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&.e Finished product specification

(@) Parecoxib sodium powder for solution for injection

4o Test ltems Specifications
® | ldentification Complied with finished product specification
o | Assay *&.0% - @o&.0% of the label amount of Parecoxib
o | pH O.E& - B.&
@ | Water determination Not more than b.0%
& | Bacterial endotoxin Not more than .«t EU/mg of Parecoxib (free acid)
o | Uniformity of dosage units Complied with finished product specification
& | Reconstitute time Not more than bo seconds
& | Degradation products Complied with finished product specification
&« | Sterility Complied with finished product specification
@o | Particulate matter
- Size > @o pPm Not more than b,000 particles/container
- Size > & pum Not more than oo particles/container
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(o) Sodium chloride injection (Solvent)

io Test ltems Specifications
@ | ldentification Complied with finished product specification
o | Assay &&.0% - @o&.0% of the label amount of Sodium chloride
®.EE& - &.&& mg/ml
m | Extractable volume Not less than .o ml
@ | Bacterial endotoxin Not more than o.lb& EU/ml
& | Sterility Complied with finished product specification
o | Particulate matter
- Size > @o um Not more than »,000 particles/container
- Size > & um Not more than oo particles/container
&l Drug substance specification
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