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Study on the correlation between the particle size distribution of
meclofenoxate hydrochloride for injection and the weight variation
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[ Abstract] Objective: To investigate the influencing factors of weight control level of meclofenoxate
hydrochloride for injection, and establish the quality control method based on laser diffraction particle size analysis.
Methods ;: The sources of APls, types of packaging equipment and debugging methods of preparations from different
companies were investigated by telephone survey. The crystal form was determined by powder X-ray diffraction.
Laser diffraction particle size analysis was used to determine the particle size and particle size distribution, and the
diameter was calculated. Results:For the meclofenoxate hydrochloride for injection produced by direct packing of
API, the excessive spans of API and improper bugging methods of packaging equipment were the direct causes of
product non-conformity. There was a positive correlation between the span and the RSD value of weight. Conclusion ;
This study reasonably explained the reasons for the unqualified weight and content of meclofenac hydrochloride
injection and proposed a practical method for the improvement of the production process of the enterprise and a
scientific and feasible control acceptance method for the bulk drug used in the packaging, which provides a strong
technical support for improving the quality of medicines and reducing the risk of clinical medication.
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