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Determination of exenatide in exenatide by ultra-performance
liquid chromatography

ZHOU Chun-ping'* , WANG Chuan-yue'” , ZHANG Wen-xing'

(1. College of Chemical Engineering, Zhejiang University of Technology, Hangzhou 310032, China;
2. Zhijiang College of Zhejiang University of Technology,Shaoxing 312030, China)

Abstract: A UPLC method is established for the determination of exenatide. The experiment is performed with an
Acquity BEH Cig (1.7 wm, 2.1 X 50 mm ) column and the mobile phase consisting of acetonitrile and 0.1%
tetraethylammonium perchlorate with gradient elution. The flow rate of 0. 2 mL/min and the injection volume of 1.4 L
as well as the column temperature of 40°C are employed. The result shows that the calibration curve for exenatide is
linear within the range of 0. 04 —0. 4 mg/mL. The average recovery is 100. 1% . Stability tests show that the exenatide is
stable within 8 hours at room temperature. The average determination of exenatide is above 98% . The method is proved to
be rapid and accurate and can be used for the quality control of exenatide.
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x1 EBRHBE

——— i/ VBT A B FiEhH B Y

(mLemin™') B0 % RS/ %
0.0 0.2 72.0 28.0
15.0 0.2 32.0 68.0
15.1 0.2 20.0 80.0
16.7 0.2 30.0 70.0
16.8 0.2 72.0 28.0
18.4 0.2 72.0 28.0
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R2 BEEXBRER(n=6)

ity U eI B P HguE R RSD/ %
1 4001290
2 3999312
3 3989963 3986463 0.52
4 3990930
5 3950821
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SAFIEAT T, 25 RN 3 R

#3 YEBKEKEIE

B it/ mg al it/ mg i/ % RSD/ %
L6 1. 603 100.2
1.6 1.596 99.8
1.6 1611 100. 7
2.0 2.013 100. 6
2.0 2.002 100. 1 0.34
2.0 1.996 99.8
2.64 2.637 99.9
2.64 2. 645 100. 1
2.64 2.635 99.8
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®4 BEMZBRER

Gt I 8] VTR P H U T AR RSD/ %
1 0 3180821
2 1 3179583
3 2 3177218
4 3 3166743 3169430 0.3
5 4 3163104
6 6 3158598
7 8 3159941
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485K (CAS:57-62-5 , Filhr Tk A 7l 2R 7)) |
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