fis n : :u fi '! er r siu uuu

u) urgrJuuunl (powder) 616orlirtfl uar:a,arcflanould

o) or6u1 6srirrinrrunruy n:illn''t:0114"1:uayur fior:rur udrtriuaunr:loiilu n liunr:6nur

6ralqalurrluti

/.Mv- p,r 6rr:l

ulralltfllJulJ Q{55511
urarrntn: {aXaou

liuiruflliun''t:

urufrufrn n:vtru

n::!n1: nt:}.Jfl'll

nruvn::rnr:ritvunqrua'nuruvtourvtolur n{r:lrumdtn::l I:lltltlralau



Prce Performancei Fluticasone ard gtmeterot pressunzed lnhaLation I od

lfl rueinli :v6ua?l 6er{a?o.rnenJi'rutiar (Bioequivatence)

* n:njurdrauorf,u:.un',:t,',dlriit.,nr:unriulrigiollirnr:finurirau4ato'lur ovsio'i!:vtfiunrrl

rvjrufr uilunr:inrvrrYuuroiuuuttu (Therapeutlc Equivatence) tuvlu

..**:....-11.r/-.........

u1,ia'r't:fr lrul 0.!6::1.J

l:vorun::lnr:

.D

uruftufrn n:uortr

n:5ufl'll

urrarrntr: frutaou

n::!nt:

FUTLUUrnfuqlnlSu:uttJualouvt

fi:rorrunr:finur Bioequivalence rflullJmrrl ASEAN Guidelines (af!
L

ei.r uri o n:ln .6. lodbo uriud'ultl uio fr:rolrunr:anur Disso(ution

luurorru BCS ctass dldiu biowaiver n'u ASEAN Guidetines dlrirrin.:ru

n 6uv fl5:! nlro'r14'r5 rrav u1tfi'n15iU5o!tJA UA s tflUlilrl1il us.FDA Guidance

14io EMA Guidetines rirqo raia rfluurdurruu v6o rfluurfioovtsrfielu$irYr

noutj Yr.fl. bd6n(

.jyl b)

o

i:rusrunr:finu1 Bioequivalence tf,uhm1! ASEAN Guidelines (odu

!',-;-d,'i)ot
sr'r LrriiuYl- b $]-u'rnt] 11.fl. bddb o.l5ufr sno iiul'lnl] 11.fl. b(bo t{41ufl{1u

o6uvfl i:rln'riorur:travurlvlnr:iu:otc.ta

Iyt o)

le

6l"t

fr aufl r s tn a"gn 5 tx'(PharmaceuticaI

equivatence) nJiuu rfi uurYuursiuttuuuuaol'lun:dlrin':rulrutJanllfi nu1

BioequivaLence

it o! as{ anr:Toaounttu tvt r t

o

n':rurrunr:6nu1 Bioequiva[ence trirfl ulilorru ASEAN Guidetines,/us.FDA

Guidance/EN4A Guidelines rrgir:'r.ra nr:v oao!n?1 [vil tv]'u! v'l'i tna'tn 5lr.l

(PharmaceuticaL equivalence) uao.:

L).Jl.n'lL{lUn1lAnUl Broequrva[ence
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Price Pefoman€ei Ftuticasone ard Salrneterot pressurizd inhalrtion I od

h.d n?1rlrvi1lfiuulunr:inurriusrduuuu (Therapeutic Equivatence); dr.( 6c[tuu

i- , a
i.Ja0ltfuvu'rvrQol1r.rPr?'tur lrfiu1.]n'!fl1{uanllinul dalr.irurnru'lflu ts rJ:vr6u 6o

tJ:v16uvt' o r.t a o rYrueiural:l-tueio{fia?1rltvir tvt'u! rI tn#tfl::rt'(Pharmaceutical

equivatence) riuzu6orYrur{ur6'utt1r!u5ouldl ia{

rJ:y16ufi u zufroriruc{urarl-rudorfi6ralila (Bioequivatence)rYuir6o,irut{urdr.i6l Iqu

vt-or:rutor n zua nr:finUr l!itJ! ryt'urirrl:yfiyrB zua Io uv'doa'runtr1i1fi tno ivll{ tna-taaufilani

