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Rabeprazole sodium 20 meg gastro-resistance tablet
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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95-105% of labeled amount
3.1.3 | Uniformity of dosage units Meet the requirement
3.1.4 | Dissolution Acid phase: Not more than 10% is dissolved in 2 hours

Buffer phase: Not less than 80%(Q) is dissolved in 30

minutes

3.1.5 | Degradation products
-Any unspecified degradation Not more than 0.2%

-Total degradation products Not more than 0.5%




3.2 Drug substance specification:

h) Test ltems

Specifications

3.2.1 Identification

Meet the requirement

322 Assay

98.0% - 102.0% of the labeled amount

3.2.3 Water determination

Not more than 7.0%

324 Loss on drying

Not more than 1.0%

3.25 Impurities

-Rabeprazole related compound A
-Benzimidazolol

-Rabeprazole related compound C
-Rabeprazole sulfone N-oxide
-Rabeprazole related compound B
-Methoxy analog

-Rabeprazole related compound D
-Rabeprazole related compound F
-Methoxy sulfide analog
-Rabeprazole related compound E

-Any individual impurity

-Total impurities

Not more than 0.15%
Not more than 0.10%
Not more than 0.10%
Not more than 0.10%
Not more than 0.15%
Not more than 0.15%
Not more than 0.8%

Not more than 0.10%
Not more than 0.10%
Not more than 0.15%
Not more than 0.10%

Not more than 1.0%
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