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Processing of health care products - Information to be provided by the medical
device manufacturer for the processing of medical devices - Part 2: Non-critical
medical devices

Contents Page

FOT@WOTLM .........oooooooeeeeeeeeeeeeeeeeee et eeees et e ettt ettt et eeeseee oo eeereees iv
0T 000 Y0 10 Ut 5 () o VS0 OSSOSO \

1 SCOPI@ ... 1

Risk analysis

Ul > W N

Validation of the processes identified in the information provided by the medical
AEVICE MAMUEACTUTET ...t 5

6 Information to be provided by the medical device manufacturer..............
6.1 1 1 T=) - | OO
6.2 Processing inStruCtions ...
6.3 Limitations and restrictions on processing
6.4 Preparation before processing........nn
6.5 Cleaning
B.5. 1 GEIIETAL ..o

6.5.2  MaNUAL ClEAMINE ...ooioeeeiieiiesieeessssssssssssss s
6.5.3  Automated cleaning....
6.6 Disinfection ...

6.6.1  General......

6.6.2  Manual disinfection......

6.6.3  Automated disinfection..
6.7 DITYIIIE e
6.8 INSPECtion ANd MATNEEIIATICE ...
6.9 Packaging

B.10  SEOTAGE ..otk
6.11  TIANSPOTTALION ..o
7 Presentation of the information ....

Annex A (informative) Commonly utilized processing methods

Annex B (informative) Example processing instructions for non-critical reusable medical

@VICES ...t 15
Annex C (informative) Processing classification and grouping of medical devices........................ 17
Annex D (informative) Additional guidance on information to be provided by the medical

AEVICE MANMUEACTUTE .....ooooccsesessss s 19
Annex E (informative) Examples of medical devices and their relationship to this document......... 20
BIBLIOGTAPIY ... 24



		2026-07-11T06:43:13+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




