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Comparison of Criteria for Chromatographic-Mass Spectrometric Confirmation of the Identification of Analytes

HE Fengyanl , ZHOU Yanan' , GUO Rixin' , LIU Jingl , HE Yi** , WEI Fengl * (1. National Institutes for Food and Drug
Control, Beijing 100050, China; 2. Chinese Pharmacopoeia Commission, Beijing 100061, China)

ABSTRACT :OBJECTIVE To compare technical documents on criteria for chromatographic-mass spectrometric confirmation of the
identification of analytes in major international organizations,and provide suggestion for updates of corresponding technical specifications
in Chinese Pharmacopeia. METHODS Chinese Pharmacopeia volume IV ,the guidance or technical documents in European Commis-
sion, Food and Drug Administration,and World Anti-Doping Agency were reviewed. The key parameters in relevant technical documents
were compared. RESULTS  The criteria in different organizations were updated following the repaid development of analytical tech-
niques. Existing technical documents also vary in their requirements for specific technical parameters. CONCLUSION It is suggested
that the criteria for chromatographic-mass spectrometric confirmation of the identification of analytes in Chinese Pharmacopeia general
chapter 0431 mass spectrometry should be specified to provide more detailed guidance and ensure relevant methods executed scientifi-
cally and standardly.

KEY WORDS: chromatographic-mass spectrometry; identification confirmation; criteria; issued guidance
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