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Analysis of Requirements for Authorized Signatories of Pharmaceutical
Products Testing Laboratories

Wang Yan, Zhang Qingsheng’ (National Institutes for Food and Drug Control, Beijing 102629, China)

Abstract Objective: To ensure that authorized signatories as essential factors of a management system in the
drug testing area can effectively meet the requirements of laboratory accreditation. Methods: Combined with the
work characteristics of drug inspection and testing institutions, all accreditation specifications were systematically
sorted out to determine the scope of the field that drug testing laboratories could apply for accreditation, and the
relevant accreditation documents followed in this field were clarified. Results and Conclusion: According to the
items in the relevant accreditation documents, the general and professional requirements for authorized signatories
approved by the laboratories in the field of pharmaceutical testing were summarized. Meanwhile, another key
point of this paper was to clarify other requirements that authorized signatories should meet within the whole
cycle of laboratory accreditation, such as numbers or changes of authorized signatories, an interim arising from
the edition update of an accreditation document. The content could be used as a reference for pharmaceutical
products testing laboratories to establish a management system, apply for laboratory accreditation, and maintain
the effective operation of the management system after granted accreditation.
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