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(7) Number of sprays 
' 
) 120

(a.rf,o)

(6) Weight of contents : 9.5-10.5 g . : :.ii:,ijli!^ll
i,t:,:itl:.:lr,;.,U)

Brnph,l!c aen.ral Ho5p itat

C-/Y\^. tJ'lt o

AOt6'RUO!$Ott1!lO{gt fhdcrsotre ltroite 275 mcgl dose Drsd spr.ysuspeDsion-l20 dose botde

-:
iogl trlofi""*r" fu.ott" 275 -"*/1 do." ,"ol tpt"r"t'"*o"io'J20i*tlnt{'

-& 
L I

l -noldlJ!nm? t

(t) rfl uer:avaluul'lunYfl ou

(z) rJ:vnoudrtlri':u1 Fluticasone firoate 27.5 lu1n:n:ldolfra

-'utl n fi tondl: R llirolltavqnrn dlfi : rdn;l6on niurdsrd'rfi du(3) u:11 lrrxlnuYl t r

vw rfi aulirildrrin{'lurlols nstrRlto'ltl'ltuau ul

4 d'j .i t' t' I

(4) qaln:vUiufldn , tff-ou ,Ilfrulrxno1q , tntr4flan ' lafln;l tlu nltuu'l []oul{'n[0u

uuntaug:tl

- .i t , at, | .er1 -o----^(5) ?unrleolq1o{ul nr!oudo{hir?oun'ir t il riililniuiiti{uou

2.flBrf,xu?il1{tilnfin

(l) Identification test : nr?oihunlldtqlilu tni*ea proauct specification

(2) Assay : 95.0 - 105.0 % Labeled amount ofFluticasotre firoate

(3) Presewative content

3.1 Benzalkonium chloride : 90.0 - 110.0 %

3.2 Disodium edetate : 90.0 - I 10.0 %

(4) pH : 5-7

(5) Uniformity of delivered dose : nt1nilunl11d:sqlflu nnista proauct specification

@
(8) Droplet size distribution ,^ ,d^, tr tirrru

l/ n/
8.1 Mean Dl0 pm : 20-40 (ar,irr) .,...&(..X............r1trtr

(n,do).,,........$9ftJ'.......'-' r iLr I u
\



8.2 Mean D50 pm : 40-l l0

8.3 Mean % droples less than l0 pm: < 1.5

(9) Microbial limits : fltxotilunl ii:y1'li1u finished product specification

r.lururfiq - * tv!}i?{o Uniformity of dosage units... 1#rruuroner:rrann:loay[6flnHant:n:?n

irn:ryri nrnildu{.:lilulu coa

- n:fid tsryrcrfruur{u nr: (waive) nr:n:'tnflo irn: rs#rio:runr:lnl#du,rrnlro nar:

, Att- c,fianll n{nal?Yr tnr ouunn2u

- Drug substatrce specification fttf:grttfnluirn:rr#tol{na'n drug substance tt5o

t , a o d - j s j - Jlu'ltfl:'lytf drug subsrance 10'tr{flAnut6hr5n: eUUlnqlj Uu.l lnafrnr:n:rOirO:ryri

- ,) A"nt Ytfll.t?101tR'l un

iL rzl
3. ['tou tlou1

(ty d.uurnrnciturondrsni:1d;xoururnduvryrfiuun'r:-uu'rriodlflilrulurl:yryra
ho
tTU [tAs d lttn': (declare) [t A{rr{A9l

c av J -l.l t tllnun r:ruyrym0u61iuul ([[ u u.2,1tr,.2, ltu.], 1tri.4 d'r ein' )

aA a, i -
t .l .l lun:fifiriluurfinfrnluil:srmalmu lnlrodl no.z;

r. t.z lun:fi iiriluatirrdrryrianr:uri{x:5i(u!ru6{ 8.3)

t.t.r lun:fi drfluurriirdrrrneirlrJ:yrmf,(fi uruo<,r 0.4)

d - A y d qy
1.2 fl ll0lUyrcluuu ytu. I /u I 10.rr,111tfl uo5tnl 1150u: luaytounri?{on l:

fl?uq!

qolnlnlo{flAnnio!cintufiduilvriiuu (finished product specification) [[ayrloritfiu6rl0rRtfl

na{l-nq6u (drug Substance specification) n:fioqi:rll'ir'rnr:uJduuurJa,rufflrrf,l16trsdoluuu

lonaYl:RltloltrTt (u.5) lJlilgou finished product specification uay/r3o drug Substance specification

lnarauffltriouiu :snrs{:yn'tn:tniuarh;rfiil 2 fl ar riurl:;nanrrnr

r,ttiot......(*L.T1.......,i.fo _ .

