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Levetiracetam 500 mg/5 ml solution for infusion
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Finished product specification: Levetiracetam Injection

1 | Identification m‘saﬁ]mum’mﬁizﬂu Finished product specification

2 | Assay 90.0 - 110.0% of the labeled amount of Levetiracetam

3 | Organic impurities - Levetiracetam acid : NMT 0.3%
- Any individual unspecified degradation product : NMT 0.1%
- Total impurities : NMT 1.00%

4 | pH 50-6.0

5 | Bacterial endotoxins test NMT 0.175 USP Endotoxin units/mg of Levetiracetam

6 | Sterility tests mw&humuﬁwﬂu Finished product specification

7 | Particulate matters Gﬁ’m&hum’mﬁizﬂu Finished product specification
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