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Abstract: Solid preparation of traditional Chinese medicine (TCM) is a widely used dosage form in clinical practice. However, due to
the particularity of its raw material, it is easy to absorb moisture, leading to the change of preparation properties, or even mildew and
loss of active ingredients, which in turn to affect the quality and efficacy of products. Therefore, excessive water content is one of the
key factors restricting the modernization of TCM, and water content control is very important for the development of solid preparation
of TCM. In this paper, the variation of water control standards for solid preparation of TCM in different versions of Chinese
Pharmacopoeia was focused and analyzed. Based on the preparation theory of quality by design (QbD), the present situation and
problems of water control in the modernization process of solid preparation of TCM are systematically researched and discussed in
three key points including water control strategy, analysis techniques, and preparation process, which can provide the basis for
development and application of solid preparation of TCM.
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Table 1 Changes of methods for determination of water content in Chinese Pharmacopoeia and comparative analysis of

application scope and advantages and disadvantages of each method
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Table 2 Water control of solid dosage forms of traditional Chinese medicine under the general rules of each edition of Chinese

Pharmacopoeia
[ AT R K A4 IRR S %
PR R A TA
EZHY R ) TR AR B R0 KE AR A B, BOR BRI BET RSN R A R M SEEOR SRS
RN AUKER WEGTKA WA FH) Jil=esSil

1953 Ef / x x / x x X x X X x X x x
1963 SR x X XX / / / / x I / / /
1977 Efi / / /o x / / / / x x x x X
1985 4/ / 50 x 15.0 12.0 9.0 9.0 X X / X X X
1990 iR/ 9.0 50 x 15.0 12.0 9.0 9.0 X / / X X X
1995 4/ 9.0 5.0 / 15.0 12.0 9.0 9.0 X / / 12.0 3.0 12.0
2000 R/ 9.0 5.0 / 15.0 12.0 9.0 9.0 X / 15.0 12.0 3.0 12.0
2005 R/ 9.0 6.0 / 15.0 12.0 9.0 9.0 X / 15.0 12.0 3.0 12.0
2010 Fh / 9.0 6.0 / 15.0 12.0 9.0 9.0 X / 15.0 12.0 3.0 12.0
2015 R/ 9.0 8.0 / 15.0 12.0 9.0 9.0 / / 15.0 12.0 3.0 12.0
2020 R/ 9.0 8.0 / 15.0 12.0 9.0 9.0 / / 15.0 12.0 3.0 12.0

“ Fon (PEZY ARERIZAE, (HARBTKMER] <7 Fon (PEZI) RIGRZAE
“/” indicates that Chinese Pharmacopoeia has included this dosage form, but no water control requirement; “x” indicates that this dosage form is not

included in Chinese Pharmacopoeia
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Fig.1 Main strategy of water control in production of solid preparation of traditional Chinese medicine
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Table 3 Suitable objects and water control characteristics of different granulation process
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Fig.2 Film coating reduces water vapor permeation process in high humidity environment
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Table 4 Advantages and disadvantages of film coated polymer materials
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Table 5 Moisture proof property of packing materials used in solid preparation of traditional Chinese medicine
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