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[17 ISO 15198, Clinical laboratory medicine — In vitro diagnostic medical devices — Validation of user
quality control procedures by the manufacturer

[2] ISO 17511, In vitro diagnostic medical devices — Requirements for establishing metrological

traceability of values assigned to calibrators, trueness control materials and human samples

[3] ISO 18113-2, In vitro diagnostic medical devices — Information supplied by the manufacturer

(labelling) — Part 2: In vitro diagnostic reagents for professional use

[4] ISO/TEC 15415, Information technology — Automatic identification and data capture techniques — Bar
code symbol print quality test specification — Two—dimensional symbols

[5] IMDRF GRRP WG (PD1)/N52: FINAL 2018, Principles of Labeling for Medical Devices and IVD
Medical Devices. Available at https:// www .imdrf .org/ consultations/ cons —labeling —md —ivd —180712 .asp.
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