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é&.e Finished product specification :

i) Test ltems Specifications
® | ldentification Meet the requirement
b [ Assay ®o.o0 - @eo.0% of the labeled amount of

Levetiracetam

& Bacterial endotoxins Not more than c.ew¢ USP Endotoxin
units/meg of Levetiracetam

& pH &0 - .o

& Particulate matier

Size z@0 um Not more than o,000 particles/container
Size zlo& um Not more than boo particles/container
o | Sterility Meet the requirement
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48 Test Items Specifications
ol Impurities
- Levetiracetam acid Not more than o.;mo0%
- Any individual unspecified degradation | Not more than o.ec%
product siNot more than &.0%
- Total impurities
e | Volume in container Not less than & ml
&la Drug substance specification
i Test ltems Specifications
@ | ldentification Meet the requirement
o | Assay &a.0 - aolb.o% of the labeled amount of
Levetiracetam (on the anhydrous and solvent free
basis)
e | Residue on lgnition Not more than o.e%
& | Limit of Levetiracetam Not more than o.c%
R-Enantiomer
& | Limit of Levetiracetam related Not more than o.e%
compound B
o | Organic impurities
Pyridine-o-ol Not more than o.olw&%
Levetiracetam acid Not more than o.m%
Levetiracetam related Not more than o.0&%
compound A
Any individual unspecified Not more than o.0&%
impurity
Total impurities Not more than o.a%
o | Water determination Not more than o.&%
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