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Abstract ; Objective

healthy volunteers. Methods

To evaluate the relative bioavailability and bioequivalence of two clopidogrel hydrogen sulfate tablets in
A single oral dose of 75 mg clopidogrel hydrogen sulfate test and reference tablets were given to 32
healthy male volunteers in a randomized, two-way crossway study. Clopidogrel acid concentrations in plasma were determined by
LC-MS/MS. With use of DAS software, the pharmacokinetic parameters were calculated and the bioequivalence of the two prepara-
tions was evaluated. Results Clopidogrel acid was linear in the range of 10— 7 000 ng/mlL, with the lower of quantification of 10
ng/mL. The average recovery of clopidogrel acid and internal standard clopidogrel acid-d4 were 88. 1% and 89. 6% , respectively.
Both intra- and inter-batch RSD were lower than 8. 0% ,and RE was within +8. 0%. The main pharmacokinetic parameters of test
and reference preparations were as follows: AUC,, (11 235.172%2 250.63) ng* h™' « mL~' and (10 835.07=%1 994.46) ng+ h™'
e mL ',AUC,.. (11 606.8042 323.53) ng+h ' + mL ' and (11 201.94+1 953.69) ng* h™' « mL™',C,, (4 724. 071 399,
60) ng/ml and (4 621. 9641 193.52) ng/ml, T, (0.68=+0.15) h and (0. 70£0. 23) h;t,» were (8.21%3.26) h and (8. 00+£1.
44) h,respectively. The Fy, and F, .. of test tablet were (103.749.6)% and (103. 4+8. 4) % ,respectively. Conclusion The ab-
sorption rate and extent of the two preparations are comparative,and the two preparations are bioequivalent.

bioavailability ; bioequivalence
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