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Bioequivalence of azilsartan tablets in Chinese healthy volunteers
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Abstract  Objective: To evaluate the bioequivalence and safety of generic formulation of azilsartan ( test)
and the original brand ( reference) . Methods: This study was designed as single-center randomized open-abel
single-dose two—period two-sequence and self-erossover. Subjects participated in fasting trial or in fed trial were
randomly divided into 2 groups receiving a single dose of azilsartan test or reference (40 mg) respectively. Blood
were collected up to 72 h after drug administration and azilsartan levels in plasma were determined by HPLC-MS/
MS. Pharmacokinetics of each subject were calculated and analyzed with Phoenix WinNonlin 6. 4. The safety of
subjects during hospitalization was monitored by research doctors and nurses. Results: The linear calibration range
of the established HPLC-MS/MS method was 10 ~8 000 ng*mL ™" with an LLOQ of 10 ngemL ™" for azilsartan in
human plasma. The intra—and inter-batch standard deviations of precision were less than 15% . The pharmacokinetic

parameters of the test and reference formulations under fasting conditions were as follows: C, . (4 308.00 +
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948.75) and (4728.29 +1071.03) ng*mL™' T

max (

2.60 £0.93) and (2.50 £0.93) h AUC,_,,,(3.72 +
1.17) x10* and (3.86 +1.13) x10* heng*mL™'. The pharmacokinetic parameters of the test and the reference
e (4707.92 + 1 103.33) and (5 130.42 + 995.81)
ng'mL™" T (2.69+1.37) and (2.15 £0.65) h AUC,_,,,(3.47 +0.73) x 10* and ( 3.69 +0.67) x 10*
hengemL~'. The 90% confidence interval for the ratio of C, . AUC, , and AUC, ., under fasting and fed

conditions were all within the bioequivalence acceptance range of 80.00% ~125.00% . No serious adverse events

formulations under fed conditions were as follows: C

accrued in this trial. All adverse events were grade I and disappeared relieved or stabilized. Conclusion: The
generic formulation of azilsartan was bioequivalent to the reference marketed brand. Both the azilsartan formulations
were well tolerated.
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