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[ Abstract | The inheritance of traditional clinical value of famous classical formulae is an important
direction for the development of traditional Chinese medicine industry. Compared with the previous research and
development of new drugs, the management requirement of " material reference" was introduced into the famous
classical formulae research, which is used as the reference of process optimization and quality control. The
characteristics of compound preparation of famous classical formulae are also reflected in the core concept of
" quality inheritance of classics" in the road of industrial development. How to implement the above requirements
and concepts into product development and industrial production? There are many specific common problems to be

solved in practical research. How to effectively establish the " material reference" of famous classical formulae of
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different dosage forms? How to use "material reference" to guide the process optimization of compound preparation
of famous classical formulae? How to determine the daily dose of famous classical formulae? How to take effective
measures in the selection of raw material to reduce quality fluctuation range? This paper discusses the key issues
such as production process and quality evaluation from the following aspects. Firstly, the management regulations
and research and development guidelines are analyzed, and the specific implementation methods are given. Then,
the possible problems in the Requirements for Declaration Documents ( Draft for Opinions) are pointed out, and
relevant suggestions are given. Finally, based on the research experience of standard decoction and famous

classical formulae in the laboratory, an example is given to provide reference for the development of compound

preparation of famous classical formulae.
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Fig.1 Core role of material reference of famous classical formula
from traditional decoction to production and quality control of

modern preparation
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Fig. 2 Diagram of core role of material reference of classical

formula in development of preparations of famous classical formula
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Table 4  Testing items for quality standard of famous classical
formula
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