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Study on quality consistency of Chinese materia medica
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Abstract: The study on the evaluation of quality consistency of Chinese materia medica (CMM) was presented in this paper. Based on

the present and specificity of consistency evaluation for generic drug with its reference listed drug as well as biosimilar with its

reference listed drug, combined with the general idea and the particularity of consistency evaluation for TCM, the paper describes the

application of near infrared spectroscopy, bioassay and fingerprint in the quality consistency of CMM and investigates its application

perspective, and tries to find a suitable evaluation method which can provide reference and thought for security and effectiveness of

TCM.
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Table 1 Description and technological means about pharmaceutical equivalence and biological equivalence
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Fig.1 Relationship among pharmaceutical consistency, bioavailability consistency, and therapeutic consistency
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Table 3 Application cases of in-line near infrared spectroscopy in CMM manufacturing process
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