IUAZIBLAAMENYULIANIZTDIEN

Fluticasone furoate/Vilaterol Ellipta @oo/lo& Mcg mo Dose
. Auduan '

ARENgIULNEYNSTY (m‘mammmmma naunmng) andulsansisen lisudnassi@uage
Usgdthauiseanas w.elodao $0¥0e1 Fluticasone furoate/Vilaterol Ellipta @co/e& Mcg ano Dose
dmsuaneliiae $1uau mmoo ndse Mudutuiidy b ese BOE.00 UM (@asduAnaunilanily
Vifusesiaedu i)
. ngUszaen

Lwalsé’ﬂuﬂ'1wwmﬂmmmamuﬂiﬂmwaﬂmmuamwmww yyanulsnlonuaziila
o, AusntRveiudoiaua

m.e AAIWATARIUNY WU

o lilduyaraduazany

.o WegsEnadnions

as '

n.a IEJMJ‘L!‘UFIﬂﬁe?NE]EJ?wW’J’]Qﬂﬂi“’QUﬂW‘JEJH‘UE]Lﬂuaﬁﬁﬂﬂﬁﬁﬁum’]ﬂ‘uwu’é EN’TLI“U?N?%ITU’MT]’J L‘uﬂx‘m"lﬂ

@

=]

Lﬂumﬁlumumm%mi‘thyLuuwamiﬂgum’nwaawﬂsuﬂaum‘ammvmaumguum‘mm'ﬁﬂism'samﬁﬂm
mwummwﬂsxmmmmmﬂuizwmsamamiﬁummaamuuwﬂaw

o "Lzﬂﬂumﬂﬁ%ﬂﬂﬂ'ﬁ%%@lﬂuﬂm%ﬁ a%ﬁﬂ'ﬁﬂmuuaﬂﬁlﬁnﬁau%aiﬁtﬂuﬁﬁwmmawm P9IUYDY
33 WsEUULAS R eansauAYeInsuUyTnai mi'sumummﬂammmumwumu HIPN19 N3IUATS
ANS JUINIS maJa'tmaﬂumm'1Luumu‘Luﬂmﬂ'\'ﬁmameﬁﬂauuma

©
e%d’!

=]

=

.o uﬂmamumaﬂmaﬂwwmawmmmﬂmaﬁmium'sﬂauWEJmifa”mﬁ'??a%’m'{fml,axm'zu%miﬁ’aﬂ
mafgimualusvianyune

oo L Hufypradiendnuneianiiussmamadidnnsednddna 1

n.c "Lmﬂw’ﬂmuLaﬂawwiammmmu Feo1ufiaslusouduaalne Suudssuravestiudeiaus
“memaﬂwaaumﬂamLLavmmmmuwmmu
&, s'maxLaammaﬂwmsLawn:maawa@mzmnﬁumiﬁ’ﬂ%a
anusufaly
o. \Dugmauiaiuganialin
. Ussnaushesendfisy Fluticasone furoate moo mg ag Vilanterol loe mcg Aomswiu e A%1 $117U ero dose
. ussglugunsainaadn aeluussy mo udmned Besuulavegiiiiun
- ussgluunslaain Jestuuas wagaruiy

fe A 3 &

. ANUUUTIYTR FesssyTemdiuusznousendiuasminuse Tusdn fudueny afindn uas
wuvsdeumiuntisgwdnny wasaanuumourusgenetadeednessyden dnlsenauiaed iy
Armus Juiuoty wasauiindn

o. Tuninenguaaenfidaounnnnit o U duainiuitdaey

AMENTTUNITAIVUATIUAZIDUAAMAN HULANIZUD LT

(aa%a) ......................... ' P UT2a1UNITUMS
waleuan  wasadnid)
| e wieuwngnsIgaRal C/
GRE12) I ATINATS GEEI12) NSNS
(Wrws2d  Ustndany) (Wead33m  Saude)
uELAETe ey WnEYNIT YN TR

e/a



o -

AuauUAVIamAiln
@. ldentification test msaaﬂhumuﬁisﬂu Finished product specification
b. USunmuind Ay
- Fluticasone furoate &d.0% - @od.0% of the labeled amount
- Vilanterol ®d.0% - @od.0% of the labeled amount
. ANWUENNNIENIN nsyusnwaaRndmiuganumaln dhtla ndousauduau

une1 usitlunianeesilivesdisganinuiu angnle
e Uneents gunsalganuussgaiee o ue (o blisters)

