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Investigation on production process quality control of traditional Chinese medicine—
Banlangen granule as an example

Abstract:For the quality management system of herbal medicines, intermediate and finished products it exists the "short
board" effect of methodologies. Based on the concept of process control, new strategies and new methods of the
production process quality control had been established with the consideration of the actual production of traditional
Chinese medicine an the characteristics of Chinese medicine. Taking Banlangen granule as a practice example, which
was effective and widespread application, character identification, determination of index components, chemical fingerprint
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and biometrics technology were sequentially used respectively to assess the quality of Banlangen herbal medicines,
intermediate (water extraction and alcohol precipitation) and finished product. With the transfer rate of chemical information
and biological potency as indicators, the effectiveness and transmission of the above different assessments and control
methods had been researched. And ultimately, the process quality control methods of Banlangen granule, which were
based on chemical composition analysis-biometric analysis, had been set up. It can not only validly solute the current
status that there were many manufacturers varying quality of Banlangen granule, but also ensure and enhance its clinical
efficacy. Furthermore it provided a foundation for the construction of the quality control of traditional Chinese medicine
production process.
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