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Application of statistical process control in the loading control of soft capsule

HUANG Ling’, WAN Hong-Li
(By-health Co., Ltd., Zhuhai 519040, China)

ABSTRACT: Objective To investigate the application of statistical process control (SPC) in soft capsule loading
control, so as to establish a foundation for the application of SPC in other processes of soft capsule production or
other health food production processes. Methods Taking the loading control of soft capsule in the production
process of a certain enterprise as an example, the x -s control chart of capsule loading was made by collecting the
data of loading control and calculating the standard deviation of samples. Then the abnormal points of process were
analyzed by calculating the process capability index (Cp). Based on the above analysis, the corrective and preventive
actions for loading control were developed through 5WHY analysis, which were implemented in HACCP plan.
Results The standard deviations of samples produced in the second and sixteenth hour exceeded control limits,
which was a abnormal phenomenon. The reasons included lack of automatic material replenish function of the
equipment, insufficient material grinding, and staff’s improper cleaning operations by 5SWHY analysis. After taking
improvement measures, the process capability level increased from grade IV to grade 11, the Cp increased by 12%,
and the percentage of unqualified products decreased. Conclusion As aloading control method, SPC can improve
the stability of loading and the process capability in the production of soft capsules.
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Fig.1 x - s control chart of capsule loading
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Fig. 2 Process capability analysis of capsule loading control
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Fig. 3 x - s control chart of loading weight



4196

®2 HRESREETRERSWHY 54

Table2 5WHY analysisfor unstableloading weight of soft capsule products
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Table3 Corrective and preventive actions for loading control
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Fig. 4 Process capability analysis of capsule loading control
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Table4 Comparative analysis of process capability before and after improvement
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