&@. Uniformity of Delivered dose m’afaﬂhuﬁl’mﬁ‘smﬂu Finished product specification
&. Uniformity of dosage unit m’mﬁhummﬁwﬂu Finished product specification
©. Mean delivered Dose content G - 0D
o. Fine Particle Mass
- Fluticasone furoate m’afﬂmumuﬁﬁﬁﬂu Finished product specification
- Vilanterol mw&humuﬁ‘wﬂu Finished product specification
oulvdug

o. wnasmilsfueyantunadousiisueniiedmielulsanalng uavduns (declare) wdesdn
a.0 W mMstungbeuiiue 1un nele ne.m ne.e w5 oo uduinsd
oo WeeTunsidousisuen ne.e vie t.o wiausneazideshdenmsmuauamn nesdnusmuity
neilay (finished product specification) wag %’aﬁ’lﬂumqmmwmﬁmqﬁu (drug substance specification)
ﬂ‘iﬂjﬁ;EJE‘J:'isﬂvn'“lQm‘iLUgEJULLUaGLLmGULﬁmﬁu ADIUULBNAITNITVARALY (8.€) 3o finished
product specification Wag/13a drug substance specification
. lONA5IUTBWATFIUNSHEREY
Juansesdionarsiusesinsgrunisnanenuvdninueinagiinsinlunisudne PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lngnineau PIC/S participating authorities
atvangamusounisasaaey Tnefnanmsiusesiiviudureaussian
. LBNENIAMAN YLD TIELDTIAN
a6 HANMINTUATIERANAMRERS uelend1SIjUvedkER (Certificate of analysis of finished
product) Tusnjuiidgausaogn
G mamimamLmuwﬂmmmmﬂwmmmmﬂm (Certificate of analysis of drug substance)
ﬁ‘lﬂum‘mammiwmLilumasm e AnEREn wag gudndngav
. LONASATENANFLEUGUAMIduRUS ST uNSHAR YaeIngRuTasiiend@AY (drug substance)
U9 anlo ﬂmum'wammaamamnmwmammﬂ (finished product) 98 m.e
a.@ NaN15AnYI long term stability maammqumaammumwuhﬂuamm'}uﬂmzﬂsiumﬁmmﬁ
WAZUINTENTWATT1TMETY
AMIZNITUNTIANUATIVALLDUAA AN BIUZIANIZVD I8

, 7

(GRER) b s Usea1ungsuns
(Wralouarn  wasadous)
YNELNNENTIA I O/
& o~ v 4
GRki) I N30T (GRT) nITUNS
(Wransia  Ustnwanw) (UNEIE33n  SeuiY)

