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ABSTRACT OBJECTIVE: To establish a method for the determination of lamivudine

concentration in human serum. METHODS: The samples were detected and analyzed after

eliminating the protein. The determination was performed on 2-dimensional high performance
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liquid chromatography (2D-HPLC) which the extraction column was Aston SN with

mobile

phase consisted of methanol-acetonitrile-water (containing 10mmol/L acetic acid) (V:V:V=
4:5:16, PH=5.35) at the flow rate of 0.5 mL/min and the analytical column was Aston SNX4
with mobile phase consisted of methanol- water (containing 6.5mmol/L acetic acid) (V:V =

2:3, PH=3.8) at the flow rate of 1.0 mL/min. The column temperature was 40°C and UV

detection wavelengh was set at 270nm. Injection volume was 100 pL. RESULTS: The linear
range of lamivudine were 204.80-12800 ng/mL (R?=0.9999, %RSD=0.9379) , and the
quantitative lower limit was 204.80 ng/mL. The extraction recoveries were 91.14%~92.32%.
The intra-day and inter-day RSD were all less than 3%. CONCLUSIONS: The 2D-HPLC
method for the determination of plasma concentration of lamivudine is not only simple and
efficient, but also accurate and stable, with high sensitivity suitable for the determination of
plasma concentration and pharmacokinetic study of lamivudine.
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Fig 1 The structure and the working principle of FLC 2701 automatic

two-dimensional liquid chromatography system
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=4:5:16 (V:V: V), RN NTFE: 6.5mmol/L ZFR/KEWH (=& pH=3.8
) =2:3 (V:V); HiBhiahtd: 4ifbK. Jiis: H—4E i RZmE Ny 0.5mL/min, 5
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Tab 1 Time program for FLC 2701 system
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Fig2 Two-dimensional liquid chromatogram of lamivudine
A. FALIME (blank horse serum); B. A AIMLIE (blank human serum); C. FrKFE XM (reference of

lamivudine); D. KK EH MIEHEWHR C(horse serum spiked with lamivudine)
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Tab2 Results of precision and accuracy tests of lamivudine ( x=s, n=5)

i i ¢ JEE H RS & H RS & 5

(ng/mL)  SZPHKE (ng/mL) RSD (%) A (%) SHKRE (ng/mL) RSD (%) YETRE (%)

425 410.58+=7.08 1.72 96.61 418.20+12.23 2.92 98.40
3400 3526.42£17.43 0.49 103.72 3542.77+39.58 1.12 104.20
10200 10065.07£37.19 0.37 98.68 10105.83 +88.63 0.88 99.08
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Tab 3 Results of recovery tests of lamivudine ( x+s, n=5)

TCL ) R P AR
(ng/mL) HE (%) RSD (%)
425 9232+2.06 2.23

3400 91.26+1.86 2.04
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