IIUALLDUAAMANWUZIAWIZVDIYN
Budesonide e@bo mcg/e dose and Formoterol fumarate dihydrate

&.& mcg/e dose Inhalation Powder

) ¢ = o W w o = Y Y o
MUTLENA L‘W@Iﬂuﬂ’]TU'TU@??IHWGUaﬂaﬂq‘UUIﬁﬂ‘Vﬁ'NaﬂSZNLﬂuaﬂq‘UULﬂWWSV]W\TG]'IUI?F]U@@LL@S‘VT{LQ

Foe1  Budesonide ebo mcg/e dose and Formoterol fumarate dihydrate &.& mcg/e dose

Inhalation Powder

o. AuFUTANLY
o.0 Junsen dv1n dwdugadmalin
.o Usznaumiesie Budesonide eoo mcg Waz Formoterol fumarate dihydrate «.& mcg Tu o dose
o. US39LUNBULUSSY dmSugadmatan 7ifl dose counter 91U bo doses
o.¢ BNUUUTIUT FesszyTosnaduusenousenddyuasauuss Junde fuéuawq BTinER was
wungiloushiuenliednedneu was aanuunvurussgenesisefesszylesn dwulseneu
AIYIEIALY ALY i’u?ﬁyumq LaLauTiHAR

. AaNUANIwALla

b.® |dentification mﬁ?ﬂﬁhumuﬁlixﬂu Finished product specification
.o UTuuiendiagy

- Budesonide ebL — e MY/g

- Formoterol fumarate dihydrate <& - && mg/e
.en Impurities and degradation products

- Budesonide mwﬁimmuﬁizﬂu Finished product specification

- Formoterol fumarate dihydrate mi’gﬁlﬁhummﬁi%ﬂu Finished product specification
. Particle size

- Budesonide

- Mass median diameter Less than en um

- Particle with diameter of & um or less Not less than «&%
- Formoterol fumarate dihydrate
- Mass median diameter Less than en um

- Particle with diameter of e um or less Not less than «&%

ﬂm%ﬂ’iiuﬂ'lif]o"]WUG]inJﬁSLSSﬂﬂWﬁﬂEWSLQWWZﬂJBQEJ']

(GRS J5¥51UNTIUNNS
(Waloua1n  wasandoun)
WNLUNNENTINA
- N/
. N ,
o sl = v
(B9UD) oo ASTUNNS (A9UD) oo, ASIUNT
(Wawsaad  Ustnwunu) (WN9ENMESIn Shuly)
UILLUNIFIEY LNFYNTFIUIYNTRLAY

@/



&. Weight of contents Not less than @oco mg

o. Delivered dose average

- Budesonide obz - exlo Mcg/dose
- Formoterol fumarate dihydrate oo — && mceg/dose
. Fine particle dose
- Budesonide maﬁlﬂhumuﬁﬁxﬂu Finished product specification
- Formoterol fumarate dihydrate m’afﬂmummﬁﬁzﬂu Finished product specification
Rouludueg

o. lnansMslasueygndunsdeumsveniedmihglulszwealve uazduns (declare) unasuan
o.0 WAAYNMTTUNzLTEUISUEN Taln 8o N8.m N8.€ 150 8o LaILANSTEH]

%
=

oo Tudmotunsdowsiniue ve.e vie t.o W3BNTYALIBEATITENTAIUANAMAINYDINE RN TR UNTY
vgideu (finished product specification) wag TafmuaRuA wUBIingAv (drug substance
specification) ﬂizﬁﬁagjiwdwﬂmﬂﬁaul,t,ﬂamﬁlmLﬁ'mau ABILUVLONAITNTV0UALY (8.6)
1oy finished product specification Waz/¥3e drug substance specification

. LBNANTIUTBININTTIUNIINEREN
randadlionansTusesnnTg UM AR UA NN e ILAE TSN IAR LN THARE PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lngutags1u PIC/S participating authorities
atuaganusountsnsiaaey lnsfinamsiusesdsiuiusesauesian

o, LlONANIAAEN WE TR ThaLaT AN

m.e HANIATIVIATIZRUANEARSTEd1593UveeEnan (Certificate of analysis of finished
product) lugnjuitdadusogs

oo HANNTATINATIRAAMAININgRUTBIRIENEAEY (Certificate of analysis of drug substance)
fldlunswanenguiidadusaegnaienes duaneuazduaningiu

.o LonATVenaNgUduduAMUAITLSTENI UGS veringRAuvesIend Ry
(drug substance) 98 m.lo AUFUNMIHARTDINAATUTIEEFI3U (finished product) 98 m.o

