DIN EN ISO 18562-3:2025-02 (E)

Biocompatibility evaluation of breathing gas pathways in healthcare applications -
Part 3: Tests for emissions of volatile organic substances (ISO 18562-3:2024)

Contents Page
EUTOP@AIN FOT@WOTM ... 3
Annex ZA (informative) Relationship between this European standard and the General Safety

and Performance Requirements of Regulation (EU) 2017 /745 aimed to be covered ... 4
FOT@WOTM.........c e 8
IO UICTION ... 9

SCOPIC ..

2 Normative references

3 Terms and definitions

4 General principles

5 Volatile organic SUDSEANCE @MUESSIONS. ... e 11

5.1 GBIIET AL ..ot 12

5.2 TESE IMIETIIOM ...t 12

5.3 ASSESSMENT Of INAAIALION AOSE..........coooooooeoeeeseeeeeee s 16
6 REPIOTTIIIG ... 17
Annex A (informative) Rationale and UIdANCE ... 18
Annex B (informative) Reference to the IMDRF essential principles and labelling guidances............ 21
Annex C (informative) Reference to the essential Principles ... 22
Annex D (informative) Terminology — Alphabetized index of defined terms...................ccocs 23
BIDIHOGTAPIY ...ttt 24



		2026-05-11T18:50:55+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




