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Editor's Note:

Traditional Chinese Medicine ( TCM ) is the great treasure of the traditional culture of Chinese nation's five—
thousand—year, the crystallization of thousands of years of medical practice, which has made significant contributions
to the prosperity of the Chinese nation. TCM continuously shows enormous vitality in the long Chinese history, which

is greatly beneficial in the process of people's health care, rehabilitation and disease treatment. With the progress of
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science and technology, the state's support for Traditional Chinese Medicine enterprises and the people's recognition
of the efficacy of TCM, TCM has been further developed. At the same time, the quality and safety of TCM has received
more and more attention.

The National Medical Products Administration ( NMPA ) promulgated the Implementation Opinions on
Promoting the Inheritance, Innovation and Development of Traditional Chinese Medicine in December 2020,
which clearly proffers several suggestions to strengthen the supervision on the quality and safety of TCM, organize
special inspection of TCM and continuously increase the sampling inspection of TCM and TCM decoction pieces. The
supervision focuses on the problems of adulteration, dyeing and weight gain, illegal addition, illegal purchase Chinese
herbal pieces and other issues of illegal crime. Therefore, the Institute for Control of Chinese Traditional Medicine
and Ethnic Medicine (ICCTMEM) of National Institutes for Food and Drug Control (NIFDC) has organized the
provincial and municipal drug inspection institutions to carry out research and development of methods to combat the
adulteration of TCM by using all kinds of techniques, such as microscopic identification, thin layer chromatography,
high performance liquid chromatography and liquid chromatography—mass spectrometry, to identify the dyed or
adulterated components in TCM for many years. In this work, several supplementary inspection methods have been
formed to combat adulteration, which were used to serve the supervision of TCM market and achieved good results.

By the deeply research to adulteration, we found the main issues of TCM adulteration include dyeing,
adulteration of feeding pieces, violation of process feeding and so on. Among them, there are some typical cases, such
as using 808 scarlet to dye cinnabar and dragon's blood, using Bupleurum marginatum var. stenophllumto adulterate
Bupleurum chinense, and the direct feeding of materials in violation of the extraction process, which significantly
influenced the safety and quality of TCM. In this regard, the drug regulatory authorities pay more attention to organize
experts to carry out professional studies to reveal the quality issues of TCM, including adulteration and counterfeiting,
and formulate corresponding supplementary inspection methods, which have cracked down on illegal acts of
adulteration, effectively guaranteed the quality of traditional Chinese medicines, and made positive contributions to
the healthy development of traditional Chinese medicines.

"Special Column on Cracking Down on Counterfeiting of Chinese Patent Drugs" will report the relevant
research achievement in stages. This issue will focus on the common problem of TCM adulteration, in which the
article "Application of supplementary inspection methods in the quality supervision of TCM drug" reviews the
implementation of supplementary inspection methods, discusses its role in quality supervision and quality standards
improvement of TCM, and puts forward suggestions on the research direction of supplementary inspection methods.
In addition, there are three papers introduced the research on the identification methods of adulteration of plant drugs
such as Aurantii Fructus, Smilacis Radix et Rhizoma and Ophiopogonis Radix in TCM respectively, and another
paper "Identification of Whitmania pigra and its common counterfeits based on DNA barcoding and specific PCR
technology", reported the specific PCR identification method of Whitmania pigra, which can quickly and accurately
identify Whitmania pigra and its common counterfeits. The next issue will focus on the identification methods of
Bupleuri Radix, Ginseng Radix et Rhizoma, Lonicerae Japonicae Flos adulteration and Scutellariae Radix violations.
Through the above research, the purpose is to strengthen the crackdown on adulteration of TCM, guarantee the quality

and safety of traditional Chinese medicine, and serve the public health.

Invited Column Editor—in—Chief: Dai Zhong
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Application of Supplementary Drug Testing Methods in Quality Supervision of
Proprietary Chinese Medicine

Hu Xiaoru®, Yang Qingyun®, Zhou Yanan, Liu Jingjing, Dai Zhong', Ma Shuangcheng  (National Institutes
for Food and Drug Control, Beijing 100050, China)

Abstract Objective: To review the implementation of supplementary testing methods (STM), discuss the role
and significance in quality supervision and standards improvement of proprietary Chinese Medicine, and put
forward suggestions on the research direction of supplementary testing methods. Method: From January 2006 to
March 2022, the STM involved in proprietary Chinese Medicine were sorted out, and the correlation between the
content of STM and the quality of proprietary Chinese medicine was analyzed by detailing the implementation
situation. Result: China has published and implemented 120 generic supplementary testing methods involving
proprietary Chinese medicines, mainly involving prescription drug flavor falsification, weight gain, illegal addition
of chemical substances, staining, and failure to produce according to approved production processes. Through
the statistics of the promulgation time of supplementary testing methods, it is found that the promulgation time
of different types of supplementary testing methods has certain regularity. Conclusion: The implementation

of supplementary inspection methods has effectively cracked down on the adulteration and counterfeiting
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of proprietary Chinese medicine, and helped improve the quality standards of traditional Chinese medicine.

Suggestions to develop more varieties of the same or more indicators to check general complement testing method

of research, testing departments could according to the problems found in the market of medicinal materials,

contains the ingredients of traditional checking method of related research, corresponding to the market varieties

of proprietary Chinese medicine screening work actively, and subsequently declare added inspection method, and

crack down on the adulteration of proprietary Chinese medicine.
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