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Determination of Related Substances in Levetiracetam Sustained-release Tablets by HPLC

ZHANG Shao-hua', WANG Jin-gang'*, JIANG Hai-song’( 1.Shaanxi College of Traditional Chinese Medicine, Xi’
an 712046, China; 2.Harbin Branch, Beijing Kexinbicheng Pharmaceutical Technology Development Co., Ltd.,
Harbin 150000, China)

ABSTRACT OBIJECTIVE: To establish a method for the determination of related substances in Levetiracetam sustained-release
tablets. METHODS: HPLC method was adopted. The separation was performed on Wondasil C;s column with mobile phase consist-
ed of buffer (potassium dihydrogen phosphate, sodium heptanesulfonate, pH 2.8)-acetonitrile (950:50) at the flow rate of 1.0 ml/
min. The detection wavelength was set at 200 nm, and injection volume was 10 ul. The content of related substances was calculat-
ed by external standard method. RESULTS: The linear range of levetiracetam were 0.168 7-6.714 pg/ml (+=1.000). The average
recoveries were 90.3% , 101.7% and 103.3% at low, medium and high concentrations, and RSDs were 0.17%, 1.08% and 0.43%
(n=3), respectively. The limit of quantification of levetiracetam acid was 76.51 ng/ml. CONCLUSIONS: The method is simple,
accurate and specific for the determination of related substances in Levetiracetam sustained-release tablets.
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Fig1l HPLC chromatograms

A. system suitability solution; B. mobile phase; C. un-destroyed sam-
ples; D. samples solution destroyed by high temperature; E. samples de-
stroyed by acid; F. samples destroyed by alkali; G. samples destroyed
by oxidation; 1. levetiracetam; 2. levetiracetam acid; 3. impurity 1 ; 4.

impurity Il ; 5. impurity Il
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Tab 1 Result of destroyed sample
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Tab 3 Result of system suitability
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Tab 4 Determination of related substance in 3 batches of
samples
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