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[Abstract]  After the completion of the pilot work of traditional Chinese medicine formula granules

(TCMFGs) , the national and provincial medical products administrations have published and implemented
about 440 varieties of TCMFGs standards. Based on the previous work, this paper analyzed technical problems
encountered in the review and evaluation of Shandong TCMFGs standards, mainly involving the executive
standards and distinguishing technologies of raw materials, the adding process of excipients in the procedure
item, the rationality of quality control methods, the information content and reproducibility of characteristic
chromatograms, the nomenclature and accessibility of reference materials, etc. The common problems such as
the coverage of standards, specification differences, and the integrity of quality control items of current
TCMFGs standards were discussed deeply. It is proposed to promote the upgrading of provincial standards to
national standards, accelerate the research and development of reference materials, advocate the use of high-
quality raw materials, explore the evaluation methods of high-quality products, and strengthen the quality
supervision of the whole process. Suggestions of this paper is hoped to provide references for the formulation of

national and provincial TCMFGs standards, promote the continuous improvement of TCMFGs standard system,

and ensure the healthy and orderly development of the TCMFGs industry.
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Fig. 1 HPLC characteristic chromatograms of wine-processed

products of Polygonatum kingianum formula granules from

different manufacturers
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Fig. 2

Thin layer chromatograms of Hedyotis diffusa formula

granules
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formula granules
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