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Salmeterol 25 mcg and Fluticasone 125 mcg MDI

1. anaudAaly
i LﬁumvﬁuqmmﬂmﬂLﬁammwaamamﬁm Metered - Dose Inhaler (MDI)
1.2 Usgneumedigndifsy Salmeterol 25 mcg Way Fluticasone 125 mcg/Dose
1.3 ussglunmvuglalddmTuriuganisin §1uau 120 Doses
1.4 fi9vazBontuiingn Tumuneny wwuiindn lwuzdowifusunnginauuunvuussn

2. AauantAnematinniy USP 37 visaiilvinda

2.1 ldentification test AIIINIUY
2.2 USuausiendnegy 75.5 — 92.5% LA of Salmeterol (18.88-23.13mcg)

(Mean delivered dose/ex-actuator content) 79.0 — 97.0% LA of Fluticasone
(98.75—121.25mcg)

2.3 Content of Uniformity HTIVUY
2.4 Fine Particle Mass MIIU
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1. dunnmdsenasidsusuneiunadowhivenitesmielulsemdlng warduas (Declare) udadn
1.1 Tuddynstunadousniuen (ne.2 ne.3 ne.4 wdausnsd)
111 lunsdidusindslulszmelng (anes ne.2)
11.2  lunsdfdugidfionsudsussy e ve.3)
113 lunsdifdugnindransssema (mnefs ve.q)
1.2 Tudvetunsdoue vz.1 veseitaussien WiouTuavldunrTon15AIUANANAINYBINANI
pfitungidould (Finished Product Specification) nadiftegsgvinsnsdsunasudlofisfuazsos
WUULENATHIALUINNABNISYaRALIN WS Finished Product Specification
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Bnsialunsnanevesnsznsnasisagy GMP)  Tuminsniauswis lunsdifugiindiein
aUszine grandesdldunnmasvideusewnnsgiunssdneimuvdninasiisnsirlunane1ves
Uizmm:iwam %38 Certificate of Pharmaceutical products
3. AN mdnelenaIAAEN YU TlauaTIAN
3.1 HANSATINIAS BRI NNARSUeiuBENaR (Certification of analysis) lugniuftdadu  Heen
3.2 HANSATINIATIERRANNIRGAU (Raw material) vosmendidnililunsnansiuiidadufosig
VOIHAR AT NHAN TN AU
4. efiauafuefiviendufnanvdodufuudmelngnse
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6.1 1gveseidmousasliidosnin 12 Weu tuaniudmeu
6.2 swnoniidmweu azfosdsdunmndelususemansnsaiinngiouiidmeuesnde
6.3 Tunsdifivhesisnisinisduiesweiiidweuifiodinianiiesgiamunin viies1snisasyii
wifsdedesweiiatnsen lnofuiazdesdeniiudnmudiuiuiivineenisdimsaieseiwasiy
J5uRaveualddrslunisnsrsdinsizinanin lunsdfinuiierldidulumuaudnvusianis
miies1vNsveanuAs iisuiTsanmsauesmefinavesuneuay Mienanlunduioly
6.4 fuiwazdossudsueilesilndvuneny vieileiamsideuaamiauriug
7. lenansdu 4
7.1 deyansAnw Stability data m1u shelf life va981
7.2 lunsdifunsdevenunannnii 2 U azdesdldiuinwarenanisine Long term stability anufidiu
wsslunedousuuans
7.3 Iuﬂia‘iﬁlﬂﬂdméfuLLUU%éfaaﬁ]mamsﬁnm%aam&a (Bioequivalenec) gufusIAuLUULABIT
n1sfne deadulyniundninasivazuuimisdjualunsdnuiTrauyavesenandyaes
ABENTIUNITOIMTUALEINTENTNAITITUAT
74 Sifuavssynistudinauedaesnisléam (dose counter)
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