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1. 1SO 18113-2:2009 In vitro diagnostic medical devices -- Information supplied by
the manufacturer (labelling) -- Part 2: In vitro diagnostic reagents for professional

use.

2. ISO 18113-3:2009 In vitro diagnostic medical devices -- Information supplied by
the manufacturer (labelling) -- Part 3: In vitro diagnostic instruments for

professional use

3. ISO 18113-4:2009 In vitro diagnostic medical devices -- Information supplied by
the manufacturer (labelling) -- Part 4: In vitro diagnostic reagents for self-testing.

4. 1S0 18113-5:2009 In vitro diagnostic medical devices -- Information supplied by
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the manufacturer (labelling) -- Part 5: In vitro diagnostic instruments for self-
testing.

GHTF SG1/N70:2011 Label and Instructions for Use for Medical Devices.

% B 21 CFR 809 Subpart B: In Vitro Diagnostic Device Labeling
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ISO 15223:2012 Medical devices — Symbols to be used with medical device
labels, labelling and information to be supplied



