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Studies on Pharmacokinetics and Bioequivalence of Benazepril in Healthy Volunteers

TIAN Lei, HUANG Yiling, SONG Rong, HUA Lu, KUANG Fu-hua, LI Yishi (The Key Labomtory of Clinical Trial
Research of Candiovascular Dmgs, Fuwai Candiovascular Hospital, CAMS and PUMC, Beijing 100037, China)

ABSTRACT: OBJECTIVE To study the phamacokinetic profiles of benazepril and evaluate the bioequivalence of two benazepril
tablet preparations. METHODS - An open random ized, two-period crossover study was performed on 24 healthy volunteers with a sin-
gle dosage of 20mg benazepril. A sensitive LC/MS/MS method was established to detemine the plasma concentrations of benazepril
and its active metabolite benazeprilat RESULTS To benazepril, the main phamacokinetic parameters of test and reference preparm-
tions were as follows: C,, (193.8 £84.0) ng/mL and (226.3 £110.3) ng/mL, £ (0.70 £0.35)h and (0.47 £0.20) h, ¢, (1.22
+0.20)h and (1.30 £0.16) h, AUC, _ (182.1 *61.4)ng* h/mL and (180.3 £73.6) ng* h/mL. To benazeprilat, the phama-
cokinetic pamameters were as follows: C,, (275.9 £129.3) ng/mL and (266.6 £105.9) ng/mL, £, (1.44 £0.42)h and (1.31 £
0.36)h, t,(5.29%0.65)h and (5.41 *0.80)h, AUC, . (1187.6 £481.9) ng* h/mL and (1155.3 *481.8) ng* h/mL. The
relative bioavailability of test preparation were (104 £14) % for benazepril and (103 £9) % for benazeprilat. CONCLUSION The
two preparations were bioequivalent
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