(a.16or.....-.........[.......... r3r,,,
. A/' ^,/hl'i,:l .,..**7.a/-..,......... r'r rrr u

(a.16o) .......-.-.lltJ I tl



(2) [ondr:i io.ix]nrgrunliflAftul

di
2.I n5fifrulflo-nlu rvryrfl [ u flflanao {udlrulRl o10 f{eo;u:or

rai-"urnrgrunr:Hdnuraru dRrnalqirlasi;nr:fi 6iunr:fl a-nur Crr,tr-ptCls n?o

rfiuurrir roln:yyr:'xdrr1: qr 1unrasorfirauoxtu qfrtitqnnturo nlt

n:?ndor lnuinanr:iu:o.:a'tfuil:ynrn:rni

d-idr . 9 !y a e d
2.2 niol?llUuulu l[11t1nnt{ : gtytf, riHafl noiu6il[u ]n1 0tu?t1.1,:6ioi u50 i

/€jd
u1a 5 { 1U fl15 ruAnuln 1 fiAnln cyluau?fn]:mn lunr:ru6nor cMP-PIC/s fi3o us

ccMP xo.: :yrnflr1nfi snfu6irannt!toufl lrar?ndouInufi ranr:iuio{du1u

: t n1n5 tfl l

(3) drrurnrurirurondriqara-nu rro{utfirduoirnl

a@LA
3.1 Hanl:sr:'t0?[n:]y?tflunt]IflaflR0lryitontlr,{oa (Certification of analysis)

o ' io d' , ea .l
tuuuu111.l1 1r]Jum?ou r{ lun ltldu 011un1n,{9{amrSoHu?u.r luyln:;m: lir

rl-rr1ra!q1;u:o.l

3.2 Nan'lrn5'roelfl 5ly#qslntnfnqGl (Raw materiat; tol6'rurdrn"'qfi 1{1u

- , i' dr - , !' ,^ era o a
n1:fl ofr uuuYrd{r un?0uN1l.t1oit4fl anutu6sr{fl aniaonx

(+) t rfi rauorfl u uriiuiuhrfl u {n6nr.ri orfl u{unu iirurjralsun : {fi ronar5!rudq{

dn r- ^ o - a ja' * d d a <(5) fiu?u:rnn 151af,.:'tlldytr [lJ: 0tsotlfldftnolqtd t14rJ :yinQnr:unrfr:Jfru lnu

drrinmunaryR::Lrfl -lr0rllrruayfl tlu:yuynar t fl riou{url:ynrfl :yn:n:ror

(o) nrrrJ:vriuqarnr ulfi ri{riou

i ' , r,,
6.1 o rulo.rulytfl'ltloxno{ txllounll I tl u0lnaud{uou

i, e, t o
6.2 u]In{?nxd.ruou ny60{f, {ihlulR lfl o'tulu5lJ5o.tfl anlrn:?salfi5tyltul

l j r , a 6r ^ t- ^ !, ,, A y a - a joy a
lulrat.:xollUo.rrJr.ra6[ray tullflr1ylt?aqo .lt,o.:,iHa6uluay{Haoanqau l.ir.tan

u'l:u dn o

o.rfrtruovdoriuuJ6auorur'oorlndnrnolulr!oulda[66n1:rdo!dnlriou

G ti ot ........(*{..!:=L. (,in
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j
(7) rondl:oul

!l.4

z_r lun:fi duyrsrfi ouorururnn.ir z fl rydo.rfi tirrurnrnrirunanr:finur Long term

-l2l i ao d
srability nrlfr Eutfr utdrulunstutluullJlt[d9'l

z.z nrnardrauo'lr.ildarduruu (orlginat) rio'rinrilf,ouen'rnrrfiguinxlutYilrfiux

- - ' rfil{rqflrvfiuavoonqmfrovrrrfito.tnant:fnul (therapeutic equivalenc€) l,onflanRolfl u.l

:s?.jr.rn6nriarqiurarrirg6un6nriuqiurduuurl lnoucncnr:f;nurdruiilniir'rdlfl3ofiars

i6udarldn:fi nieio}Jii

z.z.t iinr:f;nsrrrEelrfiuuluilaoe nao{ (comparatiYe in vitro studies)

z.z.z fi nE ur.lfi sunr:f, nurrrlrnf,itaardnf 1 comparati'e

pharmacodYnamics studies)

z.z.: iiuEulrfi oufl arll:fRul 1{rn6fi n (comparative clinical studies)

ruar{nindordr,tltuqna'lrtr:rrtnqln6.r16oniinr:f,nurftnrira ri'rfirflu}Jnur

:vRrga ttinlrunot;n::rJn1to11'115[lAvdl

z.r lun:fi fi uhiardutt:tutvdo{fi rofl fl 1:lldnr{oil{1#lo'rurfi rirunr:fu:olorn

drrinltunayn::uRtrotlttruayut fiuanl'irorr?ufidorirlddonr::gftrio#rrt1{rfitlurirriuor

duuuuluturnurfililunr:inulvirriu:at#.:nr:rrdl16ounr:l{ur-lfluqarnrrardronar:drtirur

uavr?on?r!to.trirt6ouril u}lnrrril5vR1fi ntsYll'l{d'lt1t0!qt

c ,e 6c -i
(8) {tnuo:lnl({1lu)uuuoxlfuntandqqlnoun: n1Yun n{u

8. I n:fi ilant:.iun:eoirn:rv#srdtrnn:liuarardninr:rtundlrirfl u}lnrl
9o

1ntxrulonlflun

s.z n:6 fl 6nniolriurrfi ndq nG unr6u6utrnrialnaln Iaudrfnlrunsrv ntr uR'lt

o1?r'r: uasu-l ludr.rnarto'rdqqrorduorn.uuru : rn-ro'rfi lri'irn-arJBlror

t.l nrfirurlrynrqarnrnunnanniucifiorrdrflasioil:vfiniarattavnarrurJaoan-urio

(a.rfio)....... llU

il
U

C
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(a.rfio) Hrllu

HIJ?UYI IN:UflT

(alio)........

k

fitliu

:)



8.4 n:fi fi nilynrrxnllRdin:rr fi or:orrf,naroonornftuiortorl:ilyruluraro
- l,i
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d^4- c,^-- 1{'ll o(a'rf;o)
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