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Every interested party, which is member of an organization based in Luxembourg, can
participate for FREE in the development of Luxembourgish (ILNAS), European (CEN,
CENELEC) and International (ISO, IEC) standards:

- Participate in the design of standards

- Foresee future developments
- Participate in technical committee meetings

https://portail-qualite.public.lu/fr/normes-normalisation/participer-normalisation.html

THIS PUBLICATION IS COPYRIGHT PROTECTED

Nothing from this publication may be reproduced or utilized in
any form or by any mean - electronic, mechanical, photocopying
or any other data carries without prior permission!
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This European Standard was approved by CEN on 22 August 2021.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this
European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references
concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN
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This European Standard exists in three official versions (English, French, German). A version in any other language made by
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CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,
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European foreword

This document (ENISO4135:2022) has been prepared by Technical Committee ISO/TC 121
"Anaesthetic and respiratory equipment” in collaboration with 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 2022, and conflicting national standards shall
be withdrawn at the latest by August 2022.

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.

This document supersedes EN ISO 4135:2001.

Any feedback and questions on this document should be directed to the users’ national standards
body/national committee. A complete listing of these bodies can be found on the CEN website.

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 4135:2022 has been approved by CEN as EN [SO 4135:2022 without any modification.
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1CS 01.040.11; 11.040.10 Remplace I' EN ISO 4135:2001

Version Frangaise
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Vocabulaire (ISO 4135:2022)
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La présente Norme européenne a été adoptée par le CEN le 22 aoflit 2021.

Les membres du CEN sont tenus de se soumettre au Reglement Intérieur du CEN/CENELEC, qui définit les conditions dans
lesquelles doit étre attribué, sans modification, le statut de norme nationale a la Norme européenne. Les listes mises a jour et les
références bibliographiques relatives a ces normes nationales peuvent étre obtenues aupres du Centre de Gestion du CEN-
CENELEC ou aupres des membres du CEN.

La présente Norme européenne existe en trois versions officielles (allemand, anglais, francais). Une version dans une autre
langue faite par traduction sous la responsabilité d'un membre du CEN dans sa langue nationale et notifiée au Centre de Gestion
du CEN-CENELEC, a le méme statut que les versions officielles.

Les membres du CEN sont les organismes nationaux de normalisation des pays suivants: Allemagne, Autriche, Belgique, Bulgarie,
Chypre, Croatie, Danemark, Espagne, Estonie, Finlande, France, Gréce, Hongrie, Irlande, Islande, Italie, Lettonie, Lituanie,
Luxembourg, Malte, Norvége, Pays-Bas, Pologne, Portugal, République de Macédoine du Nord, République de Serbie, République
Tcheque, Roumanie, Royaume-Uni, Slovaquie, Slovénie, Suéde, Suisse et Turquie.
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EUROPAISCHES KOMITEE FUR NORMUNG
EUROPEAN COMMITTEE FOR STANDARDIZATION

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Bruxelles

© 2022 CEN  Tous droits d'exploitation sous quelque forme et de quelque maniere Réf.n° EN ISO 4135:2022 F
que ce soit réservés dans le monde entier aux membres nationaux du
CEN.
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Avant-propos européen

Le présent document (EN ISO 4135:2022) a été élaboré par le Comité Technique ISO/TC 121 « Matériel
d'anesthésie et de réanimation respiratoire » en collaboration avec le Comité Technique CEN/TC 215
« Equipement respiratoire et anesthésique » dont le secrétariat est tenu par BSI.

La présente Norme européenne devra recevoir le statut de norme nationale, soit par publication d’un
texte identique, soit par entérinement, au plus tard en aolit 2022 et les normes nationales en
contradiction devront étre retirées au plus tard en ao(it 2022.

L'attention est appelée sur le fait que certains des éléments du présent document peuvent faire 1'objet
de droits de propriété intellectuelle ou de droits analogues. Le CEN et/ou le CENELEC ne sauraient étre
tenus pour responsables de I'identification de ces droits de propriété en tout ou partie.

Ce document remplace 'EN ISO 4135:2001.

Il convient que l'utilisateur adresse tout retour d’information et toute question concernant le présent
document a 'organisme national de normalisation de son pays. Une liste exhaustive desdits organismes
se trouve sur le site web du CEN.

