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Pharmacokinetics of cefixime capsules made by different prescriptions in beagle dogs
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3 Beijing Zhendong Biotechnology Co. Ltd, Beijing 100080)

Abstract Objective To investigate the pharmacokinetics and bioequivalence of cefixime capsules made
by different prescriptions and the reference product in beagle dogs. Methods Eight beagles received test cefixime
capsules or reference capsules of 50 mg in three cycles. Plasma samples were collected at different time points. Plasma
concentrations of cefixime were determined by LC-MS/MS and the pharmacokinetic parameters were calculated.
Results  The pharmacokinetic parameters of tests A, B, and reference capsules were as follow: C__ (11.24+26.39),
(14.33+8.29) and (10.24+5.36)ng/mL, T (2.69+1.31), (3.52+1.58), and (2.75+1.76)h, AUC_ ., (0.11£0.19),
(0.14+0.06), and (0.11+0.32)ng-h/mL, AUC__ (0.13+0.20), (0.16+0.09), and (0.12+0.04)ng-h/mL. Conclusion  Test
A preparations were not bioequivalent with the reference preparations, and test B preparations were bioequivalent with
the reference preparations. The two test preparations were not bioequivalent.
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Fig 1 Chemical structure of cefixime
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Fig. 2 The dissolution profiles of cefixime capsules in different dissolution medium
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Fig. 3 Representative LC-MS/MS chromatograms for cefixime and trimethoprim in beagle plasma
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Tab. 2 Precision and recovery results of cefixime
in beagle plasma
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Y It (ng/mL) gﬁif) T TP L
50 47.67 6.18 1.12 91.54
200 195.41 7.42 3.89 93.80
5000 4754.69 9.34 3.54 91.29
20000 19105.92 11.53 6.70 91.71
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Tab.3 Stability results of cefixime in plasma in different
conditions (n=5)
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Tab. 4 Pharmacokinetic parameters of dexlansoprazole after oral
administration of test and reference preparations

I 2 Ll ZRBIFIA - 2B
Cprun(ng/mL) 112442639  1433£829  10.24£536
T (h) 2.69%1.31 3.52£1.58 2.75+1.76
AUC,(ng'h/mL)  0.11£0.19  0.14%0.06 0.11£0.32
AUC,.(ng'h/mL)  0.13+£020  0.16%0.09 0.1240.04
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Fig. 4 Mean concentration-time curves of cefixime after oral
administration of test and reference capsules
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