LW D918 WAYNITIYNTRLAY /&



@ fng1en

quesesdwiregeeatinles b mireussyiut Sudusunuuansssandonlinsutumui
Aualwidennauiivaluieiy uasdumsdndortuiludo o.e
& msussiununmenidaey
&o i’uﬁuawwmmﬁémauﬁmmﬁalﬂﬁ'aamf’] o Wou Wuainfudwey
&lo mwmmmmuaw maﬂaqmmewma’meaqmamimamm'i'wwmiwamawammam
& ﬂiﬁumﬁmEj'iwmimmsammamﬂmmamamwammsamm'ﬂwmmmwmEmﬂnmwvmmmaa
owoiatie nefuesasdosdwfiudnaudnuinhessnisamssiinsesiag
WuFuiiageudlitnelunsnnaiiaseiannm nsdiinuelifulunuaudneasiany
‘VIU'TJEJi’ﬁjﬂ’Ti‘ﬂE]E‘I(‘ITLJEW]ﬁlﬁJ‘iUW%’]’i‘s’u’m’ﬁLﬁuEﬁ’lﬂﬂ8J'WNﬂﬁ’]’J*UE]\‘1N“U’]HLLaufwﬁﬂﬁwﬂWIUQidﬁaiﬂ
&a N’UWEW“’E]ENLL?{G]\‘ILEJﬂﬁ’ﬁﬂTﬁUL‘UaEJMEJ’]LJJ@El’ﬂﬂﬁ‘lﬂlmﬂﬂ&f‘lrﬁaLJJEJLﬂﬂﬂ']‘il,ﬁam?mWW{?]’JEJ‘IJ‘E“H’W{LW“]
ﬂaumwum‘lﬂalmwauh
b. LONANTAY 7
o.0 MwTIMsveanILANE hifuRsaNEn ST Tiiuse TgnSeniuulnediheuruenssuns
InsuazeluTELsa o U
blo l@ueTA ({ane) Susealvienidndanneuasurviue el
vlo.6 ﬂizﬁmamseimmﬁmiwﬁmﬁIrﬂaﬂiuﬁwmmam%maLLWW&TM%aﬁawﬁﬁﬁmiﬁlﬁmmim
ISO/IEC esloloe HansnsIiaswilidulunumassiudorunlulssniassmasian
blole nitinandnsiowlaignEenfuiuamniesmaalnedinanunmenssunisemisuasn
”Luszi'aana'maqéi'fgfgws%aa::‘ms:

8
=

plo.a nstiwulymgaunmannadefusioiierndmadeUsyninauarrmulasndusoiaed
195uen
.6 wﬂamwmwaamuﬁm‘élai%’uﬁmmmﬁmﬁ’mﬂmﬁﬁﬂiﬁﬁQﬂL%'aﬂlﬁUﬁuimaﬁﬁﬁ’nmummxﬂﬁuﬂ'ﬁm‘ww
Lazenlussezng o U

AMZNTIUNISANNUATIYALIDLAAUENHULANIZYDIEN

o
(@998) o e U3L51UNTTUNS
wadouann  uaEndand)
UIBLININ TR
. =y . o

G ATTUATS G ATTUAT

(Wnwsd  Ustndanu) (W9ad3an  Seude)

UL L%wamy WFUNIT NN RLAY

n/&



& NNUANIATENNDUWES
nusdsuaunely el [Hay

. naninugilunisiansandndendeidus
ldinausisien (anegainaeanifdussldSunsdndon) wagRasanansas

. WEUIVUSZIN/ N[ UNAsUIndass
o.e ’NL\‘]uﬁU‘lJ‘ﬁull’lﬂm%“’ﬁ]WU@ Dk b, boc.oo UM (aaqaﬂuﬁLLaWuwuumwuami@aamwmw
ello S1ANNANIDUEY o,cod,woc.oo UV (ammuﬁmeuwmumwuaaaiaﬂamwmu) '

<. INUUASNITIBIRY

Ruespsdmauianiiudde melu ee Tu Tudaonfudildsuludsie Taefvuadusauldasudiu
waziiensnafugnaesnusuleu gresvisdulituduislfasutumelufmue
. 3n31AIUIY

AvgazdewissA U lfmedunefuludnadesas obo (gudynanigud) veasardsnas

Uﬂy

ndalailasunau uuamﬂmumun’mumamaumﬂuawa/ammwum?u NH= wmalmmawadmamau

U
d

Toun qgjma'ﬂugﬂmmmwmumu’l,umszja/amufm

eo. MinmuAszEzIATUUTEAUAUTIFAUNNTS

NeazAssiuUTEiumudaunnsasesdeiiveveiiindunelusseznailidesnin o ¥

AMYNITUNITNTNUATIYALLDIAAUAN WULIANIZVD I8

(@989) e UsEs1UNIIUNS
nadlouain  wasa )
UNEWNNENTIA I O/
(@9T9) o] “‘L/ ............... NFIUNT GRE) I AFTUATT
(Wransaa  Ustndana) (W9andsdm  Seude)
wgunmdideaviny WEINIELIYNTRLAY

&/



