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Objective To improve the production and inspection efficiency of medical device manufacturers,
improve the quality system management level of manufacturers, and ensure the safety and
effectiveness of medical devices. Methods Sort out the business process of the medical device
manufacturer, connect the database of production and ERP system to inspection system, and build
the operation software for the quality control department. Results The system has covered all the
products of the manufacturer, and has realized the informatization and visualization of the inspection
process. Conclusion The research and application of the system can improve the quality management
traceability system of medical device manufacturers, and improve the efficiency and accuracy of
medical device quality inspection.
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Fig.1 Structure chart of quality inspection information system
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Fig.2 Business flow chart of quality inspection information system
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Fig.3 Sketch map of data exchange between ERP system database and
inspection system database
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personnel, including product inspection registration, inspection review,
re-inspection records, etc.
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