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Abstract: Objective To provide a reference for the research and development of reference preparation of Dapagliflozin Tablets.
Methods The self — made preparation of Dapagliflozin Tablets was prepared, and the disintegration time and dissolution curve of
the self - made preparation were investigated. Thirty healthy subjects were selected to conduct fasting and postprandial

bioequivalence tests, the in wvivo pharmacokinetic parameters [maximum blood concentration (C,, area under the blood

concentration — time curve (AUC,_, and AUC,_,)] of the self — made preparation and the reference preparalion were compared.
The 90% confidence interval (CI) of the geometric mean ratio (T / R) of the above parameters was calculated to determine
whether the two preparation are bioequivalence in the human body. Results The dissolution rates of the self — made preparation
and the reference preparation in the four dissolution media were comparable, with dissolution rates exceeding 85% within 15 min.

Under the fasting and postprandial conditions,the T/ R of C  ,AUC,_ ,AUC, _, of the self — made preparation and the reference
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preparation were similar, and they were within the equivalent range of 80.00% - 125.00%. Conclusion The in vitro and in vivo

dissolution behavior of the self — made preparation of Dapagliflozin Tablets is consistent with that of the reference preparation with

bioequivalence and suitability,which can be used for large — scale production.
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Fig. 1 Plasma concentration — time curves of preparations after oral

administration under fasting and postprandial conditions
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