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Application of ultra performance lc-mass spectrometry/mass spectrometry method
in the bioequivalence study of Sodium Valproate Sustained-Release Tablets

LIANG Yan'’, CHEN Jian-Ning’

(1. Department of Pharmacy, Affiliated Hospital of Guilin Medical University, Guilin 541001, China; 2. Department of
Pharmacy, Guilin People's Hospital, Guilin 541002, China)

ABSTRACT: Objective Establish a detection methodology that can quickly, easily, and in large quantities analyze and
detect the blood concentration of valproic acid, and can be applied to evaluate the bioequivalence of Sodium Valproate
Sustained-Release Tablets in healthy volunteers. Methods Organize subjects to take the test and reference formulations of 0.5
g sodium valproate sustained-release tablets, collect blood samples, and prepare plasma samples. Determine the concentration
of valproic acid in plasma using the established ultra performance lc-mass spectrometry/mass spectrometry (UPLC-MS/MS).
Results Under fasting and postprandial conditions, both formulations were bioequivalence in terms of absorption rate and
degree. Conclusion This experiment established an accurate and rapid UPLC-MS/MS method for detecting the content of
valproic acid in human plasma samples. Two formulations have bioequivalence.
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Fig.1 Verage drug time curve of fasting test
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Fig.2 Average drug time curve of postprandial test
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Table 1 Results of equivalence statistical analysis for fasting test
I . /NI U E S G .
i Al (NT) Z il (NR) T/R FAE(%) T/R FAE(%)1) 90% CI -
Cpox(g/mL) 31.242(44) 30.993(44) 101.06 98.46~103.31 R
AUC,, (hepg/mL) 988.5(44) 970.6(44) 101.71 99.18~104.41 SR
AUC,..(hepg/mL) 1012.1(43) 990.2(42) 101.94 99.30~104.87 R
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Table 2 Results of equivalence statistical analysis for postprandial test

/NI U AR

A SRR AR (NT) Z: il (NR) T/R LLfH(%) T/R LLAH(%) 1Y 90% CI &
Coax(pg/mL) 30.562(34) 30.628(35) 99.82 97.70~101.87 L

AUC,,(hepg/mL) 1049.1(34) 1051.3(35) 99.66 97.74~101.88 R

AUC,_,(hepg/mL) 1093.1(34) 1091.5(35) 100.03 98.00~102.34 B
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