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Abstract: A rapid and sensitive liquid chromatography-electrospray ionization-mass spectrometry (LC-ESI/

MS) method for quantification of pentoxyverine citrate in human plasma has been developed and applied for the

bioequivalence and pharmacokinetics study. After extracted from plasma samples with ethyl acetate, analysis

was performed in selected ion monitoring (SIM) mode with a positive electrospray ionization (ESI) interface

with a mobile phase consisted of methanol and water (0.4% glacial acetic acid and 4 mmol-L™" ammonium

acetate, 43 : 57, v/v). The linear concentration range of the calibration curves was 1.0-160.0 ng'mL™" for

pentoxyverine citrate, inter- and intra-precision (RSD) was less than 12.5%, accuracy (RE) was in £13.5% and

absolute recovery was more than 80%. The method was proved simple, rapid, sensitive, specific and suitable

for pharmacokinetic and bioequivalence study of Yufenweilin capsule containing pentoxyverine citrate.
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Table 1
pentoxyverine citrate in plasma samples (N =5, X *S)

Precision and accuracy of the determination of

Pentoxyverine Concentration/ng-mL ™"

Precision/% Recovery/%
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1.04

x10°
504 m=334 /\P

2.54

citrate Spiked Measured
Inter-day 2 1.94+0.21 10.99 97.15
10 10.73 £ 0.56 5.20 107.28
80 85.98 £2.06 2.40 101.15
Intra-day 2 1.89 £ 0.07 3.81 91.80
10 10.78 £0.34 3.17 109.12
80 86.51 +3.74 4.32 109.81
X103 A
751 m=8375
5.0
2.5
S.IO 7'.5
x10* B
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0- = :
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Figure 1 Chromatograms of pentoxyverine and pentoxyverine citrate in human plasma. A: Blank plasma; B: Blank plasma spiked
with pentoxyverine citrate (64 ng'mL ") and roxithromycin (200 ng'mL™'); C: Plasma sample 1.25 h after an oral dose of 50 mg

pentoxyverine citrate. P: Pentoxyverine citrate; I: Roxithromycin
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Figure 2 Mean concentration—time curve after oral administra-
tion of 50 mg pentoxyverine citrate in 20 healthy volunteers
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