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3. anuguiRviamaiia: (USP 38)
3.1 leshed product specnﬁcatlon Levetlracetam tablet

O S Testltems o]0 o - Specifications .
3.1.1 | identification Meet the requirement

3.1.2 | Assay 90.0 - 110.0% L.A. of Levetiracetam
3.1.3 | Uniformity of dosage units Meet the reguirement

3.1.4 | Dissolution Meel the requirement

3.1.5 | Related substances Meet the requirement

3.2 Drug substance speC|ﬂcatron Leveturacetam

dg {0 i Testltems .| . Specifications
3.2.1 | Identificatio Meet the requirement

3.2.2 | Assay 98.0 - 102.0% L.A. of Levetiracetam

3.2.3 | Residue on ignition NMT 0.1%

3.24 | Water NMT 0.5%

3.2.5 | Levetiracetam R-enantiomer NMT 0.8%

3.2.6 | Impurities :
- Levetiracetam acid NMT 0.3%
- Levetiracetam related compound A | NMT 0.05%
- Any individual unspecified impurity NMT 0.05%
- Total impurities NMT 0.4%
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