ISO 17664:2017-10 (E)

Processing of health care products - Information to be provided by the medical
device manufacturer for the proc essing of medical devices

Contents Page
0T =T o iv
0 £ Yo 11T 3 T o O \'
1 S o o o - 1
2 Normative referenCes ... e 1
3 BT 4 3= 1 Lo Lo 1= 3 T 4 T Y 2
4 Validationoftheprocessesidentifiedintheinformationprovidedbythemedical device

L F= T 1= T 0 =) 5
5 RiSK @NAIYSIS ...coviiieiiiiiiiii i s 5
6 Information to be provided by the medical device manufacturer ............coccceiiiimnniiiiiicccicnnns 6
6.1 = T o N 6
6.2 Processing iNStruCtions ........cccvciiiiiiniiiin 6
6.3 Limitations and restrictions on Processing .........cccccvvrrinniim s ————— 6
6.4 Initial treatment at the point Of USEe ... e 7
6.5 Preparation before Cleaning ..........cccocecierireeiimincsre e s ean 7
6.6 0 1= T3 T ' SN 7
6.6.1 =Y o = - | 7
6.6.2 Automated CleAaNING ......ccccccceiiiiiiiiicccrrrr s s ssm s e e e s e s s s sm s e e e e e s e e s e s nmnnr e e eennnmnnnneeenaan 7
6.6.3 Manual Cleaning .......coiccciiiiiiii i —————— 8
6.7 [ 1T 41 =Y o2 o NS 9
6.7.1 = 0 =T - SN 9
6.7.2 Automated diSINFECHION ... 9
6.7.3 Manual diSinfeCtioN ... e 9
6.8 0 7o T 10
6.9 [T oT=T o2 o] oY= T Lo I 4 0 F= 101 =T ¢ F- s o - 10
6.10 = Lo 1 T 11 T 10
6.11 853 (=Y ] 1= 1o o R PR 11
6.12 85 o] - T [ SR 1
6.13 B2 T 1= o e =1 o o PSSR 1
7 Presentation of the information ... 12
Annex A (informative) Commonly utilized processing methods ..........cccccvicmiiiiicnniniisnr e 13
Annex B (informative) Example of processing instructions for reusable medical devices .................. 18
Annex C (informative)Classificationofmedicaldevices .........cccocoomiiriccmrircecr e e 20

Annex D (informative) Additional guidance on information to be provided by the medical device
L F= T 1 2= T 0 =) 23

[ T] o [T =T ] 1)/ 24



		2026-04-29T02:39:24+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




