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b.e Finished product specification

- Identity test

- Usunausnendngy

- Content Uniformity
- Uniformity of mass
- Dissolution test

- Related Substances

lo.lo Raw material Specification

- |dentity test

s

- Ysunudeddey

- Appearance

- Enantiomeric purity
- Related Substances

Magnesium

- Water
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m’s'ﬂﬁhum’mﬁizﬂu Finished product specification
«m.o0% - @od.0% LA of Esomeprazole
m’aﬁaﬂi’mmuﬁwﬂu Finished product specification
mmﬁhumuﬁﬁxﬂu Finished product specification
Not less than e/o% (Q) in eo minutes

Total amount : NMT &%

Any known individual : NMT o.&%

Any other individual : NMT o.0%

p39EURNTszyTU Raw material specification
«2.0% - @ob.o% LA of Anhydrous Esomeprazole
Magnesium Trihydrate

mi’mﬂhuﬁi’mﬁ'ﬁw‘lu Raw material specification
NMT 0.2%

m.eno — en.&@% calculated with reference to
anhydrous substance
Do - 3.0%
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