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Homogenization study of traditional Chinese medicine compound preparation
and discussion on medicinal substances in preparation

ZHOU Yue-hua'!, FENG Yi?

1. Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

2. Engineering Research Center of Modern Preparation Technology of Traditional Chinese Medicine, Ministry of Education,
Shanghai University of Traditional Chinese Medicine, Shanghai 201203, China

Abstract: It is an effective method to reduce the quality difference of different batches of traditional Chinese medicine (TCM)
compound products by homogenizing the materials in the prescription. To facilitate the homogenization of TCM compound products,
this paper reviews the researches about current situation and relevant requirements on homogenization of TCM compound products, it
also discusses the homogenization in terms of prophase preparation, research object, quality requirements, calculation methods, risk
management, etc. The concept of medicinal substances in TCM compound products is put forward in this paper, considering that the
stability of medicinal substances is critical to ensure safety and effectiveness of drugs, and the idea of homogenization of medicinal
substances is also discussed. Some suggestions are put forward as follows: (1) When decoction pieces are used as the object of
homogenization, the homogeneity within the batches of decoction pieces intended for blending should be noticed. The
representativeness of samples should be ensured. If necessary, the number of sampling packages and the amount of sampling within

packages should be increased to reduce sampling errors. (2) If it shows little difference on the safety and effectiveness between new
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compound product made from multi-decoction pieces in individual extraction and that in together extraction, then each decoction piece
could be extracted individually and their extracts could be separately listed in the prescription as ingredients in replacement of decoction
pieces, meanwhile the quality standard including extracting process for each extract should be made as specifications. (3) Based on the
objectives of quality and the transfer of quantity-value, the requirements on homogenization should be reasonably set and adjusted in
consideration of characteristics and variety of specific product such as administration route, safety risk, the profile and contents of
medicinal substances in products. (4) It is suggested to explore homogenization of TCM compound products based on medicinal
substances, because controlling medicinal substances is more applicable than controlling decoction pieces for homogenization of a
compound product. It is proposed to strengthen the research on the homogenization of medicinal substances extracted from combination
of several decoction pieces, explore the relevant quality indicators, quality requirements, quality management, risk control, and
accumulate experience, so as to provide a scientific foundation and regulatory foundation for the homogenization of medicinal
substances in the TCM product in the future.

Key words: homogenization; traditional Chinese medicine compound products; medicinal substances in traditional Chinese medicine

products; decoction pieces; quality requirements
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Table 1 Comparison of characteristics of different homogenized objects
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*1-According to the general rules of the Chinese Pharmacopoeia, the prescription dosage of decoction pieces for crushing into medicine is calculated as

net powder amount *2-In this case, it is necessary to homogenize the decoction pieces and multi-source medicinal substances separately. So that the

theoretical daily dosage of decoction pieces and the daily dosage of medicinal materials are consistent
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