:sra'irzufi nfiruqiurarritgn'tnFmriruq{urdrt6l ovoioloqtudx rnruc4driruuo

t Aa tl rdd - )
GinnfuflU,l !n?1xrr1lfiU rYu lnmf,tnls}lololriijiral{anU t o{a1nlaiUelli'l Lottn

rf,ouavrlSlrruto!a1iil!{uuri{u]fll"u'luqo:riril 1u'rooufl1Fr1ro{d?slGiT n'6U qfunlilto.rinqdudki

uavn::riBnr:26sr u{lud'u d,:fl06'uuraeirfid.rzuatrinr:asaru raianr:rJanrjdou6'auroonornr'.rFvrrisuq{

za
l't!141n1loos Ult11all,in1uL[r]nnlnnu

d'rrlun:nirflu:run.:urdluiiuunr{ul#lrisiorfinurflrarlaluuquti ra€olilsio{rran{fla

nlrAnulnltasaru,/rJaorJriousYrur'luraaoouoaal zufisrfiruc{srdoarrirgddurauorJ:vn?o:1n1il1u

:vll6 r5 nu:orj nri ovdasfidrrurronar:uao.rNanr:6{nr*ryr.tn6finrdiuutvr'suqfunrutos

tTALfi

.n":,' a J "i, , ) - - " fUlUttviydfr#{a1UU1}rnrurfro{u'jr urt-O61frud{ n;i1llqfun1 uav!:v4fl0n1fl tvlUlJ Lmln!U'leluL[L

"t""" -nr:rirhIltrirrioinurl: n'Lriril {tJru

' 
t'.1.v......:.:.t y-:...........

11{41'15filrUt nn6:l

tJ:vorun::lnr:

.LD ..

1l1U1J{Ultgl fl:!n1U

N:lllfl']:

urlamntn: doXaou

n::!n 15

orucnt:unr:rituufl qrua'nuruvtanrvtoltLr n{l lrumdtn::u I:lnurlralatl

......................... {Z:.:........... ......

* rioqaalauodounmlryirrfitrurYu l{mdtntlu (PharmaceuticaI EquivatenceData) tdrrri

o) d'rtndrdqurafioufruuavoqlugr.lrruumr.ltnfitdurfiu (rriuoq'tu;ilrn5otfior,6urrYu ra6ooglug!roa

unoil6Urfiu)rYriurduuuur,t6ourdrl6lorulrrn:$rurirvuoloucirrinlrunfuunl:r.l n'1101141:uavU1

ie) ,rJu1oU1[yilriu grjuUUU,r (dosage form)udetrfYultasfiqrunrnotLdorirMun!rqr:orutdurn"u io

rfrul.lrvirrYu

*) riolatornlrlaf rualalo,:ti'rufin lweignt variation) tto; i r rus-r sr eirdq lcontent of

active ingredients) 1a.iu1ff'rfru (Uniformity of Dosage Units)



Prce Performancei Fluticasone ard Satmeterot pressurized inhatation ! bo

rnrudnl:rJtrtiun2ruwi'tlfiu!"lunr:inurriuurduuuu (Therapeutic Equivatence) 16'un

a'ts!vr rnrudnr:rl:;rfiu (160nt oruuulrndqn) ai uul]

G]

n: tJa0n ?lulglurruu
-- J - - --{q-":rr.r-:ra.:ru nr:6 nu']vr1{ndt n14 ttao.i 6i.i!l sav 5n1 10{ulvl Lttun'']51nulLtau
rf, , J a

6fr rir tu?1:artvt'l.ltt1{vruvru'l[t0n0

sr.d

IO

.A
n:6uu1tod1lrtu[9uxnu

loiiur:u::oJu US.FDA. orange Boohdo ldilnr:il:olorn EMA tr,avu''in{

, )t vv -.j- -- .---
a01uuilr:o.i raSo utluzuafrriruciurrirriogrJurfrkiiunr:fluvv tfiuulourarjrulru

