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Finished product specification :

19 Specification Acceptance Criteria
@ | Identification Meet the requirement
Assay ®&.0 - @o&.0% of the labeled amount of
fluticasone furoate
o | Impurities - Related substances
- Any unspecified impurity NMT o.lo%
- Total impurities NMT @.&%
& | Preservative Content
- Benzalkonium chloride W& - 0%
- Disodium edetate 0é& - ©60%
pH &.o0-0l.o
o | Microbial Limits

- Total aerobic microbial count

Total yeast and mould count

NMT @o® CFU/gm
NMT @o” CFU/gm
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) Specification Acceptance Criteria
o | Uniformity of delivered dose Meet the requirement

@ | Weight of contents Target + o.& gm

« | Number of sprays NLT the label claim

oo | Droplet size distribution Meet the requirement
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