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Bioequivalence of glucosamine sulfate capsules after
single dose in healthy volunteers
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[ Abstract] Objective: To evaluate the bioequivalence of reference and test formulations of glucosamine sulfate
capsules after single dose in healthy Chinese volunteers under fasting condition. Methods: A total of 30 healthy
human volunteers participated in a randomized, open, single-dose, three-cycle, partial repeated, three-crossover
study. Volunteers were given single dose (0.25 g) of tested and reference formulations of glucosamine sulfate capsules
under fasting state. Plasma concentration of glucosamine after administration was analyzed by LC-MS/MS method.
Non-compartmental pharmacokinetics parameters were calculated by WinNonlin 6.3, and bioequivalence was evaluated
using reference-scaled average bioequivalence ( RSABE) method by SAS 7. 1. Results: For test and reference
formulations, C,__ of glucamine (after baseline correction) were (585.0 +282.2) and (641.0 £293.6) ng-mL "',

max

T, werel.5 (0.5,5.0) and 1.5 (0.5, 5.0) h, ¢, were (1.8 £1.4) and (1.5 +0.5) h, AUC,_, were

max

(2089.2 +749.5) and (2298.2 +928.4), AUC,_, were (2095.3 £749.7) and (2303.1 £929.0), respectively.

The geometric mean ratios (GMR) of AUC,_,, AUC,__ and C,, between test and reference formulations were both

max

within 90% confidence interval broadened bioequivalent rage 74.9% to 133.6% and 70.1% to 142.7% , and
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regular bioequivalent range (80% to 125% ). Conclusion: Two formulations were equivalent under fasting condition.
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average bioequivalence ( RSABE)
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