Therapeutic Goods Administration (TGA) tJ:vtvfiooaun:t6EJ

6'r.d

6n

ln5! :L j1 ar:iry1r inrurvitfi or'[unr:f rrioinurrYuursiuuuu,,]I 1J :5n u5 1 U
,l 5ha 0) n fu u I !v]

to.rdrfinur drfinrrunruvn::un1:a.l1r1lttaru''] uav u"l nlanluvlunr::"tl:o l

a10!vl rnrucinr: tcdu (6anto n3uuuulniiqa) a:uuu

d

dJn5 u'1t06'rr|6utiB?nu
..a,,

l':ru.rrunr:finurroao.lvrr.:ndinfruruon6,i!:3d En1fl'tlo{u'ln!01nuuuu/u101{a{ 11:a:''lui'1Ll

! d , - - 4"q
nr:pl-nuruoaosv t.rn6iniuan 16.:!:viuEnlvitro.i ulYl Lt Lunl:inul a'i9lr!fl !u?'l:41:r"lln1:Llllvluvl

u.[t080

(n) :vrioli6io-uuuu Randomlzed double - btind controtted trial uatfinrr6fiurilu
.; ' A <

? 1l a ''t:t4''t { n15 l.ryl Ylu vlu 1 tt 0 0 0
6'J.d

(t) :rritli6io'uuu! Non-Randomized controLLed triat [arin'l:6f,r
.a , I a

n 1t ]'[11li U V]U',t tt 0 0 0

r{lurr:6r:rt
d.o

(n) :vtuulJ?51nuLt!u observatronal iinriunruqu ( Comparative studies ) to$n 2t?nu

ut.'l! Cohort studies , Case -control vio Cross- sectional study uavinr:n'filrflu
.J ' d a

11: a 1:rT.: n 1: $11VlU11U',l !t A 0 0

en. o

(l) i6nr:finurrtuuuJ Descriptive studies uu! Case report via case series uavfint:
t4 ' A a

0vtx11 Lll?''t:6'']l111.in1:uvlvluyll]1lt0n0
b.o

. ; ;J
(n) n'mfllnu1ou'l YlLn uxlJ o.r rilj o1'tu ao9t n"uoo'lu1$avA4 i o n':rul aoon-ato rq{filiil ur

. a ,r qed- dr ') r'a
r4io uhouou (n), (1), (n) u50 (.:) yl L! LorlYtr]fl Lul1: a1:vlll n1:uYlvluYlu.l tt000

G).o

(a) lriironar:uaanto!aa{ua!!':T uia"udru Therapeutic Equivatence o

trifltorya therapeutic Equivatence o

/'
fx{.r A> tr'l

-:-- .
u1,i a1't t 6 r.r rtfl 0,iEll1.l

:vorun::lnr:

ur.lar:ntr: t'utaolurarirufrn n:roru
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Pdce Pedomance: Fluticasone and gtrneterct pressunzed inlEhtion I b6)

b.b qrunlerlro.inrturu::nd a'uEiatrr aarn uav tanar:rirrYuardT viurJ:;trtu (Package,

Labeting & Patient information I'eaf[et): d nJuul.l

#fi or:rurnrr::tJttuuur (dosaee form)

s?;5w' r-)rr,r' .-\D

uTUUOrYlgt fl:U0',lu

fl:ltnT:

u],1f, ',]1:fllrttt n{0:l}r

l::oruni:unt:

L1:a',t1ntr: ttJl6a!

n:5r.Jfl',]5

o) nrtuvt::ryr:sntrd:tl,lu Finished Product Speciflcation

b) !:ilrtluta lvvriru (lndlviduaI Package)

AfUr'l'llJ lJO.lrl1tJUVU:: dloiaurfrorfiqruauri6

esltuualnu

vl

rnilqin'rrLJrv6u

6n
6) n:6i;!tLulul lnjection l::1firudlflu vla[, prefitled syringe
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