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Abstract: Objective To prepare Buspirone Hydrochloride Gastric — Floating Sustained — Release Capsules and optimize this formulation
by the central composite design —response surface methodology(CCD — RSM). Methods Taking the amount of hydroxypropyl methyl cel-
lulose (HPMC) K15M,HPMC K100M, polyvinylpyrrolidone(PVP) K30 and cetyl alcohol as the factors,and taking the in wvitro cumulative
release rate( ) and the floating performance of the preparation as indexes,the formulation was optimized by CCD —RSM,and then it
was validated. Results The optimized formulation was as follows:35 mg HPMC K15M,100 mg HPMC KI100M,11 mg PVP K30 and 14
mg cetyl alcohol. The indexes of Buspirone Hydrochloride Gastric — Floating Sustained — Release Capsules prepared according to the opti-
mized formulation were as follows:the initial floating time was shorter than 1 min,the duration of floating was longer than 8 h,and the
Qsn was over 75%. The measured values of Qa, Qan, Qs from the prepared sustained — release capsules were (28.8 +0.7)% ,(54.8 +
0.5)% and (79.7 £1.1)% ,and the related errors of them to predictive value were 1.0% ,3.6% and 2. 6% . Conclusion The Bus-
pirone Hydrochloride Gastric — Floating Sustained Release Capsules prepared by optimized formulation with CCD — RSM has good sus-
tained — release and floating performance.

Key words:buspirone hydrochloride ; gastric — floating sustained — release capsules;central composite design —response surface methodology;

cumulative release rate;floating performance ;formulation optimization
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