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Risk Control of Management for Standard Labels and Instructions of National
Pharmaceutical Reference Standards

Wang Yajun, Wang Li, Zhao Zongge™ (National Institutes for Food and Drug Control, Beijing 102629, China)

Abstract Objective: To reduce the management risk of the labels and instructions of national pharmaceutical
reference standards and reduce the losses caused by the risk. Methods: Causes of the risk were analyzed according
to current management situation and existing problems of labels and instructions of the national pharmaceutical
reference standards. A series of measures and methods were developed to control the risk. Results: The
preparation and production of the labels and instructions of national pharmaceutical reference standards were
standardized. A standarized quality control system and risk assessment control system were established. Risk
awareness and knowledge of the staff were improved and responsibilities of the staff were enhanced. Moreover,
risk management system was updated in a real time manner. Conclusions: Management of labels and instructions
of national pharmaceutical reference standards is strengthened through establishing the risk control of the
management of labels and instructions of national pharmaceutical reference standards, management risk and
the losses caused by the risk are reduced. In this way, quality and safety of national pharmaceutical reference
standards is guaranteed and accurate information can be provided for users.
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