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c.a) MInnleziqunmudadusienduiagy ( Finished product specification) 98eenyaden fluticasone

Propionate and Salmeterol xinafoate Inhalation suspension Aerosol USP

(https://online.uspnf.com/uspnf/document/1 GUID-5BD2B30C-5CC9-4003-8ED1-59E4FF6BOCAF_5_en-US)
Wl ST | S‘p ( 5 sk
® Identification Meet the requirements
- The mean content per actuation contains NLT s=.0 %
and NMT ee.o % of the labeled amount of fluticasone
propionate.
5] Assay
- The mean content per actuation contains NLT .o %
and NMT eel.o % of the labeled amount of salmeterol
as salmeterol xinafoate.
0 ici iti
Acceptance Criteria,
Name NMT (%)
Salmeterol-N-phenylbutyl aminoalcohol -
Salmeterol-phenylethoxy —
Salmeterol-phenylpropoxy
Salmeterol-phenyl-lo-butoxy -
Fluticasone propionate related compound J -
Salmeterol -
an Impurities
Hydroxynaphthoic acid -
Salmeterol-deoxy
Fluticasone propionate dithicacid ==
Salmeterol-N-alkyl olo
Fluticasone propionate related compound D -
Fluticasone propicnate -
Fluticasone dimer s
Any unspecified degradation product 0.®0
Total degradation products o.loo
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994817848 fluticasone Propionate and Salmeterol xinafoate Inhalation

suspension Aerosol USP (#9)

Specific tests

el et Hiea: G G

The total aerobic microbial count does not exceed @0”

. . \ fu/e of fo lation. The total bi ts and
Microbial enumeration tests G 2 DT € al aerobic yeasts an

molds count does not exceed eo” cfu/g of formulation.

® and tests for specified
It meets the requirements of the tests for absence of

microorganisms ;
E Staphylococcus aureus, Pseudomonas aeruginosa,

Escherichia coli, and Salmonella species.

Particle size range (um) Number of particles per Actuation
< ®0 ®&0
o Foreign particulate matter ®0 - 00 &o
> ®00 &
Total acd

glo) 11395295 eiAun1nYedng Ay (Drue substance specification) 48181 fluticasone
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Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human
Use (ICH) vi3®
A5 AN MMUALAZUIATTIUTINTIATIEUBIENER (In-house process specification)
fiampdasiiu ICH Guidelines #3o
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h % ( General requirement for dosage form)
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N tests lWI¥VBY Supplier uae Manufacturer °
HAN153LATITIIRNGAU M5INU APl specification ﬂ'iuvlﬂﬁ"s‘tramad Universal

© tests Haves Supplier %38 Manufacturer ¢
HANT13ILAT1ENTRNGAY APl Specification LLﬁi‘lﬁﬂsunﬂﬁ”J{waa Universal

€ tests way Specific tests laW1¥wa3 Supplier #3@ Manufacturer ©
NANTTILATITTRGAY APl Specification LLﬁlﬂﬂsunnﬁa{amaa Universal

° tests warSpecific tests Vaveq Supplier waz Manufacturer °

b.e.lo) Certificate of Analysis of Finished Product; @o AgLUU

a6y wnausin1sUsEdiu AU

HaN153AIEYE1d1L593U M3t Finished Product Specification ATUYN

® ¥wauas Universal tests wag Specific tests LLﬁ%ﬁﬂﬁLLﬂﬂ\‘]Nalu“i,U‘tll’ByﬁL%x‘! ole]
U314 (Quantitative data) wiesaiae aniiu e Physical description
Namﬁmswﬁmﬁ%%ﬁizﬂ »53AU Finished Product Specification ATUNN

© ﬁ"mvmm Universal tests e Specific tests Lwiﬁmmamwa'[ugﬂuuu [~
“Conforms, Complies, Not detected, N/A”

. b T

waniaiiny 295558 wwUudin nszay WEINTNT Tegaou

U551UNTTHNNS NSTUATT 54013

ANENITUNMSIMUAAEN YRIaNIZYEIL) NEUNUAFINTTYN L3I uaiay




Price Performance: Fluticasone and Salmeterol pressurized inhalation | &

.e.®) Certificate of Analysis of Finished Product; o AzHUU (#8)

A0uU WNAUINNITUTZLIU AZLUY

Han1531AS1EE1d 593U ATefy Finished Product Specification AsuUNN

Fvoaniy Universal tests wag Common dosage form specific tests wazdl

; mswanwmaluzUveyadaUTun (Quantitative data) e fauaw eniu v |
Physical description
HANTTILAS1EWE1E1595U Asaiu Finished Product Specification ASUYN

