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1 2] YY/T 0657—2008 EEHE.LHL
.3] ISO 15198:2004 Clinical laboratory medicine—In vitro diagnostic medical devices—Vali-

dation of user quality control procedures by the manufacturer

(4] IEC 62366 Medical devices—General requirements for safety and essential performance— Usability
5] EN 980 Graphical symbols for use in the labelling of medical devices
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