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On Management of Pharmaceutical Reference Standards and Quality Control
for Research and Production
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Institutes for Food and Drug Control, Beijing 102629, China)

Abstract  Objective: To introduce the management organization structure and quality control requirements
for the research, production and distribution of pharmaceutical reference standards in order to guarantee the
quality and supply. Methods: The research, production and management workflow for pharmaceutical reference
standards were analyzed based on the requirements of ISO 17034 international standards. The quality factors that
should be controlled in all aspects of research, production and management were also analyzed. The importance of
complying with the requirements was emphasized. Results: An effective mechanism for the quality control of the
research, production and distribution and continuous supply of pharmaceutical reference standards was established
and improved. Conclusion: In order to ensure the quality and availability of pharmaceutical reference standards, it
is necessary to strengthen the management of each process of workflow of the pharmaceutical reference standards.
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