& ﬁ'aﬂjvamjﬂ’]_x Universal tests wag Common dosage form specific tests Wl (4

n’]‘iLLamNa‘LuEULLUU“Conforms, Complies, Not detected, N/A”

HAaN15IATIERE1d@1L595U MeefU Finished Product Specification ASUNN
g Wi 8Lan1eUniversal tests u,asﬂm'mamma’iugw az.qllaw?w%‘mm ©

(Quantitative data) 3 #La9 BnLiu e Physical description

Han1satAsIEiediagU a5y Finished Product Specification ASUNN
o | ¥heeawiy Universal tests uwain1suananaluguuuu“Conforms, Complies, | o

Not detected, N/A”

b.o.a) @1LU1 Risk Assessment Report for Elemental Impurities (n5ei Ly dTv7v 8 Heavy

metals); o.¢ ATLUU

e wnausinsUseLiiy ATUUY

51 Risk Assessment Report for Elemental Impurities Wamaviawes APl uag Finished
_— " B o.&
Product ialuglasunIsuniumuraniIuaved ICH Guidelines (QenD)

1l Risk Assessment Report for Elemental Impurities wanaawiy Finished Product uay

finnsnaasy Heavy metals Tu Active Pharmaceutical Ingredient

@ {l Risk Assessment Report for Elemental Impurities u@aaaw1e Finished Product )l

il Risk Assessment Report for Elemental Impurities Waaaaw1e Active Pharmaceutical

Ingredient waziin1snaaay Heavy metals Tu Finished Product

fanign1svaasu Heavy metals Tu Active Pharmaceutical Ingredient Specification

wae Finished Product Specification
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s - s ] d 1
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ATHUU

s

o ¢ a P - % o]
annu ineugin1sUsediu (Banvelavenile) AZLUU

v
¢ o

nl al o = « 1 ]
'i'!ﬂm'immauaag'lu Green book 3a¥ilag NSUINEIFIRATANTUNNEAILALAN
® g o &
o felagdu

ﬂEJﬂ’]‘iEJ’]ﬁLﬂuaL%uﬁﬂ%UB’]ﬁ@Eﬂu WHO List of Prequalified Medicinal

Products* wazldisusamelaumsug19INEIUNIUANENTTUNITEIMNSIATEN

semsefiaveiiveyantsiusesnammedndiosi fadl

- nansasIadiaszisiuanlidesndn m qunindn wariiven1snsn
Ainsevidesliitoninfuaiiszylu Green book atuangaiusingsemsen
FoaniToyieaiu

- wamsiseiiongliiy € Yduantuiildsusemanisiiasgideiy
Uszmedsenmesiandidinnseiind
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ANuaANIavieIUfURN sNaaaUnuen (Medical testing: 1SO edece) AT
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voaUfURnsveInsuIVEmMARINNIULIME NENTIEISNIUEY
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b HaRgatiAuAd (Stability data); eo AzUUY

wnausin1sussiuauAsA (Stability data)

@

N

i

@) no’C + o/ e9&% RH +&% D)
b) &°C + o/ (Refrigerator) #39
o) -oo’C + &/ (Freezer)

LBZHDILARINENITANEIATU @ JUNTINER UAZ ATUANENYYBILTUTINGULAAINEN

Long term stabilitydatam 13 ASEAN guideline on stability study of drug product nul@ storage condition

