wanunaan1sUssiuAIUsEANSAMAB51A1 (Price Performance)

ﬂﬁjumﬁ"ﬂﬂ 318n15 azelastine hydrochloride 137 mcg/1 actuation + fluticasone propionate 50 mcg/1
actuation nasal spray
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AZLUUANNTINSUSEEUATUSE NS NNsas1An

AUsvand 1 s1iiauesian (Price) 40 ATLUY
AILUIUANT 2 AuANarANaNUANINYININdwanaUseansnnnssnyineg1ua 60 AU
57 100 AzLUY
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2. AuautAamnmsiidesaseuszdvsamnsinymeiuia 90 AzUUU
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1. asgIUNansie 10 AzLUY
1.1 Active Pharmaceutical Ingredient Specification # 5

nstllasunssusesludisen Official Pharmacopoeia

: 91989 USP,BP,Ph.Eur. IPJP aludian 5
: 919814 USP,BP,Ph.Eur.,IP,JP atulminisemasyusisenladiiu 5 U 4
: 919819 USP,BP,Ph.Eur. IP JP atulmindnussmassusinsenliiv 4 U 3
: 919814 USP,BP,Ph.Eur.,IP,JP atulmindisemasyusisenladiiu 2 U 2

: 91989 USP,BP,Ph.Eur. IP,JP atiumuusenassydnsnen 1




nsalulasunissuseslusisen (Non-Official Pharmacopoeia)

: 81984 In-house specification Ni@enAdasfiu general chapters mufiseylilu USP,BP,Ph.Eur.JP atudnge, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsaildifiiite Heavy metals) %30 Ju

YIRUBUY

: 81984 In-house specification i@enrdaaiiu general chapters aufisyylilu USP,BP,Ph.Eur. JP atiuiiinl, ICH

Guidelines wazdl Risk Assessment Report for Elemental Impurities Lan(nsailifiwite Heavy metals)

: 81989 In-house specification Ni@enrdasiiu general chapters mufiseylilu USP,BP,Ph.Eur.JP atudnge, ICH

N v Y

Guidelines wgilaidl Risk Assessment Report for Elemental Impurities uans(nsellaifivnde Heavy metals)

: 81989 In-house specification i@enrdaariu general chapters aufisyylilu USP,BP,Ph.Eur. JP atiuiiinl, ICH

N Y

Guidelines wgilaidl Risk Assessment Report for Elemental Impurities uans(nsellaifivnde Heavy metals)

- 1989 USP, BP, Ph.Eur.,JP %38 In-house specification faonndnanu ICH uaiive (81989mane pharmacopoeia

UA)

1.2 Finished Product Specification #

nsallasunissusesludisen (Official Pharmacopoeia)

: 871989 USP,BP,Ph.Eur.,IP,JP atuanan uazuilulunzlewsinsueudiszylulue 5)

: 919849 USP,BP,Ph.Eur.,IP,JP atulminiszniassysisewazuilulunsdowinfuewa (seylulue.5)

: 81989 USP,BP,Ph.Eur.,IP,JP atuuszmeszysinsen wazilulunzdewinSueuda(seylulue.5)

: 81989 USP,BP,Ph.Eur. IP,JP atuussmeszyssendusuly udlallduilelunsidousisuen

nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)

: 91984 In-house specification fiaonndosiu general chapters muﬁsxqi’fﬂ.u USP,BP,Ph.Eur.,JP atiuangn, ICH
Guidelines uazdl Risk Assessment Report for Elemental Impurities wans(nsallaifivde Heavy metals)uazunluly

nzfoumduends vse Wusnduwuu

: 91984 In-house specification fiaonndosiiu general chapters muﬁsxqi’fﬂ.u USP,BP,Ph.Eur.,JP atiuangn, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsallaifivde Heavy metals) ulkile

wilvlungideusisuen

: 91984 In-house specification fiaonndosiiu general chapters muﬁsxqi’fﬂ.u USP,BP,Ph.Eur.,JP adutA1na, ICH
Guidelines uazdl Risk Assessment Report for Elemental Impurities wans(nsallaifivde Heavy metals)uazunluly

neduusnSusLas

- 91984 In-house specification fiaonndoeiu general chapters mmﬁ'ﬁx‘qi}ﬂu USP,BP,Ph.Eur.,JP atiutA1na1, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities Lan(nsaildfiwites Heavy metals)uslaila

wilvlungideusmueuan




91984 In-house specification fiaonadoaiy general chapters mufisgylilu USP,BP,Ph.Eur.,JP atua1dn, ICH

N Y

Guidelines wslaidl Risk Assessment Report for Elemental Impurities wana(nsellifiides Heavy metals)usilailg