. NAN13ANYT long term stability maamj’aqmqmmmﬁﬁumLﬁ&ml’?ﬁ’ué’wﬂ’mmﬂmzmsumimms
WaEINTENTIEAT 1T

AMZNIIUNTITAINUATIEADUAAMEN BULIANIZUDIYN

(GRGR) J— 2 S — U3e51UNIIUNNT
wasuann  wasangum)

mmmwémmmqéﬁ
o m—f‘\"\/ o O/
(B9UD) oo AIIUNIT (GG ) I o ASIUNS
(Wans7a  Ustnwuny) (Wean@san Saude)

WIELANIT I8y WFUNITIUIYNITALAY

&/



& ABYNEN

AUEFasdIfing11ee1tel b MiteuTIeiua Judufunuuaniseandealiasudiu
munmuualuitenmautanaluieiu waslisunisnanseriuivlule a.e

3

. MsUszAunmn e fdiay

&.o YuAuagrosefidumeudeavislidesnit ob ey uainiudseu

o BWNNATdWeY FzFosdsd A mieluTuTemanITITIITAT s uTidse UTealan

.o Nsdiivihesmsihmsduiiegeiidweuiiiedsmaiinnesinunm mhesemasvmido
Yowemotsen Tnefueazdesdssnindnmuduuiimhonunsdsmmaianeiuas
JugFuiieveumldanlunsnnaiessiaunmnsdimuietliidulumuandnvasians
vm'aEJWumwaamu?m%lai%fuﬁmsmﬂmauaiﬁmméﬁ’qna’nmaqé’mwLLax/ﬁ%;ﬁN%miuﬂ%gwialﬂ

¢.« fueazdesuansenansmsiuasusiienlndvunegnialofansidouanindeussnslag
roudmualngliifiteuly

ﬂmzﬂiiﬂﬂ’]iﬁ’lﬁ‘l‘!ﬂiﬂﬂazLsﬂﬂﬂ'mﬁﬂiﬂmﬂﬂwq%‘ﬂaﬁﬁﬂ

0
o Y
(GRER) I U5EEI1UNTIUANT
(Wralouann  wasandous)
UIUNNENTIAA
~ \/
o w—".,f'\} < &
(G2 ) ISR ASSUNNT (GIN12) IO A35UAT
(Wransia  Usuneuy) (W9a@Ndsan Smule)
UELANELTIYEY LNFUNITIUIYNITHLAY

en/en



iﬂﬂﬁSLaﬂﬂﬂmﬁﬂUmﬁﬁLQW’W‘UaﬂEI']

Budesonide smwo mcg and Formoterol & mcg/oo Dose

L < = 0 v o v = Y 1% v
NOUTTHIA LW@iﬂUﬂWﬁ‘U’]‘Uﬂiﬂ‘lﬁ*’]“ﬂ@ﬂﬁﬂ?ﬂiﬂiﬂ%i?\i@ﬂ%ﬂLU‘Uﬂﬂ’W‘UuLQW’]%‘V]’NWWUI?PWUEJ@LLa%Wﬂf\]

¥o81  Budesonide mbbo mcg and Formoterol « mcg/Dose

o. ANANUANTLU

0.0 \Hugmeildgamisan

oo Usznaume Budesonide mlbo mcg kay Formoterol & mcg fanswu o A9

o UTTILUNYUENAIARN AN TOUABEENDNUIRNNIUIATIABINITUABEATILATIUIY bo AFS

0.« UTTPluwnatnatin Josiuuas wazauiiu

o.¢ AAMNUUUIIVANI Aeszyierdinusenaudiendifyuazaiuuss Junde Tuduety @avinds

waztawnziouinfuenlisgadany wagaainuunIvuzusIyeIes noedesssylionn diudssnau

gdfny ALY Judueny uazlavings

. AnaNUANImATA
©.@ Identity Test

M99 UANNSEYLY Finished product specification

oo, USUUAIEIERRY (FaN1THU o ASI)

- Budesonide
- Formoterol
.o Impurities
Budesonide
- Unspecified
- Individual
- Total
Formoterol
- Individual
- Total

