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Abstract: Safety, effectiveness, and controllability are the three main attributes of medicines. The establishment of a suitable quality
evaluation system for traditional Chinese medicine (TCM) is the basic condition to ensure controllable quality of TCM. It is related
to the key commonality of the clinical safe and effective use of TCM, the development of new drug, and the development of the
TCM industry. The problem has attracted much attention in the field of TCM. The overall curative effect of TCM compound
prescription is the result of the treatment of syndromes based on the theory of TCM. Therefore, in order to construct a quality
evaluation system suitable for the action characteristics of TCM compound prescriptions, it is necessary to follow the theory of TCM
to solve the scientific problem of “the composition ratio of the effective component groups of TCM is not equal to the change in
efficacy”. Considering TCM and the human body from the perspective of biological evolution in nature, both are biological
supramolecular bodies. The theory of TCM is essentially to reveal the rules of communication and control between the human body
and the natural “molecular society”. The composition ratio and the dynamic change rule of the pharmacodynamics of the TCM
compound prepared from the growth, processing and compatibility of medicinal materials and the preparation are controlled by the
general rule of the imprinting effect of the bio-supramolecular “imprint template”, and it is advisable to establish a quality evaluation
method using imprintability of quality marker (Q-Marker) reflecting the characteristics of “imprinting template” for the TCM
compound prescriptions as an indicator. This article systematically combs the current status of quality evaluation methods for
single-component of chemical drugs and multi-component of TCM, and proposes to establish a new quality evaluation system for
TCM with Q-Marker as the core, which was composed of “individual determination, group analysis, and imprinting
characterization”, so as to solve the key scientific and technical problems of the quality control of TCM compound prescriptions.

Key words: quality evaluation of traditional Chinese medicine; “qi-xi” theory of traditional Chinese medicine; supramolecules;

imprinting; imprinting template; traditional Chinese medicine; quality marker
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