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Finished product specification:

o Test items Specifications
Identification Complied with finished product specification
Assay wo.0 - ®®0.0% of the labeled amount of omeprazole
o pH (@zaiesie solvent ivinzal)  &.c-eo0.0
& Uniformity of dosage units* Complied with finished product specification
& Sterility Complied with finished product specification
o  Bacterial endotoxins Not more than ee/& Endotoxin Units/@&.lo mg of
omeprazole sodium %3
Not more than b.ex& Endotoxin Units/mg of
omeprazole
o  Water Not more than &o0.0%
« Particular matter
- Size > ®0 pm Not more than b,000 particles/container
- Size >& pm Not more than oo particles/container
« Related substances
- Individual impurity Not more than o.&%
- Total impurities Not more than e.0%
@o Constituted solution Complied with finished product specification
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