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3.1 Finished product specification: Levetiracetam 500 mg Tablet USP 41

13 Test items Specifications
1 | Identification AU
2 | Assay 90.0 - 110.0% of the state amount

3 | Uniformity of dosage units | #329K1U

4 | Dissolution Test 1 — NLT 70%(Q) of the LA. in 15 mins. 38
Test 2 - NLT 80%(Q) of the L.A. in 15 mins. %138
Test 3 - NLT 80%(Q) of the L.A. in 30 mins.

5 | Organic Impurities - Levetiracetam acid: NMT 0.3%
- Any individual unspecified degradation product: NMT 0.1%
- Total impurities: NMT 0.6%
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3.2 Drug substance specification: Levetiracetam USP 41

) Test items Specifications

1 | Assay 98.0 - 102.0% of Levetiracetam
calculated on anhydrous and solvent-free basis

2 | Identification AN

3 | Residue on ignition NMT 0.1%

4 | Water NMT 0.5%

5 | Limit of Levetiracetam R-Enantiomer NMT 0.8%

6 | Levetiracetam related compound B (§731) | NMT 0.10%

7| Organic Impurities - Pyridin-2- ol : NMT 0.025%
- Levetiracetam acid: NMT 0.3%
- Levetiracetam related compound A: NMT
0.05%
- Any individual unspecified impurity: NMT 0.05%
- Total impurities: NMT 0.4%

3.3 HAN1INTIATIZN Elemental impurity 38l Risk assessment report (Wan4
NE15UIZNaY)
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