
In vitro diagnostic medical devices — 
Information supplied by the 
manufacturer (labelling) —
Part 2: 
In vitro diagnostic reagents for 
professional use
Dispositifs médicaux de diagnostic in vitro — Informations fournies 
par le fabricant (étiquetage) —
Partie 2: Réactifs de diagnostic in vitro à usage professionnel

INTERNATIONAL 
STANDARD

ISO 
18113-2

Second edition 
2022-10

Reference number 
ISO 18113-2:2022(E)

© ISO 2022Copyright International Organization for Standardization 

-
-
`
,
`
`
,
,
,
,
`
,
`
,
`
`
,
,
`
`
`
`
`
,
`
`
,
,
,
,
-
`
-
`
,
,
`
,
,
`
,
`
,
,
`
-
-
-



ii

ISO 18113-2:2022(E)

COPYRIGHT PROTECTED DOCUMENT

©  ISO 2022
All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may 
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on 
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below 
or ISO’s member body in the country of the requester.

ISO copyright office
CP 401 • Ch. de Blandonnet 8
CH-1214 Vernier, Geneva
Phone: +41 22 749 01 11
Email: copyright@iso.org
Website: www.iso.org

Published in Switzerland

   © ISO 2022 – All rights reserved
 

Copyright International Organization for Standardization 

--`,``,,,,`,`,``,,`````,``,,,,-`-`,,`,,`,`,,`---



ISO 18113-2:2022(E)

Foreword ..........................................................................................................................................................................................................................................v
Introduction .............................................................................................................................................................................................................................. vi
1 Scope ................................................................................................................................................................................................................................. 1
2 Normative references ..................................................................................................................................................................................... 1
3	 Terms	and	definitions .................................................................................................................................................................................... 1
4 General ........................................................................................................................................................................................................................... 1

4.1 Essential requirements ................................................................................................................................................................... 1
4.2 Identification of kit components ............................................................................................................................................. 2

5 Content of the outer container label ............................................................................................................................................... 2
5.1 Manufacturer ........................................................................................................................................................................................... 2
5.2 Identification of the in vitro diagnostic (IVD) reagent ....................................................................................... 2

5.2.1 IVD reagent name .............................................................................................................................................................. 2
5.2.2 Batch code/lot number ................................................................................................................................................. 2
5.2.3 Unique device identifier (UDI) ............................................................................................................................... 2

5.3 Contents ........................................................................................................................................................................................................ 3
5.4 Intended use/Intended purpose ............................................................................................................................................. 3
5.5 In vitro diagnostic use ..................................................................................................................................................................... 3
5.6 Storage, transport, and handling conditions ............................................................................................................... 3
5.7 Expiry date ................................................................................................................................................................................................. 3
5.8 Warnings and precautions ........................................................................................................................................................... 4

6 Content of the immediate container label ................................................................................................................................ 4
6.1 General provisions .............................................................................................................................................................................. 4

6.1.1 Single container ................................................................................................................................................................... 4
6.1.2 Small label ................................................................................................................................................................................ 4

6.2 Manufacturer ........................................................................................................................................................................................... 4
6.3 Identification of the IVD reagent ............................................................................................................................................ 4

6.3.1 IVD reagent or component name ......................................................................................................................... 4
6.3.2 Batch code/lot number ................................................................................................................................................. 4
6.3.3 Unique device identifier (UDI) ............................................................................................................................... 5

6.4 Contents ........................................................................................................................................................................................................ 5
6.5 In vitro diagnostic use ..................................................................................................................................................................... 5
6.6 Storage and handling conditions ............................................................................................................................................ 5
6.7 Expiry date ................................................................................................................................................................................................. 5
6.8 Warnings and precautions ........................................................................................................................................................... 5

7 Content of the instructions for use ................................................................................................................................................... 5
7.1 Manufacturer ........................................................................................................................................................................................... 5
7.2 Identification of the IVD reagent ............................................................................................................................................ 6
7.3 Intended use/intended purpose ............................................................................................................................................. 6
7.4 Principles of the examination method .............................................................................................................................. 6
7.5 Traceability of values assigned to calibrators and trueness-control materials ........................... 7
7.6 Components ............................................................................................................................................................................................... 7
7.7 Additional required equipment and/or materials .................................................................................................. 7
7.8 Reagent preparation .......................................................................................................................................................................... 7
7.9 Storage and shelf life after first opening ......................................................................................................................... 8
7.10 Warnings and precautions and/or measures to be taken and limitations of use 

regarding the device .......................................................................................................................................................................... 8
7.11 Primary sample collection, handling, and storage ................................................................................................. 8
7.12 Examination procedure .................................................................................................................................................................. 9
7.13 Control procedure ............................................................................................................................................................................... 9
7.14 Calculation of examination results ....................................................................................................................................... 9
7.15 Interpretation of results ................................................................................................................................................................ 9
7.16 Performance characteristics ...................................................................................................................................................... 9

iii© ISO 2022 – All rights reserved  

Contents Page

Copyright International Organization for Standardization 

--`,``,,,,`,`,``,,`````,``,,,,-`-`,,`,,`,`,,`---


