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Quality control strategy of traditional Chinese medicine based on pharmaceutical
product lifecycle management

ZHENG Tian-jiao, HAN Wei

( Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China)

Abstract  Quality control is the key content of the research and development of traditional Chinese medicine. Its
connotation is not limited to the qualitative or quantitative detection of an indicator component, but extends to the
establishment of a whole process quality control system from the perspective of pharmaceutical product lifecycle
management. This paper discusses the quality control strategy of traditional Chinese medicine based on the concept of
pharmaceutical product lifecycle management. The main suggestions are as follows: (DFocus on the "holistic view" and
"phased" characteristics of quality control, and strengthen the establishment of quality control strategy based on top-level
design; ®@Strengthen the research on quality control of traditional Chinese medicine based on quality risk management.
Focus on the correlation between quality control indicators and the safety and effectiveness of traditional Chinese medicine,
and establish a quality evaluation system consistent with the characteristics of traditional Chinese medicine; ®The
establishment of quality control strategy should consider the characteristics of different registration classifications; @Attach
importance to the quality correlation research, strengthen the quality transfer research, ensure the quality traceability, and
establish a sound quality management system; ®Strengthen the quality research of marketed drugs to achieve dynamic
quality improvement.

Key words pharmaceutical product lifecycle management; quality control strategy; quality risk management; "holistic

view" and "phased"; whole process quality control
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Fig.1 Lifecycle management of drugs and quality control of traditional Chinese medicine
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