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Content determination of obeticholic acid tablets by HPLC

LU Yunxia', PAN Xingyan', YAO Jun'*

(1. School of Chemical and Pharmaceutical Engineering, Hebei University of Science and Technology, Shijiazhuang, Hebei
050018, China; 2. State Key Laboratory Breeding Base-Key Laboratory of Molecular Chemistry for Drug of Hebei Province,
Shijiazhuang, Hebei 050018, China)

Abstract: In order to establish a method for the content determination of obeticholic acid tablets, HPLC-UV method is
adopted. The determination is performed on Agilent HC-Cys column(250 mm X 4. 6 mm,5 pm) with mobile phase acetonitrile
(0. 02% formic acid)-water (0.02% formic acid) = 60 : 40 (V/V) at the flow rate of 1. 0 mL/min. The detection wavelength
is 195 nm, the column temperature is 30 C and the volume is 100 L. The result shows that there is a good liner relationship
between the mass concentration of obeticholic acid in the range of 0. 200 26~1. 001 30 mg/mL and the peak area, and =0. 999 9.
The RSD of precision, stability and reproducible tests are all less than 1. 0%. The average recovery rate is 99. 64% , and RSD
is 0.58% (n=19). The method is simple, exclusive, accurate and durable, and can be used for the content determination of

obeticholic acid tablets.
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Fig. 2 Full-wavelength scanning of obeticholic acid
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A1 mKEZBRERON=9)

Tab.1 Results of recovery test(n=29)

BE R A&/ mg WA &/ mg B3/ % SB[/ % RSD {4/ %
1] W % 3k 80 % 8.069 6 8.077 3 100. 10
8.069 6 7.984 9 98.95
8.069 6 8.051 4 99.77
B 3% K 100 % 10.087 0 10.087 8 100. 01
10.087 0 9.930 6 98. 45 99. 64 0.58
10.087 0 10.072 3 99. 85
B i 3% K 120 % 12.104 4 12.068 6 99.70
12.104 4 12.065 7 99. 68
12.104 4 12.137 4 100, 27
2.9 EmMEEWNE 22 H&:LEMNRZLERM=3)
LB S HRESER,R2.2. 1”7 F FEH Tab. 2 Results of content determination of samples(n=3)
UG B 2. 17U (8 4 2F 0 E 45 L #e wCBERD / %
% 2. 20160501 99.9
20160502 100. 2
3 i 20160503 99.5
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