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«.o Finished product specification : Levetiracetam Tablets, USP &

UD Test items Specifications
<.e.e | Identification mwmumuﬁssﬂﬂu Finished product specification
€@ | Assay «o.0% - ®0.0% of the labeled amount of
Levetiracetam
&.@.on | Dissolution
- Test @ or NLT evo% (Q) of the LA in @& min
- Test o or NLT@o% (Q) of the LA in @& min
- Test m NLTzo% (Q) of the LA in emo min
<.e.€ | Uniformity of dosage units mwﬂhumuﬁizu‘lﬂu Finished product specification
&.e.& | Organic impurities
- Levetiracetam acid NMT o.n%
- Any individual NMT o.e%
unspecified
degradation product
-Total impurities NMT o.5%
&l Drug substance specification : Levetiracetam, USP &a
ih) Test items Specifications
&b.a | Identification mi’m&hummﬁsxﬂﬂu Drug substance specification
@bl | Assay ®=.0% - @ob.o%of Levetimcetam  (CH,N,Oy)
calculated on the anhydrous and solvent free basis
&o.on | Residue on ignition NMT o.e%
&l.€ | Limit of levetiracetam NMT o.s%
R-Enantiomer
&l.& | Limit of levetiracetam NMT o.00%

related compound B
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UD Test items Specifications

&o.o | Organic impurities :

- Pyridine-v-ol NMT o.ocloé%
- Levetiracetam acid NMT o.:%
- Levetiracetam related NMT o0.0¢&%

compound A
- Any individual unspecified | NMT o.0&%

Impurity
- Total impuirities NMT o.c%
& .o | Specific tests :
- Water determination NMT o.&%
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