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Abstract Objective: To evaluate the human bioequivalence of trimetazidine hydrochloride sustained release
tablets in Chinese healthy subjects with single dose in fasting and postprandial conditions. Methods: A

randomized, open, single-dose, two-sequence, two-cycle crossover trial design was used. Twenty-four healthy
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subjects were included in the fasting and postprandial groups, respectively, and randomly divided into two
groups with 12 subjects in each group. Trimetazidine hydrochloride sustained release tablet test preparation
(T) or reference preparation(R) 35 mg was administered orally according to TR sequence in the first group
and RT sequence in the second group. The concentration of trimetazidine in plasma was determined by high
performance liquid chromatography-tandem mass spectrometry. The pharmacokinetic parameters were calculated
and statistically analyzed by Win Nonlin 6.4 and above and SAS 9.3, and the bioequivalence was evaluated.
Results: The main pharmacokinetic parameters of reference preparation and test preparation after fasting were as
follows: C,,, were (69.73+12.86) and (74.43+13.45) ng-mL", respectively. T}, were all 4.5 h. t,, were (6.47+£0.51) and
(6.38+0.42) h, respectively. AUC,, were (825.74£140.29) and (867.88+126.28) ng'-mL"h, respectively. AUC,., were
(832.57+142.73) and (874.50+127.86) ng:mL"-h, respectively. The main pharmacokinetic parameters of reference
preparation and test preparation after oral administration after meals were as follows: C,,,, were (80.05£16.67)
and (90.4017.95) ng-mL", respectively. T, were all 4.5 h. 1, were (6.32+1.02) and (6.17+1.00) h, respectively.
AUC,, were (824.61£147.04) and (825.27+154.35) ng'mL"h, respectively. AUC,., were (831.34+149.00) and
(831.43+156.99) ng'mL"h, respectively. 90% confidence intervals corresponding to geometric means value of
main pharmacokinetic parameters of test preparation and reference preparation met the requirements of equivalent

range (80.00%-125.00%) in fasting and postprandial states. Conclusion: The test preparation and reference

preparation are bioequivalent when taken orally in fasting and postprandial groups.
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