ISO 18562-4:2024-03 (E)

Biocompatibility evaluation of breathing gas pathways in healthcare applications -
Part 4: Tests for leachables in condensate

Contents Page
FFOT@WOINM..........oooooeoeeeeoeoeoeeeeeeeeeoeeoeoeeeeeeeeeeeee oottt iv
IIVETO@UICTION ... oo oo e ee et eeeeeeeee \'4

2 JAL0) @ 00 T T AT =Y = =Y 4 L =5 000000 1
3 Y @ 0TI 00 Lo 6 LT 00D L) 10000 2
4 GENETAL PIAIICIPLES ......oooo s 2
5 o ol (10000 2R 0 s 0) 4 U L=y 4 T X o OSSN 3
5.1 Identifying applicable gas patAway SUTTACES..........iiiiiiicssese s 3
5.2 Determining if testing is required
5.3 Test methods ...
5.3.1 General ...
5.3.2 Sample collection
5.3.3 Chemical characterization of leachables in condensate
5.3.4 Calculation of tolerable eXpoSure............scsrs
5.3.5 Calculation of exposure doSe @STIMALE ...
I T I 24 R i KR T=A XY 11 L= L S
5.3.7 Biological evaluation according to ISO 10993 standards ... 8
6 REPIOTTIIIG ... 9
Annex A (informative) Rationale and GUIAANCE ... 10
Annex B (informative) Reference to the IMDRF essential principles and labelling guidances........ 12
Annex C (informative) Reference to the essential principles ...

Annex D (informative) Terminology — Alphabetized index of defined terms

BIDLEOZIAPIY ...



		2024-05-13T20:45:28+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




