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o.e Finished Product specification : Salmeterol & mcg and Fluticasone el& mcg metered
dose inhaler (USP aev)

D) Test ltems Specifications
@ | Identification test Meet the requirement
b | YSunusiendAgy &w.0 - @eb.o % of the labeled amount of fluticasone
Propionate
.0 - @@w.o % of the labeled amount of salmeterol
xinafoate
e | Aerodynamic size Meet the requirement
distribution
@ | Delivered-dose uniformity Meet the requirement
& | Microbial enumeration test | Meet the requirement
and test for specified
microorganisms
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Fluticasone propionate elo¢ mcg/e dose + Salmeterol b& mcg/s dose pressurised inhalation, suspension, @oo dose actuation;

TMT-ID (GPU): geobed



2 Test Items Specifications

Foreign particulate matter Meet the requirement

B-en e

Organic impurity

- Any unspecified - NMT o.@%
degradation product

- Total degradation - NMT o.0%
products

en.lo Finished Product specification: Salmeterol bw& mcg and Fluticasone el mcg metered
dose inhaler (BP boab)
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Fluticasone propionate ebod& mcg/e dose + Salmeterol ¢ mcg/e dose pressurised inhalation, suspension, ewo dose actuation;
TMT-ID (GPU): geobes
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Fluticasone propicnate elod mcg/m dose + Salmeterol lo& mcg/e dose pressurised inhalation, suspension, eloo dose actuation;
TMT-ID (GPU): geobos



