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[3] ISO/FDIS 18113-1 Clinical laboratory testing and in vitro diagnostic test systems-In vitro
diagnostic medical devices-Information supplied by the manufacturer (labelling) —Part 1:General re-
quirements and definitions

[4] EN 375 2001 Information supplied by the manufacturer with in vitro diagnostic reagents
for professional use

[5] EN 9802003 Graphical symbols for use in the labelling of medical devices

[6] EP17-A  Protocols for Determination of Limits of Detection and Limits of Quantitation;
Approved Guideline, CLSI, 2004
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