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European foreword 

The text of ISO 18562-4:2017 has been prepared by Technical Committee ISO/TC 121 "Anaesthetic and 
respiratory equipment” of the International Organization for Standardization (ISO) and has been taken 
over as EN ISO 18562-4:2020 by Technical Committee CEN/TC 215 “Respiratory and anaesthetic 
equipment” the secretariat of which is held by BSI. 

This European Standard shall be given the status of a national standard, either by publication of an 
identical text or by endorsement, at the latest by August 2020, and conflicting national standards shall 
be withdrawn at the latest by August 2020. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CEN shall not be held responsible for identifying any or all such patent rights. 

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the 
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of 
North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the 
United Kingdom. 

Endorsement notice 

The text of ISO 18562-4:2017 has been approved by CEN as EN ISO 18562-4:2020 without any 
modification. 

 

SIST EN ISO 18562-4:2020
Posebna objava SIST z dovoljenjem CEN, CENELEC, ISO in IEC: Za potrebe zagotavljanja brezplačnega dostopa do vsebin standardov v času epidemije COVID-19. 

Samo za branje. Kopiranje in posredovanje prepovedano. © SIST  2020-04-10

iTeh
 STANDARD PREVIE

W

(st
an

dard
s.it

eh
.ai

)

Full s
tan

dar
d:

http
s:/

/st
an

dar
ds.it

eh
.ai

/ca
tal

og
/st

an
dar

ds/s
ist

/eb
56

fd6e
-ed

08
-

4b
f8-

8c
df-0

37
9a

d30
06

61
/si

st-
en

-is
o-1

85
62

-4-
20

20

q�y-�t��:���j�� �c��l�{(\e�Hh����N�r������ԲY!�m�k�aQ���Y���{��8�Ieaz����I����L�Àd���O̵x�>���n(u�����kx`�


 

SIST EN ISO 18562-4:2020
Posebna objava SIST z dovoljenjem CEN, CENELEC, ISO in IEC: Za potrebe zagotavljanja brezplačnega dostopa do vsebin standardov v času epidemije COVID-19. 

Samo za branje. Kopiranje in posredovanje prepovedano. © SIST  2020-04-10

iTeh
 STANDARD PREVIE

W

(st
an

dard
s.it

eh
.ai

)

Full s
tan

dar
d:

http
s:/

/st
an

dar
ds.it

eh
.ai

/ca
tal

og
/st

an
dar

ds/s
ist

/eb
56

fd6e
-ed

08
-

4b
f8-

8c
df-0

37
9a

d30
06

61
/si

st-
en

-is
o-1

85
62

-4-
20

20

T�A�#�P��0���_rGb�KǼ['�x$,+����O�y(W�ī`��R�l���:�f�(_*&/+��/�.z�[b����i�eWk�����m�ٵ�sQ=Ѯ[��V�]�P½^Ò��


© ISO 2017

Biocompatibility evaluation of 
breathing gas pathways in healthcare 
applications —
Part 4: 
Tests for leachables in condensate
Évaluation de la biocompatibilité des voies de gaz respiratoires dans 
les applications de soins de santé —
Partie 4: Essais concernant les substances relargables dans le 
condensat

INTERNATIONAL 
STANDARD

ISO
18562-4

First edition
2017-03

Reference number
ISO 18562-4:2017(E)

SIST EN ISO 18562-4:2020
Posebna objava SIST z dovoljenjem CEN, CENELEC, ISO in IEC: Za potrebe zagotavljanja brezplačnega dostopa do vsebin standardov v času epidemije COVID-19. 

Samo za branje. Kopiranje in posredovanje prepovedano. © SIST  2020-04-10

iTeh
 STANDARD PREVIE

W

(st
an

dard
s.it

eh
.ai

)

Full s
tan

dar
d:

http
s:/

/st
an

dar
ds.it

eh
.ai

/ca
tal

og
/st

an
dar

ds/s
ist

/eb
56

fd6e
-ed

08
-

4b
f8-

8c
df-0

37
9a

d30
06

61
/si

st-
en

-is
o-1

85
62

-4-
20

20

oM���)Y��oL�}o���Aq�����	�ȧ�j�;���̣���z��q��̈́��A��{�to���)�I�NP4=;�s���9�k�)�"d��cGt�g	���"��dr���b��2�i�


 