whlvlungieusiSueuan

1
91984 In-house specification fiaonadoaiy general chapters mmﬁisq?ﬂu USP,BP,Ph.Eur.,JP atutn1nIn, ICH
Guidelines wslaidl Risk Assessment Report for Elemental Impurities wana(nsellifivides Heavy metals)usilailg
uAlvlunzdeussveud 0
- 97983 USP,BP,Ph.Eur.,JP %39 In-house specification inaenadasiu ICH Guidelines U19itanse 919891ane
pharmacopoeia 327U 0
2. AuautAamAnmsiideaseussdvsamnsinymeiuia 90 AZUUY
2.1 Long term stability 113 ASEAN guideline on stability study of drug product 10
:1n15ANw long term stability waz Accelerated stability a3l ASEAN guideline asusnuenge1uuaaIn(=3l) wagll 10
HANT3AN®I on-going stability Unendtagiu wazliienansuaniasuiou
:1n15ANw long term stability kg Accelerated stability a3l ASEAN guideline asusnuege1uuaaIn(=3l) wagll 9
HAN5AN®Y on-going stability UnewlUagdu
din15An®1 long term stability ag Accelerated stability #131 ASEAN guideline mummm&gmuuamﬂ(zﬂ) uagdl 8
HAN5AN®Y on-going stability UnewlUagdu
Tin13finw long term stability uaz Accelerated stability n13 ASEAN guideline Asumuegenuuaan(=3y) usily 7
dnan13Aine on-going stability Unewtlagiu
in13finw long term stability uaz Accelerated stability 113 ASEAN guideline AsusmuegeuuaaIn(2l) wilyd 6
HAN5AN®Y on-going stability UnewlUagdu
An15An®1 long term stability tag Accelerated stability Tahfuluanu ASEAN guideline ATUALBIEYIVURATN 5
(23%) uariinan13Any1 on-going stability Uneautlagiu
din1sAne long term stability ag Accelerated stability Tahfuluanu ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) a4
wagilnan1s@ny on-going stability Unewldagiu
din1sAne long term stability ag Accelerated stability Tahfuluanu ASEAN guideline ATUATLBDIEYIUVURATN Lo 0
Lufinan1sfiny on-going stability Jagn
2.2 Uszaunmsaaunishy 10
FszgaunsaimslilulsmenaniuaiunslneunslflunsinunfuazidioglutiyTsnedoslsmeuiand 10
UASUNS
Fisvaunsalnsldlulseerunadain UHOSNET aundndeds sndewlaeifunisldlunssnuviund (honansuuu 5

wand) visediseteaglu Approve vendor list (Hlenansuuuuans) vsenLN1sANTUIAEAMENTINNTT

Laifiuszaunisainsld




ASEYIAULUY 15

Tnan13finen Therapeutic equivalent (195un15ussglu US.FDA, Orange book #38li5un135U58491n EMA ua

F9AIENUESUTDY) 10

dlwan13Ane Bioavailability equivalent #sdtinauAmznITuAITOIMTLAZEIANITSUTOINANI DIIN15ANEYA

Dissolution Tuen BCS class | 1lASU biowaiver wagdntinnssunisenmsiaze1susesua 5

Lalfinansfinw) Therapeutic equivalent %39 Bioequivalent 0

HIPULUU 30
aa = I . . d o o v aa e
AFns@Enwiduiuy Randomized controlled trial W3susieuiug@uwuy ARUWlLINSaNITNI9nISwInIg 20
ax = I . . My P~ Y] v aa ¢
AFns@nwiduuuy Randomized controlled trial laildiUSsuisuiugndunuy ARURILINTASNINITLANE 10
A3n5AnwITusuu Non-Randomized controlled trial AfUWlLINTANITNI9NTENNE 7
A8nsAnwufunuy Comparative studies wuu Cohort studies (Prospective) ffasiluansansnisnisunng 5
3

A8nsAnwufunuy Comparative studies wuu Case-control studies (Retrospective) ARuWlu5aTN19NTUNNE

Laifinnsfnwifonnendiin 0

- 3l Risk Assessment Report for Elemental Impurities Lan¥i3 Active Pharmaceutical Ingredient wag Finished

Product sailugnfilesuniseniumudenrivuaves ICH Guidelines (Q3D) 10

- 41 Risk Assessment Report for Elemental Impurities anaaw1 Finished Product #3a Active Pharmaceutical

Ingredient 5

Jaifinn39 Risk Assessment Report for Elemental impurities 0
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