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On the Status Quo of Medicines Entrusted Inspection and Risk Control in China
BI Xiu-ling, LI Zhu-hua, LI Sha-jing, ZHAO Ying-chun (Dalian Institute for Food and Drug Control, Liaoning
Dalian 116021, China)

ABSTRACT OBJECTIVE: To regulate the drug entrusted inspection, and to provide reference for ensuring quality and safety of
medicines. METHODS: The status quo and risk of medicines entrusted inspection in China were analyzed, and the details of risk
control measures were investigated in respect of the selection of inspection agency, sample management, signing of the agreement
as well as regulatory mechanisms. RESULTS & CONCLUSIONS: The status quo of medicines entrusted inspection in China mani-
fest as increasingly diverse inspection agencies, uncontrollable sample, the agreement remaining to be refined and daily supervision
remaining to be improved. Risk control measures include unified supervision, guidance and communication for detection institu-
tion, improvement of the relevant rules, regulations and technical specifications; the medicines are inspected according to state,
quantity, safekeeping and other contents stated in sampling record and contract, and reception record should be completed, if neces-
sary, taking pictures on file; the signing and fulfillment process of the agreement should be refined; medicines regulatory depart-
ments should promote information docking between the pharmaceutical manufacturers and inspection agencies, and strengthen the
supervision system to ensure the quality and safety of medicines.
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