Selon le réglement intérieur du CEN/CENELEC, les instituts de normalisation nationaux des pays
suivants sont tenus de mettre cette Norme européenne en application : Allemagne, Autriche, Belgique,
Bulgarie, Chypre, Croatie, Danemark, Espagne, Estonie, Finlande, France, Gréce, Hongrie, Irlande,
[slande, Italie, Lettonie, Lituanie, Luxembourg, Malte, Norvége, Pays-Bas, Pologne, Portugal, République
de Macédoine du Nord, République tchéque, Roumanie, Royaume-Uni, Serbie, Slovaquie, Slovénie,
Sueéde, Suisse et Turquie.

Notice d’entérinement

Le texte de I'ISO 4135:2022 a été approuvé par le CEN en tant que EN IS0 4135:2022 sans aucune
modification.
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EUROPEAN STANDARD
NORME EUROPEENNE Februar 2022

ICS 01.040.11; 11.040.10 Ersetzt EN ISO 4135:2001

Deutsche Fassung

Anasthesie- und Beatmungsgerate - Begriffe (ISO 4135:2022)

Anaesthetic and respiratory equipment - Vocabulary Matériel d'anesthésie et de réanimation respiratoire -
(ISO 4135:2022) Vocabulaire (ISO 4135:2022)

Diese Europaische Norm wurde vom CEN am 22. August 2021 angenommen.

Die CEN-Mitglieder sind gehalten, die CEN/CENELEC-Geschiaftsordnung zu erfiillen, in der die Bedingungen festgelegt sind, unter
denen dieser Europiischen Norm ohne jede Anderung der Status einer nationalen Norm zu geben ist. Auf dem letzten Stand
befindliche Listen dieser nationalen Normen mit ihren bibliographischen Angaben sind beim CEN-CENELEC-Management-
Zentrum oder bei jedem CEN-Mitglied auf Anfrage erhaltlich.

Diese Europaische Norm besteht in drei offiziellen Fassungen (Deutsch, Englisch, Franzgsisch). Eine Fassung in einer anderen
Sprache, die von einem CEN-Mitglied in eigener Verantwortung durch Ubersetzung in seine Landessprache gemacht und dem
Management-Zentrum mitgeteilt worden ist, hat den gleichen Status wie die offiziellen Fassungen.

CEN-Mitglieder sind die nationalen Normungsinstitute von Belgien, Bulgarien, Danemark, Deutschland, Estland, Finnland,
Frankreich, Griechenland, Irland, Island, Italien, Kroatien, Lettland, Litauen, Luxemburg, Malta, den Niederlanden, Norwegen,
Osterreich, Polen, Portugal, der Republik Nordmazedonien, Ruménien, Schweden, der Schweiz, Serbien, der Slowakei, Slowenien,
Spanien, der Tschechischen Republik, der Tiirkei, Ungarn, dem Vereinigten Kénigreich und Zypern.

. — |

EUROPAISCHES KOMITEE FUR NORMUNG
EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION

CEN-CENELEC Management-Zentrum: Rue de la Science 23, B-1040 Briissel

© 2022 CEN  Alle Rechte der Verwertung, gleich in welcher Form und in welchem Ref. Nr. EN ISO 4135:2022 D
Verfahren, sind weltweit den nationalen Mitgliedern von CEN
vorbehalten.
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Europaisches Vorwort

Dieses Dokument (ENISO 4135:2022) wurde vom Technischen Komitee ISO/TC 121 ,Anaesthetic and
respiratory equipment” in Zusammenarbeit mit dem Technischen Komitee CEN/TC 215 ,Beatmungs- und
Anasthesiegerate” erarbeitet, dessen Sekretariat von BSI gehalten wird.

Diese Europdische Norm muss den Status einer nationalen Norm erhalten, entweder durch Veroffentlichung
eines identischen Textes oder durch Anerkennung bis August 2022, und etwaige entgegenstehende
nationale Normen miissen bis August 2022 zuriickgezogen werden.

Es wird auf die Moéglichkeit hingewiesen, dass einige Elemente dieses Dokuments Patentrechte beriihren
konnen. CEN ist nicht dafiir verantwortlich, einige oder alle diesbeziiglichen Patentrechte zu identifizieren.

