waninaeinsuszifiua1szanininsesian (Price Performance)
3189013 Fluticasone furoate 100 mcg/1 dose + vilanterol 25 mcg/1 dose inhalation powder, pre-dispensed

T59NTUIAATUASUNS ASUWNEANERS UMNINYIABVBULALY

ANTRRTAN FYUENITEUDTIAN
1. iawesn Tnmuanifnsuiu gndesnuusenialszningian

2. Wanfaueiiauean fdefnungnsisnsuiiu mundnuugiante (Specifications) MUsen1AszNIATIAN

AzuuUAUnUIinITUsEiuAUSERNS A NAEIAN

Fudsndni 1 sAiiauesan (Price) 30 AzlUY
fudsndni 2 aunmuazauaNtin1InndwanoUsEansamnisshvimeuna 70 AZWUU
T 100 AzLUY

Tnefisrgazdemiminnisiinvuuulnasimulsuani 2 Aam1519

AunmuazaaLTRMAnMsTidmaoyszansamnsinymetua imtinAzuuy
1. 21MIgUHAA S 10 AZUUY
2. puuantAimainnisiidmmadeUssdvinmnsnymeiuia 90 AZUUY
T 100 AzwUY
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AN AENTAM ANNTNdHaseUsEaNEAMNIT Y INeIUR UNAZILUIY
1. Wasgunansdoe 10 AZLUY
1.1 Active Pharmaceutical Ingredient Specification # 5

nsfllasun1ssusaslusisen Official Pharmacopoeia

: 81989 USP,BP,Ph.Eurr.IP,JP alfudgn 5
: §138l9 USP,BP,Ph.Eur.IP,JP atiulwind1vsgniaszusmsenliiu 5 Y 4
: §138l9 USP,BP,Ph.Eur.IP,JP atiulwmind1Usgniaszussenliiu 4 Y 3
: §138l9 USP,BP,Ph.Eur.IP,JP atiulwmind1vsgniaszusmsenliiiu 2 Y 2

: 979819 USP,BP,Ph.Eur, IP,JP atusnudseniAseysisien 1




nsalliilssunissusestusiisen (Non-Official Pharmacopoeia)

: 91984 In-house specification faenndasiv general chapters mmﬁi%ui‘ﬂu USP,BP,Ph.Eur.,JP atiudnga, ICH
Guidelines wagdl Risk Assessment Report for Elemental Impurities wana(nsalliifivido Heavy metals) 5o 1Tu

YIAULUY

: 91984 In-house specification faenndasiv general chapters mmﬁi%ui‘ﬂu USP,BP,Ph.Eur.,JP atiutA1ni, ICH

Guidelines wagdl Risk Assessment Report for Elemental Impurities wana(nseallaifivhde Heavy metals)

: 819949 In-house specification fidonndasiu general chapters mmﬁizul”ﬂu USP,BP,Ph.Eur.,JP atiudnge, ICH

Guidelines Wkl Risk Assessment Report for Elemental Impurities wana(nsailddiiide Heavy metals)

: 81984 In-house specification fidenndasiu general chapters aufiszylily USP,BP,Ph.Eur.JP atuiini, ICH

Guidelines wlaidl Risk Assessment Report for Elemental Impurities uana(nsailsifivhde Heavy metals)

: 81999 USP, BP, Ph.Eur.,JP %58 In-house specification fidonadasiiu ICH uwiade (8198wane pharmacopoeia

FAU)

1.2 Finished Product Specification #

nsdilasunissusedlusisen (Official Pharmacopoeia)

: $198s USP,BP,Ph.Eur,,IP,JP atiuatgn uazudlulunsideusiiveudvszylulue 5)

: 81984 USP,BP,Ph.Eur.,IP,JP atiulminiiUssniaszysiseuazudlulunsifeusiveudvsyylulue.5)

: 81984 USP,BP,Ph.Eur.,IP,JP atulsznmeszyssen uazudlulunsdeusiveudvsyylulue.s)

: 81989 USP,BP,Ph.Eur.IP,JP atfuussmiaszyssendudull ualilduflalunzieusuen

nsdiliileizunisiuseslusisen (Non-Official Pharmacopoeia)

: 819949 In-house specification idonndasiu general chapters mmﬁizul”ﬂu USP,BP,Ph.Eur.,JP atiudnge, ICH
Guidelines uazl Risk Assessment Report for Elemental Impurities wans(nsdilafiide Heavy metals)uazudily

lunsifoumsueudl vde Wueduluy

: 81984 In-house specification fidonndasiu general chapters aufiszylilu USP,BP,Ph.Eur.JP atudian, ICH
Guidelines uagil Risk Assessment Report for Elemental Impurities wans(nsillaifiide Heavy metals) usilalld

wAlalungieusisuen

: 97984 In-house specification NidenAdasiu general chapters mmﬁisul”ﬂu USP,BP,Ph.Eur.,JP atuwnnn, ICH