]
o o

ALl

aaun ineusinsusziiiug ZHULY
§in1s@nwn Long term stability 13 ASEAN Guidelines ATUAIL@IgEULRAN
fﬁaL‘TJu"LiJmmJwmgﬁuwamﬁmﬁmﬁﬂﬁﬂgﬁﬁLtﬁlﬂuwmﬁﬂuﬁw%’uamﬁa wazdl
? HanMsAN®Y On-going stability Uneultagtu $1wiu o funswén °
(Foanaauiina o wag o ey Wuetatios)
finnsAnw Long term stability M3 ASEAN Guidelines ATUANNBIEYIVUAATN
o f?iaL{‘Julﬂmmmmg’mmamﬁmﬁmﬁﬂL%ﬁ]gﬂﬁmﬁm‘lumﬁanﬁﬁ%’uamﬁa uplsidl | @
HaN3ANEY On-going stability Ynevuldlagiiu
i LneusinnsUsEIEY AZHULY
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© Guideline ATU e UNTSHANLAZATU b LADY ©
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b.& m'\uﬁuyaﬂaamawﬁmfﬁm (Bioequivalence): & AYLUU
srennsendiaue (Wansusionandoy) ﬁﬁﬂmauﬂ'ﬁaﬂ'u'[ﬂathmﬁa@ialﬂﬁ LA DILANINA
nsAnwTIELLa (Bioequivalence) Wisuguiundndusienduluy
o) HanAugiEasey v FiiranluvsanalnouasshiunansnsUsemagadifnend e vun
ALY u,az31)LLUUmﬁauﬁ’uw%mﬁm%m’mﬂ%ﬂﬁ%mLﬁﬂuﬁﬁwﬁﬁ W.A.lodnd
o) AR Ay fiiindngiui Winansdhwlsivinfisudundndusioduwuy
o) wAAfuaTeEn "fg,ﬁaanqu’lﬁﬂaﬂﬂdaaﬁqmquaanqw%"mu (sustained, controlled,
extended, prolonged)
) AnautAdug auszmanndinnuANENTIINTOMITUALE 3as mstunsdousiiu
EJ’lGHlI‘t‘}J’EJMHaQ ASEAN Harmonization Product on Pharmaceutical Registration
nsaidusenseriléFueniulilidesdnunBrauyaluiyed vianansinwinsazane/
UanUdopflelunasnnaass azﬁmﬁqmauﬁ'ﬁﬁaﬁalﬂﬁ“
®) m‘lugﬂm'saamﬂﬂmﬂmﬂf‘?iyaﬁm%’ﬂ‘ﬁ’mmaamﬁam
o) ndwmiulyneuen 16un e1ndy g1is suea endaniu FmTmanisinwianied uiens
éx’aaﬁ@aﬂﬂ'ﬁz?m%mamﬁnméf’w"“a%‘ﬁuq iy MstanarLndeineaniandin vietaseduensieitlu
vaaaVaanIduY Myzay
o) eniililaglaivTranisgadiuandsienie 1wy e1aansn (antacid) 8nc1ewe s (anthelmintic)
g1mgannn (ophthalmic preparation) emeany (otic preparation) ansiused(radiopaque medium)
%wwﬁmﬁwmimaaummm”lLﬁ'emmaﬂizﬁw%wams%’nmﬁwﬁ%’ﬁu WU NSANYIMNLAdeInen
Weonsvaasuluraaanaae UL Mvnyan
&) 917 1A laeISgnan Tudnwaedduntenislossme (vapoun) Adarumndieuiuma
WNdUNTSUAUEIRULUY
&) smhuusemulugUansazanela (oral solution) wu elixir, syrup, tincture ALY
Wennandunssuiugifuwuy
) 815ULUUNS (powder) Fegpsvhiduansazanelanauly
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nausinsUszdfiuanaauyavaskdniugien (Bioequivalence)

o = ¢ =
A1AUN nausNIsUsTIEU ATELUY

fls18971un15ANw Bioequivalence uluniu ASEAN Guidelines QU )
FIud @ 1NN WA, bebe [udull e S91891un15Ane Dissolution
Tugnay BCS class 743U biowaiver AMs ASEAN Guidelines Ssdhiinau
AMENITUNITaIMISHarelin1sSusemauazidulunnu US.FDA Guidance
w30 EMA Guidelines a1an wie {Jusduuuu vie Wusfiaanzideushiu

noul N.A. b&ne

=l g v z 4 as d
fis1891un15Ane Bioequivalence Wlulumia ASEAN Guidelines RUU @)
B FIATUR © Tu1ay 1.7, bedo n9TUT ae FUNAYN NW.A. b&oo TdINNU | &

AUENTIA ﬂ’]iEJWW’liLLﬁSEJ’ﬂﬁﬂ’]‘i%IU’iBQNﬂ

flyeyanan1inaaoua1uvi v sunIand¥nssu (Pharmaceutical
n equivalence) Wisuiisuiuedunuunans Tunsiliisenunanisfing | o

Bioequivalence

fisnsaunisfinen Bioequivalence Tdillulumu ASEAN Guidelines/US.FDA
& Guidance/EMA Guidelines WAIINANIINAABUAIIULYI A BUNIUATINTTY ®

(Pharmaceutical equivalence) uans

¢ | laflsneaunis@ine Bioequivalence o

= = & av v 19 v [ = v a
# nydorfiauadusiemsenfilasunmseniulidesins@nediauyavesen xavUszuiuay
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o.¢ AnuvinfsulunisShennuedunuy (Therapeutic Equivalence); o.¢ ATLUU