Dieses Dokument ersetzt EN ISO 4135:2001.

Riickmeldungen oder Fragen zu diesem Dokument sollten an das jeweilige nationale Normungsinstitut des
Anwenders gerichtet werden. Eine vollstdndige Liste dieser Institute ist auf den Internetseiten von CEN
abrufbar.

Entsprechend der CEN-CENELEC-Geschéftsordnung sind die nationalen Normungsinstitute der folgenden
Lander gehalten, diese Europdische Norm zu libernehmen: Belgien, Bulgarien, Ddnemark, Deutschland, die
Republik Nordmazedonien, Estland, Finnland, Frankreich, Griechenland, Irland, Island, Italien, Kroatien,
Lettland, Litauen, Luxemburg, Malta, Niederlande, Norwegen, Osterreich, Polen, Portugal, Ruminien,
Schweden, Schweiz, Serbien, Slowakei, Slowenien, Spanien, Tschechische Republik, Tiirkei, Ungarn,
Vereinigtes Konigreich und Zypern.

Anerkennungsnotiz

Der Text von ISO 4135:2022 wurde von CEN als EN ISO 4135:2022 ohne irgendeine Abdanderung genehmigt.
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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 [SO/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 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 of the voluntary nature of 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
www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 121, Anaesthetic and respiratory
equipment, Subcommittee SC 4, Vocabulary and semantics, in collaboration with the European Committee
for Standardization (CEN) Technical Committee CEN/TC 215, Respiratory and anaesthetic equipment, in
accordance with the Agreement on technical cooperation between ISO and CEN (Vienna Agreement).

This fourth edition cancels and replaces the third edition (ISO 4135:2001), which has been technically
revised.

The main changes compared to the previous edition are as follows:

— Deletion of terms that are no longer relevant to International Standards prepared by ISO/TC 121, or
that are defined in more widely applicable International Standards, such as ISO 14971.

— Deletion of terms that are specific to lung ventilators and that are covered in ISO 19223.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.

© IS0 2022 - All rights reserved v
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Introduction

The primary objective for this document has been to facilitate consistent use of terminology across all
the standards relevant to manufacturers, test laboratories and regulatory agencies with an interest in
equipment for use in anaesthesiology and respiratory care.

Terms defined in [SO 19223 have been included in this document where they have applicability outside
the scope of mechanical ventilation.

EXAMPLE1 Airway pressure is included in this document because it has applicability in fields such as
pulmonary function testing.

EXAMPLE 2 Airway resistance is not included in this document because the only context of use of this term is
within standards for lung ventilators, for which ISO 19223 is an appropriate source.

Particular emphasis has been placed on the identification of instances where the same term is used for
different concepts, or where the same concept is identified by different terms.

The terms, names and acronyms listed in this document have been described in a manner that
formalizes their interpretation to the extent that it minimizes ambiguity and provides a rigid usage
discipline for formal data handling and informatics, whilst retaining phraseology that is suitable for
user instructions and clinical dialog.

In the application of the vocabulary of this document, the full term should always be used wherever
any ambiguity might arise from use of an abbreviated term and where there is no trade-off with
conciseness, for example, in the formulation of data bases. However, in many applications the context of
use may make some of the parts of a compound preferred term redundant, in which case abbreviations,
symbols and permitted terms may be used, as appropriate.

The vocabulary of this document is primarily arranged in a systematic order, with a secondary
alphabetical order. An alphabetical index of the terms defined is provided at the end of this document.

For terms that have different definitions in differing contexts, the definition context is specified in <>
before the definition.

This document is a “controlled vocabulary”, which includes “pre-coordinated terms”. It is expected
that users of this document may also create “post-coordinated terms” by a process of concatenation as
appropriate to the field of use. Within the field of terminology standards, a pre-coordinated term is a
verbal designation of a concept with more than one root that can be split morphologically into separate
components and which is predefined in a controlled vocabulary, for example minute volume and
pressure-limiting valve, while a post-coordinated term is a verbal designation of a concept with more
than one root, created by a user by combining terms from controlled vocabularies. An example of this
would be supraglottic airway device, which can be created by combining the two individually defined
terms supraglottic and airway device.

vi © IS0 2022 - All rights reserved



