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[ Abstract] Objective: To establish a method of accelerated release of brexpiprazole sustained release
microspheres for injection in vitro and discuss the in vivo and in vitro relationship, so as to provide reference for
prescription screening and quality control of this preparation. Methods: The effects of surfactant type, salt type
and temperature on the release behavior were investigated by the method of constant temperature water bath. The
in vitro accelerated release method was finally determined by the analysis of distinguishing ability and in vivo and
in vitro relationship (IVIVR). Results: A method for accelerated release of pH 7.4 HEPES ( containing 0. 2%
cetyltrimethylammonium bromide) at 45 °C in vitro was established, which showed a good correlation with in vivo
release (r*>0.99). Conclusion: The method of accelerated release in vitro established in this paper can guide
prescription screening and process modification in all stages of drug development, and it is of great significance for
product quality control.
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