ISO 18562-4:2017(E)
 

ii © ISO 2017 – All rights reserved

COPYRIGHT PROTECTED DOCUMENT

©  ISO 2017, Published in Switzerland
All rights reserved. Unless otherwise specified, 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
Ch. de Blandonnet 8 • CP 401
CH-1214 Vernier, Geneva, Switzerland
Tel. +41 22 749 01 11
Fax +41 22 749 09 47
copyright@iso.org
www.iso.org

SIST EN ISO 18562-4:2020
Posebna objava SIST z dovoljenjem CEN, CENELEC, ISO in IEC: Za potrebe zagotavljanja brezplačnega dostopa do vsebin standardov v času epidemije COVID-19. 

Samo za branje. Kopiranje in posredovanje prepovedano. © SIST  2020-04-10

iTeh
 STANDARD PREVIE

W

(st
an

dard
s.it

eh
.ai

)

Full s
tan

dar
d:

http
s:/

/st
an

dar
ds.it

eh
.ai

/ca
tal

og
/st

an
dar

ds/s
ist

/eb
56

fd6e
-ed

08
-

4b
f8-

8c
df-0

37
9a

d30
06

61
/si

st-
en

-is
o-1

85
62

-4-
20

20

��@���=��O$rc#P���0���Y��[%?;X
��J��O�Neg�#�	N=�P'�%���jlL���Ҵ��. ��])��Ja������>j��7��>��BUH#*r��>�v������Ͳ


 

ISO 18562-4:2017(E)
 

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

4.1  Type tests ................................................................................................................................................................................................. 2
4.2 General ........................................................................................................................................................................................................... 2

5  Leachable	substances in condensate .......................................................................................................................................... 3
5.1 General ........................................................................................................................................................................................................... 3
5.2 * Test method ........................................................................................................................................................................................... 3

Annex A (informative) Rationale and guidance ........................................................................................................................................ 5
Annex B (informative) Reference to the essential principles ..................................................................................................... 7
Annex C (informative)	Terminology	—	Alphabetized	index	of	defined	terms .......................................................... 8
Bibliography ................................................................................................................................................................................................................................ 9

© ISO 2017 – All rights reserved iii

Contents Page

SIST EN ISO 18562-4:2020
Posebna objava SIST z dovoljenjem CEN, CENELEC, ISO in IEC: Za potrebe zagotavljanja brezplačnega dostopa do vsebin standardov v času epidemije COVID-19. 

Samo za branje. Kopiranje in posredovanje prepovedano. © SIST  2020-04-10

iTeh
 STANDARD PREVIE

W

(st
an

dard
s.it

eh
.ai

)

Full s
tan

dar
d:

http
s:/

/st
an

dar
ds.it

eh
.ai

/ca
tal

og
/st

an
dar

ds/s
ist

/eb
56

fd6e
-ed

08
-

4b
f8-

8c
df-0

37
9a

d30
06

61
/si

st-
en

-is
o-1

85
62

-4-
20

20

�B���g�1�A����{:pl�N�_r���&8WA�������Ut���ڀhGE����ot�������(+q�g�3D�>��*>i�����;��E%H�[�ob�ٗ]S�Ӄ�����Q�5


 

ISO 18562-4:2017(E)

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards 
bodies (ISO member bodies). The work of preparing International Standards is normally carried out 
through ISO technical committees. Each member body interested in a subject for which a technical 
committee has been established has the right to be represented on that committee. International 
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work. 
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of 
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are 
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the 
different types of ISO documents should be noted. This document was drafted in accordance with the 
editorial rules of the ISO/IEC Directives, Part 2 (see www .iso .org/ directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of 
any patent rights identified during the development of the document will be in the Introduction and/or 
on the ISO list of patent declarations received (see www .iso .org/ patents).

Any trade name used in this document is information given for the convenience of users and does not 
constitute an endorsement.

For an explanation on the voluntary nature of ISO standards, the meaning of ISO specific terms and 
expressions related to conformity assessment, as well as information about ISO’s adherence to the 
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT) see the following 
URL: www .iso .org/ iso/ foreword .html.

The committee responsible for this document is ISO/TC 121, Anaesthetic and respiratory equipment, 
Subcommittee SC 3, Lung ventilators and related equipment.

A list of all parts of the ISO 18562 series can be found on the ISO website.
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