. Weight of Contents
o.& Fine particle dose

ande - o Mg/g
& - eb.e Mg/

Not more than o.¢%
Not more than o.lv%

Not more than ®.0%

Not more than o.@%

Not more than ®.0%

M99 U NNSEYLY Finished product specification

- Budesonide AT UANNTEYLY Finished product specification
- Formoterol ms’mmumuﬁizﬂu Finished product specification
AMZNIIUNITANUATIEALIDUAAMENBALIANIZVBIEN
. %
GRETE) N N U3e51UNTINATT
(Waluann dasanda)
& a
| UNYUHNENTIADN N,
. h , o
(A9%0) ............ <A N3NNI GECTEa) I NIIUNTT
(Wnsd  Ustnwunw) (UaNFIIN Saule)
UNUUNNETEIY8Y WFYNITIUIYNITRLAY

@/



-lo-

Wouludue

®.

enasnsldfuaygntunssuifusuiesminglulsamelne uazduas (declare) unsskan

0.0 luddynstunzdeousue 18un nelo ne.o .« wie oo udusnsd

olo TumuatunzTousniue ne.e wio 8.0 nieumeazndeaidonsmunuamunmuomanfusinuiity
vzileu (finished product specification) kg TormunnuNMYBIIRgFAU (drug substance specification)
nsdlftegsevinemsiAsuulamdludiuniy avdesuuuenasnisveudle (u.¢) smdeu finished product

specification Waz/139 drug substance specification

. LEJﬂﬁﬂi%Ui'ﬂ\ﬁJ’]ﬂiﬂ']Uﬂ'ﬁNaﬂﬂ’l

ANENRDIILDNATTTUTOINIFIUNINENYINIUNANNUTUAZITNSTR lUNSHAREN PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Taeuntaeanu PIC/S participating authorities
atuagnnusauUN1INSIFERU tneiinanssusesisiubugaaaussian

. LaﬂﬁﬂiﬂmgﬂﬂmﬂﬂENEJ’]ﬁLﬂ‘L!’eJ'i’Iﬂ’]

m.e NANIATIVIATIRAUNNKENSTEdISa3UreuEn (Certificate of analysis of finished
product) Tugnuidadusegng

o wamﬁmammeummmmmamwaammmﬂm (Certificate of analysis of drug substance)
fldlunsudneniuiidaduietns vaves dudeen uay daningau

man LBNENTVTBVANFUEUSUANALNUSTENINTUNMINGR YavingRuassiendidty (drug substance)
o o AuguN1IHANUDINERSUIIE1d 153U (finished product) 48 a.e

. NAN1IANEN long term stability maammmqﬁuaamﬁﬁfumLﬁauﬁﬁ’ué’wﬁfﬂmuﬂmsmﬁumimmi

LaSYINITNIIEABIIUY

ﬂm%ﬂ‘JiQJﬂ’liﬁTvmﬂi'I’c’Ja%LsﬂﬂﬂlmﬁﬂEmeW’w‘UadEJ"I

(GERTa) I S U551UNTINNS
(wraleuain uasandoush)

a

WNLUNNENTIA A

(GG I AS5UANS
(Wans1a  Ustnew)

UBLANELT 8110y

(GRE) B ASIUNT
(WNNEAIETIN SAUTB)

WFUNITIUIYNITHLAY

©/an



. f1a81981
Aunedosdsinageenegiies b wieusiydas JaluiumuanseasBoaldasudiu muiidivun
Tuhdenuandiiludiwiu waslisunswanderfuiulude m.e

&. nMsUsziununmEidaey

&0 Fuduogusiidmeuieanishitesnit o ey Tuaniudwey

o NIATdwey wdosdsdnunmdeluiusesmansnsinsziejuiidamouesuan

& ﬂifﬁﬁmhmwmsﬁwmsajuﬁ’;as-mmﬁ'aimauLﬁadqmaﬁmiwﬁﬂmmwwmaswmmzﬁmﬁaﬁa
fowvasogneen Tnefuisasdesdiwnfindnnuunuimhenenisdwms ey wasdy
giufingoualddnelunmsnsndinsiesinunn nsdiiwuinolidulununudnuasans
wihesnsveanudvshisuinsanmsiauesimendinanvesfuneuas/vieguaslunswely

&« fureasfouanienarsmsiuasusiloslndvuney viadlofansdeuanmieuszaslag

noumuualaeluddauly

ﬂmznsium3f‘1"mum'mamé‘am@mé’nwmmawqmaqm

GRE) S 150 FE Us¥sunNIsung
(Waleuann wasandan)
WNGUNNENTIAUYA
v/
(A9%0) oo s A ATIUNNS
(Wnws1a  Ustneany)
WUNMEFEIgy
4 CJ/
(G RTE) I NITUANT

(W9ENdII Toule)
LNFYNITIUNYNI LAY

oan/en



