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Total impurities and degradation product

Formoterol fumarate

Budesonide

Delivered dose and uniformity

Mean delivered dose

Individual doses (Mean)

Microbial limit test (A53934 o FendAey)
Total aerobic microbial count
Pseudomonas aeruginosa

Escherichia coli

Staphylococcus aureus

Water content
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Not more than &.0% w/w

Not more than &.&% w/w

=&.0 - ead % of nominal

None outside b&.o0 — ean& %

Not greater than @o® cfu/g.
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Absent
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Not more than o.ce&% w/w
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