AR ST TS AU s A UNHEaN1T NN FRSNUINMGIIUL b USTia Ao

Uszifiufl o nAaduegandydefiaauiniisuniandynssu’ (Pharmaceutical

equivalence) funanfausignsiuwuuyioes19ds

* foyananngauauwindfisuiumandunssu (Pharmaceutical EquivalenceData) lauf

o) Meddymieutuuazegluzuuuumaaiifivaiu (duegluglindesiafieaiu ieegluzuiea
wesiuaiiugFuluuviessBwnasguivualagdiinnuanenIsuNTEIMSLALET

b) YA TYINAY JUMUUBT (dosage form)denfunaziinunmaudefimumnasguiivinuvie
Wiguwiiy

) ‘lTE]S%Eﬂ‘U’ENﬂ’J’I&IﬁJj’ILﬁ&lamaddﬁﬂﬁﬂ (weight variation) ua/3a1m@28181ATY (content of

active ingredients) V83 ma’mvtp, (Uniformity of Dosage Units)

Ustiiudl o ndndusionaniyfosdidaauyas (Bioequivalence)fundnsinsiondnida lng
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inasinsussiuanuwindieslun1sshuniuendunuu (Therapeutic Equivalence) léln

il insusin1sussidiu (Lﬁanﬁ’aﬁnzwumnﬁqﬂ) ATHUY
nsAINARNUTIBIHULUY
o | fs189un1sfnunieadinfiuansdassansnmueseniilylunisinuiuas | o
ARuluasansmsmmdiundede
nsdieBeaniinyifeafiu
1§3un15u559lu US.FDA. Orange Booku3a li5un153usesnin EMA uazdins
° A0NUYIUTOY 30 L{‘JMNaaﬁm‘ﬁt!WﬁﬁL%QEUUWﬁlﬁ§UﬂWS%uW5LﬁEJ‘LJIﬂEMﬁ’JEJS’m e
Therapeutic Goods Administration (TGA) Usgivreaainsiie
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(n) 52 T8UAT39uUUU Randomized double - blind controlled trial wagdinsafumlu
MsasmInsumETngede e
(@) JedoUIRidouuu Non-Randomized controlled trial wardin1sifuiluansansn
nsunndiiundetie o
« (A) 521 T8U3T3SuuUU Observational fifingumuny ( Comparative studies ) 1¥un 35330
WUy Cohort studies , Case -control #38 Cross- sectional study waziinnsAnamly @m0
NsAsmensungTundete
(1) 3annsAnwdukuu Descriptive studies WU Case report 38 case series Wariinig
FRuRlunsasnensuneTindete o©
(3) nsANwIBUY A rmostuaulaseduatetuar/misnnulasadsve laiue
Wao vhvatas (n), (1), (A) vie (1) AlildARu i sansmamsugiundede e
(a) hiﬁLanmiuawﬁl@:ﬂaaﬁuwumuﬁiﬂﬁw Therapeutic Equivalence o
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d a a o o s
.5 ALAIMNYDINVUTUTIFNAURALY 2870 way wenasifvendmivussynvu (Package,

Labeling & Patient information leaflet): & A¥LUU

i

et

ussiausiiannzmiae (Primary Packing) 3o ussyusifduatuens

mumwwaamwzmsqﬁé’uﬁamﬁaeﬁﬁmauﬁ'ﬁ giall
)m‘uuumi%mqmmm ¥ylu Finished Product Specification

lb) UsTRRUURWIEVINY (Individual Package)

AU . -

g nauINIsUTELIY ATUUY

#

® ﬂ‘m‘jgmwum Injection Uii’ﬂﬁmgflﬂu vial, prefilled syringe o

o | nstizuuuuen Solution/Suspension/Syrup Uss9iusiu Glass o

m | nsdigusuuen Solid ussefinusilu AlwALu foil for Blister @

& | nsdizuuuuen Solid ussqsiaueidu Alu/Alu foil for Strip ®

ol . 3 v ¢ d

& | nsaugukuuen Injection Us59NMNLUU ampule ®

o | n3dlguuuuen Solution/Suspension/Syrup Uss9iausidu vam PVC ®

o | n3disunuuen Solid ussiusiidu PVC/Al Blister ®
ussyTusididnuairnsanudiseylu Finished Product Specification wel Lai1él

<] o.&
USTRUUUANIEMUY (Individual Package)

281NYIVLUTSYNU %
o w o ¢ o
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