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&.@ Finished product specification

4e Test ltems Specifications
&e.e | Identification Complied with finished product specification
&alo | Assay *R&.0% - @od.0% of the labeled amount of
Rabeprazole
€. | Uniformity of dosage units* Complied with finished product specification
&.e.¢ | Dissolution® Complied with finished product specification
&.o.& | Related substances Complied with finished product specification
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4o Test Items Specifications
&b.a | Identification Meet the requirement
&blo | Assay #z.0 - @olb.o% w/w on the dried basis
ws.0 - @ol.0% w/w on the anhydrous basis
&lo.en | Organic impurities
- Pyridinone analog Not more than c.e&%
- Benzimidazolol Not more than o.e0%
- Mercaptobenzimidazole Not more than o.e0%
- Rabeprazole N-oxide Not more than o.ec%
- Methoxy analog Not more than o.eé¢%
- Rabeprazole sulfone Not more than ©.c%
- Chloro analog Not more than c.eo%
- Methoxy sulfide analog Not more than c.e0%
- Rabeprazole sulfide Not more than o.a&%
- Any other individual impurity Not more than c.ec%
- Total impurities Not more than &.0%
&lo.® | Specific tests
- Loss on drying Not more than &.0%
- Water determination Not more than o.o%
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