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Cis (250 mm x 4. 6 mm,5 um) , A H TH - FEE - 0. 10% FiREZ(58:10:32, V/V/ V), &k 1.0 mL/min, 5 F 25, 428 A
30 °C,380 — ELSD %M % ,i2 B4 % A 90 C,N, ik A 2.6 L/min G5 R #4528 2B SR E 1.0 ~100. 5 pg/mL 7& B A 5% &
REMEX R B, R2=0.9896(n=7); &M (LOD, S/ N=3). £ ZFMR(LOQ, S/ N=10) %] % 0.45 pg/mL, 1. 52 pg/mL; -F ¥ =ik
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Content Determination of Chenodeoxycholic Acid and Ursodeoxycholic Acid by HPLC - ELSD
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Abstract: Objective To establish a high performance liquid chromatography — evaporative light scattering detection(HPLC — ELSD)
The Cis column(250 mm x4.6 mm,35 p,m) was filled

with octadecylsilane chemically bonded silica. The mobile phase was acetonitrile — methanol —0. 1% formic acid(58 : 10 :32, V/V/V),

method for the content determination of chenodeoxycholic acid drugs. Methods

the flow rate was 1.0 mL/min(isocratic elution),the column temperature was 30 °C ,the detector was 380 — ELSD, the temperature of
drift tube was 90 °C ,the flow rate of N, was 2.6 L/min. Results Chenodeoxycholic acid showed a good linear relationship within the
range of 1.0 -100.5 pg/mL with the peak area, R*=0.989 6(n=7);the detection limit(LOD, S/ N=3) and the quantitative limit
(LOQ, S/ N=10) were 0.45 pg/mlL,1.52 wg/mL respectively;the average recovery rate was 99.22% ,the RSD was 1.29% (n=9).
Ursodeoxycholic acid showed a good linear relationship within the range of 1.0-103.2 wg/mL with the peak area, R =0.994 4(n=7);
LOD(S/N=3) and LOQ(S/N=10) were 1. 14 pg/mL and 3.79 wg/mL respectively;the average recovery rate was 96.72% ,the RSD
was 3.97% (n=9). Conclusion The method is convenient, reproducible, precise and accurate, which can effectively control the quality of
chenodeoxycholic acid.
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A1 Ak BEER(n=9)

#adE (ug) mANE (ng) MAFE (pg) B R (% ) X (%) RSD(% )

CDCA UDCA CDCA UDCA CDCA UDCA CDCA UDCA CDCA UDCA CDCA UDCA

29. 14 9.71 16. 35 8.20 45.50 17. 18 100. 06 91. 10

29.32 10. 16 16.51 8.22 45. 68 17. 89 99. 09 94. 04

29. 44 10. 22 16.25 5.61 45. 82 15.33 100. 80 91.09

29. 14 9.71 20. 50 10. 33 49,33 20. 16 98. 49 101. 16

29.32 10. 16 20. 53 10.20 49. 65 20. 36 99. 03 100. 00 99.22 96.72 1.29 3.97

29.44 10. 22 21.20 10. 71 50.75 20. 83 100. 52 99.07

29. 14 9.71 24. 85 12.51 53.11 21.95 96. 46 97. 84

29.32 10. 16 25.05 12.35 54.15 22.05 99. 12 96. 28

29.44 10. 22 25.58 12. 80 54. 86 23.01 99.37 99.92
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