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Interval Monitoring on the Stability of Traditional Chinese Medicine Reference
Material

Yan Hua, Ma Siyu, Cheng Xianlong, Chen Jia, Wei Feng', Ma Shuangcheng’(National Institutes for Food and
Drug Control, Beijing 100050, China)

Abstract Objective: To ensure the quality stability and traceability of traditional Chinese medicine reference
material (TCMRM), so as to play a practical and effective technical support function in national food and drug
supervision, a method for the interval monitoring (IM) of TCMRM and its feasibility were studied. Methods:
The qualitative attribute of TCMRM and the factors that affect the quality stability of TCMRM were discussed.
A protocol of IM and evaluation method were established based on the TLC method according to the CNAS-
CLO1 (ISO/IEC 17025, 2005) Testing and Calibration Laboratory Accreditation Standards and National
Pharmaceutical Standard Material Management Measures released by CNAS. Results: The verification protocol
and the evaluation method for TCMRM achieved good stability evaluation results and could find and timely deal
with the unstable problem, which improved the work efficiency of developing TCMRM. Conclusion: IM is an
important measure to ensure the quality of TCMR. The newly established protocol and method of IM were simple
and effective.
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