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Discussion on relevant issues of uniform standards for varieties of traditional
Chinese medicine formula granules

XU Yu-ling, LEI Yan-li, ZENG Li, LI Cai-hong, WANG Chen, LIU Tao
School of Pharmacy and Bioengineering, Chengdu University, Chengdu 610106, China

Abstract: By referring to Chinese Pharmacopoeia 2015 edition and relevant literatures, combining the Technical Requirements for
Quality Control and Standard Formulation of Traditional Chinese Medicine Formula Granules (Draft for Comments) issued by
China Pharmacopoeia Committee in 2016, and considering the actual production situation of formula granules, the specificity of
quality standards, the selection of quantitative detection indexes, index component transfer rate and other aspects in the Publicity of
Uniform Standards for Trial Use of Traditional Chinese Medicine Formula Granules were comprehensively discussed. According to
the results of the discussion, relevant suggestions are put forward for the development and improvement of the quality standard of
traditional Chinese medicine formula granules, which provides reference for promoting the healthy development of formula granule
industry.
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Fig. 1 Characteristic chromatogram of bitter almond
formula granule
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Fig. 2 Characteristic chromatogram of fried bitter almond
formula granule

4
: 1 5(S)
, |
| | i
JU,. _,'1[ ,,,,, 42\ ‘l _)i ‘I’ \
0 10.0 20.0 30.0 40.0 50.0
t/min

A-L-EHAH 5(S)-HA
4-L-amygdalin  5(S)-amygdalin
3 EEE(CE S BRFHEEE
Fig. 3 Characteristic atlas of bitter almond soaked in boiling
water formula granule
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Fig. 4 Types and quantity of formula granules under
different transfer rates calculated by minimum content of
corresponding medicinal materials in the pharmacopoeia
and minimum limit of publicity standard
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Fig. 5 Types and quantity of formula granules under
different transfer rates calculated by maximum content of
corresponding medicinal materials in the pharmacopoeia
and maximum limit of publicity standard
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