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3.1. Finished product specification : Rabeprazole sodium tablet

4o Test items Specifications

1 | Identification Complied with finished product specification

2 | Assay 90.0 - 110.0% labeled amount of rabeprazole sodium
3 | Content Uniformity* Complied with finished product specification

4 | Dissolution time Complied with finished product specification

5 | Disintegration time Complied with finished product specification

6 | Total Related substances Not more than 2.0%
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3.2. Drug substance specification : Rabeprazole sodium EP 9.0

U2 Test items

Specifications

1 ldentification

Complied with drug substance specification

- impurity A
- Unspecified impurities

- Total impurities

2 | Assay 97.0 - 102.0% of rabeprazole sodium (dried substances)
3 | pH 9.5-11.5
4 | Related substance

1A 0.8%
weiay impurity LAy 0.10%
laifiu 1.0%

5 Loss on drying

T3iAu 0.5%
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