Guidelines waydl Risk Assessment Report for Elemental Impurities wans(nseilaifivnde Heavy metals)uaguily

Tungieussueua

: 81984 In-house specification fidenadasriu general chapters aufisyylilu USP,BPPh.Eur.JP aduiini, ICH
Guidelines uazil Risk Assessment Report for Elemental Impurities wans(nsiilaiwado Heavy metals)uslailst

uAlalungidousisueuan

97984 In-house specification faonndosiu general chapters m’mﬁizul"ﬂu USP,BP,Ph.Eur.,JP aduanan, ICH
Guidelines welidl Risk Assessment Report for Elemental Impurities wans(nsdilifiwide Heavy metals)uslaile

uhlelungiloussuenuan

91984 In-house specification faonndosiu general chapters mmﬁisﬂ’ﬂu USP,BP,Ph.Eur.,JP atutAnn, ICH
Guidelines weiliidl Risk Assessment Report for Elemental Impurities wans(nsdildfiwate Heavy metals)usilailet

unlelungifoudsveua

: 81999 USP,BP,Ph.Eur.,JP 38 In-house specification vi@anndediu ICH Guidelines uisidanse 81989mane

pharmacopoeia 311
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2. auAmMLazAnauTRnAnINIdmaneUssdniammsinymeuna

90 ALY

dinsfinw long term stability uag Accelerated stability a1y ASEAN guideline AsumI@TBULaaIN(=3T) uay 10
fnan1sfinwn on-going stability Yreutlagtu uaslilenasuansasudiu

JinsAnw long term stability Wag Accelerated stability a3 ASEAN guideline ﬂiummmqmuuaaﬂﬂ(zsﬂ) ag 9
Tuan13fne on-going stability UiewuTTagiu

dinsfinw long term stability uag Accelerated stability a1y ASEAN guideline AsumIy@guuaaIn(2l) wasl 8
NaN13An®1 on-going stability UneudYagdu

JinsAnw long term stability Wag Accelerated stability @13 ASEAN guideline ﬂiumma’lqmuuamﬂ(zﬁ) Wl 7
laifinani3finw on-going stability Uneutlaqlu

dinsfinw long term stability way Accelerated stability m1u ASEAN guideline AsunangeuwaaIn(2l) usld 6
fnan1sfine on-going stability UneuUTagiu

din1sfinw long term stability uaz Accelerated stability Lilulumiu ASEAN guideline Asuniuerganuuaann 5
(230) uaziinanisfiny on-going stability UneuUdaguu

JinsAnw long term stability wag Accelerated stability Taiuluanu ASEAN guideline ATUMINBDIELIVURAIN 4
(29) wazdinan1sAny on-going stability Unewldaglu

din1sfinw long term stability uaz Accelerated stability Lilulumiu ASEAN guideline Asuniuergenuuaann 0
wriliifinan1sAn on-going stability Yanan
Fiszaumsalinislélulsaennaniuesunslnefunsiilumsinuunduasdoglutadnedeslsmeuand 10
upsUNg

Fusvaunsainisidlulsameunadeia UHOSNET audnness sndevlaeidunsidlunissnundni Glenansuuu 5
uang) vieslsedenglu Approve vendor list (anansuuuuans) videsiumsfionsanlneanznssuns
laifuszaunisainasld 0

NIRYIAULUY 15
dinan1s@inw Therapeutic equivalent (16¥un1sussylu US.FDA, Orange book #38l@iun1siusesan EMA uaz
fapsanuyiuTes) 10
finansfinen Bioavailability equivalent SvdtinaummznssunsewnsuazelfnsTusemaniafinsdne

Dissolution Tuen BCS class | Al#3U biowaiver wazdminnssunisemsuazenusena 5
laifinan1sfinwn Therapeutic equivalent %3 Bioequivalent 0

HIRULUY 30
AmsAnwuuwuy Randomized controlled trial WWSsulisuiugiduuuy Afiamilunsansmaniswnmg 20
10
AsmsAnwudunuy Randomized controlled trial TldSsuiisufuanduuuy Afiuilunsaismensunng
AsnnsAnwndiuwuu Non-Randomized controlled trial ffiusiluansansnianisunng 7
Ansenwfiunuy Comparative studies wuu Cohort studies (Prospective) Afluilunsansnianisunng >
3
ASnsAnwnliuwuu Comparative studies WUy Case-control studies (Retrospective) Afiailuansansmsnsunngd
Llaifins@nunideneadiin 0




- 1l Risk Assessment Report for Elemental Impurities Lena719 Active Pharmaceutical Ingredient uag Finished

Product visaidugiilasunseniunudefmunves ICH Guidelines (Q3D)

10
- 1 Risk Assessment Report for Elemental Impurities w@naianiz Finished Product #3a Active Pharmaceutical
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