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&e Finished product specification
b Test Items Specifications

Identification Complied with finished product specification
b | Assay #o0.0% - @@0.0% of the labeled amount of
Rivastigmine

m | Uniformity of dosage units* Complied with finished product specification
& | Impurities/Related substance Complied with finished product specification
& | Dissolution/Release rate Complied with finished product specification
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&la Drug substance specification
(@) USP
p) Test [tems Specifications
Identification Meet the requirement
Assay «=.0% - @olw.o% of Rivastigmine on the
anhydrous and solveni-free basis
m | Water NMT o.¢%
Residue on ignition NMT o.&%
& | Impurities
- Phenol impurity (rivastigmine related | NMT o.m%
compound C)
- Nor impurity (rivastigmine related | NMT o.a%
compound B)
- Any others individual impurity NMT o.@%
- Total impurities NMT o.€¢%
© | Enantiomeric purity NMT o.m% of the R-enantiomer
() EP .0
4o Test ltems Specifications
@ | ldentification Meet the requirement
b | Assay «x.0% - @ob.o% of Rivastigmine
Water NMT o.&%
& | Impurities
- Impurity A NMT o.en%
- Impurity B NMT o.@&%
- Unspecified impurities NMT o.@% (for each impurity)
- Total impurities NMT o.&%
& | Sulfated ash NMT o.@%
o | Enantiomeric purity (Impurity D) NMT o.m% of the R-enantiomer
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