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1. #amn Levetiracetam 500 mg tablet
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3. amaNLGMInaka

3.1 Finish product specification”

Testtem

1

- Rnmdasndagy 90.0 - 110.0% of the L.A. of Levetiracetam

2. Identification ATIIN

3. Dissolution n3dild test 1 : ugaamasemgliiaann 70%(Q) of the LA. lutian 15 wfl
Ny @le test 2 : usasnsazanglaifonnit 80%(Q) of the L.A. Twiasn 15 whfl
nyoild test 3 : ugasmIazasliiasndt 80%(Q) of the LA, luias 30 wifl

4. Uniformity of Dosage units ATIIHIU

5. Impurities AT

3.2 Drug substance specification : Levetiracetam”

1. ﬂ?mm@ﬁm&ﬂﬁty 98.0 - 102.0% of Levetiracetam (calculated on the anhydrous and solvent-free basis)
2. ldentification AU

3. Residue on ignition NMT 0.1%

4. Heavy metals NMT 20 ppm

5. Water determination NMT 0.5%

6. Limit of Levetiracetam R-Enantiomer | NMT 0.8%

7. Related substance ATIHIU
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