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Ipratropium bromide 21 ug/puff war Fenoterol Hydrobromide 50 pg/puff Inhaler 200 puffs
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1. Identification test

USunadnendAgy 95.0 — 105.09% LA of Ipratropium Br
85.0 - 105.0% LA of Fenoterol HBr

IUUIBINNINA valve litfeninfiseyliluaain

Uniformity of metered dose S

Particle size

Particulate Matter

HTIIU AINTUINBUNTA LAY Fine Particle
size Fraction fitvunl3lu Finished oroduct
specification

l4i\iu 50 Particles/50puffs Particles the loncest

axis of which > 100 pm

Decomposition of Ipratropium Br ey 1.0%
Decomposition of Fenoterol HBr el 2.0%
Pressure 4.5-5.5 bar

The leakage rate

lsiifiu 400 mg/year
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