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Abstract: After the completion of pilot work of traditional Chinese medicine formula granules (TCMFGs) and the implementation of
technical requirements for the formulation of quality standards, the formulation of national and provincial standards have achieved
milestones. Research process on national standard of TCMFGs and exploration and research results of the provincial standard are
summarized in this paper. The entry point is the standard review and problems encountered in the review during the formulation of
standard of TCMFGs in Shandong Province, such as raw material of TCM, production process, rationality of qualitative/quantitative

index composition, etc. Specific reasons for above problems are excavated in this article, controlling the source of TCMFGs, seeking
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more exclusive and economic inspection methods, strengthening quality control throughout the production process are also proposed.

The establishment of a quality standard formulation system with enterprises as the core and relevant parties should be cooperated and

shared, so as to promote the formulation and improvement of the standard of TCMFGs, with a view to promoting the high-quality

development of TCMFGs industry.

Key words: traditional Chinese medicine formula granules; standard formulation; standard review and evaluation; problem and

countermeasure analysis; industrial development
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Fig. 2 Chuanxinlian formula granules from different manufacturers
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