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Some considerations on the application of laser diffraction or scattering

method in the measurment of the particle size and distribution of API

LIU Danxing WU XiaoHfei ZHANG Xin WANG Hongiang
( Center for Drug Evaluation National Medical Products Administration Beijing 100022  China)

Abstract  The particle size and particle size distribution of API need to be strictly controlled and usually
measured by laser diffraction or scattering method in drug marketing registration. However this part of application
dossiers are generally incomplete and non-standard. Based on the requirements of relevant regulations guidelines
and review experience in recent years this paper expounds some considerations on the study of particle size of API
in order to provide some references for future research and help applicants to improve the quality of application
dossiers.
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