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Analysis of establishment of supplementary testing methods in national drug
sampling and testing
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Abstract: Counterfeit and inferior drugs endanger public health, and combating drug adulteration is the general consensus of drug
regulatory agencies around the world. As a supplement to drug specifications, supplementary testing methods are used to identify
possible adulteration in drugs and play an important role in purifying the drug market. China attaches great importance to the use of
supplementary test methods to combat counterfeit drugs, with sound laws and regulations, and has issued establishment guidelines.
By analyzing the relevant policies and regulations, requirements, procedures, advantages as well as the approval situation since
2013, we can find that the national drug sampling and testing has many advantages in the establishment of supplementary test
methods, and fruitful results have been achieved since 2013. It is recommended to strengthen supplementary test methods
establishment, carry out re-evaluation of approved methods, and apply the concept of "green chemistry" by the exploratory research
during the future national drug sampling and testing.
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Fig.1 Flow chart for establishing supplementary testing methods in national drug sampling and testing
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Table 2 National drug sampling and testing related supplementary testing methods published on NIFDC official website
during from 2013 to 2022
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