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Finished product specification: Lansoprazole mo mg OT tablet

@. ldentification Test NI

. USunushendifgy ®an.o-moe.o % LA.

. Uniformity of dosage units ATITNUY

. Dissolution - Acid stage NMT @0%LA dissolved in oo mins

- Buffer stage NLT e¥&9% LA dissolved in && mins
&. Related substance

- Sulfone analogue - NMT o.e%
- Other (individual) - NMT o.0% for each
- Total - NMT @a.0%

Drug substance specification _ : Lansoprazole (USPea)

®. Identification Test NI
b. USuawsnendreny ®&2.0-000.0 % LA
e. Water Maximum o.&%
& Residue on ignition Maximum o.e%
&. Organic impurities
- Lansoprazole Sulfone - NMT o.e%
- Lansoprazole N-oxide - NMT c.0%
- Lansoprazole Sulfide - NMT o.@%
- Other individual impurity - NMT 0.e%
- Total - NMT 0.0%
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