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Finished product specification: Rabeprazole lbo mg tablet

. Ildentification Test ATIVATY

o. Usunudedfny ®0.0-@0&.0 % LA,
an. Uniformity of dosage unit PFIVATY

@. Dissolution test

- Acid phase NMT ®0% of rabeprazole sodium dissolved in o hr
- Buffer phase

¢&. Related substance/degradation products

NLT =o%(Q) of rabeprazole sodium dissolved in ena min

- RBP sulphone NMT o.¢9%
- other individual NMT o.9%
- Total NMT @.¢9%

5. Total aerobic microbial count NMT @o™ CFU/g
NMT @0® CFU/g
Absence/y

NMT en.0%

Total yeast and moulds count
Escherichia coli

. Loss on drying

Drug substance specification : Rabeprazole sodium

®. identification test
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en. Water &.&-a.o %
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Drug substance specification : Rabeprazole sodium (#18)

o. Related substances
- Impurity A (RBP sulphone) NMT o.e&%
- Any other impurities NMT o.@o%
- Total NMT o.&%
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