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EESTI STANDARDI EESSÕNA   NATIONAL FOREWORD 

Käesolev Eesti standard EVS-EN ISO 10651-
4:2009 sisaldab Euroopa standardi EN ISO 
10651-4:2009 ingliskeelset teksti. 

This Estonian standard EVS-EN ISO 10651-
4:2009 consists of the English text of the 
European standard EN ISO 10651-4:2009. 

 
Standard on kinnitatud Eesti Standardikeskuse 
29.05.2009 käskkirjaga ja jõustub sellekohase 
teate avaldamisel EVS Teatajas.  
 
 
 
Euroopa standardimisorganisatsioonide poolt 
rahvuslikele liikmetele Euroopa standardi teksti 
kättesaadavaks tegemise kuupäev on 
08.04.2009. 
 

 
This standard is ratified with the order of 
Estonian Centre for Standardisation   dated 
29.05.2009  and is endorsed with the notification 
published in the official bulletin of the Estonian 
national standardisation organisation. 
 
Date of Availability of the European standard text 
08.04.2009. 

Standard on kättesaadav Eesti 
standardiorganisatsioonist. 

The standard is available from Estonian 
standardisation organisation. 

ICS 11.040.10 

Võtmesõnad: artificial breath ing apparatus, intensive care equipment, medical equipment, 
specifications, tests 

 

Standardite reprodutseerimis- ja levitamisõigus kuulub Eesti Standardikeskusele 

Andmete paljundamine, taastekitamine, kopeerimine, salvestamine elektroonilisse süsteemi või edastamine ükskõik millises vormis või 
millisel teel on keelatud ilma Eesti Standardikeskuse poolt antud kirjaliku loata. 
 
Kui Teil on küsimusi standardite autorikaitse kohta, palun võtke ühendust Eesti Standardikeskusega: 
Aru 10 Tallinn 10317 Eesti;  www.evs.ee;  Telefon: 605 5050;  E-post: info@evs.ee  
 
Right to reproduce and distribute belongs to the Estonian Centre for Standardisation 
 
No part of this publication may be reproduced or utilized in any form or by any means, electronic or mechanical,  including 
photocopying, without permission in writing from Estonian Centre for Standardisation. 
 
If you have any questions about standards copyright, please contact Estonian Centre for Standardisation: 
Aru str 10 Tallinn 10317 Estonia; www.evs.ee; Phone: 605 5050; E-mail: info@evs.ee 
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Foreword 

The text of ISO 10651-4:2002 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 10651-4:2009 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 October 2009, and conflicting national standards shall be withdrawn at 
the latest by March 2010. 

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

This document supersedes EN ISO 10651-4:2002. 

This document has been prepared under a mandate given to CEN by the European Commission and the 
European Free Trade Association, and supports essential requirements of EC Directive. 

For relationship with EC Directive, see informative Annex ZA, which is an integral part of this document. 

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, Cyprus, Czech 
Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, 
Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, 
Sweden, Switzerland and the United Kingdom. 

Endorsement notice 

The text of ISO 10651-4:2002 has been approved by CEN as a EN ISO 10651-4:2009 without any 
modification. 

EVS-EN ISO 10651-4:2009

This docum
ent is a preview generated by EVS



ISO 10651-4:2002(E) 

iv © ISO 2002 – All rights reserved
 

 Contents

Page

Foreword ......................................................................................................................................................................v

1 Scop e ..............................................................................................................................................................1

2 Norma tive references ....................................................................................................................................1

3 Terms and de fini tion s....................................................................................................................................1

4 Connec tors .....................................................................................................................................................3

5 Operational requi rements .............................................................................................................................3

6 Ventila tory require ments...............................................................................................................................4

7 Storage  and ope rating conditions............................................................................................. ...................6

8 Require ments for  resuscitator , or p arts, supp lied st erile .........................................................................6

9 Markin g ...........................................................................................................................................................6

10 Information to be pro vided by the manufacturer in op erating and  main tenance instruc tion s .............7

Annex A (normative)  Test method s...........................................................................................................................9

Annex B (informative)  Rationa le ..............................................................................................................................19

Bibliograp hy ..............................................................................................................................................................22

EVS-EN ISO 10651-4:2009

This docum
ent is a preview generated by EVS



ISO 10651-4:2002(E) 

© ISO 2002 – All rights reserved 1
 

1 Scope

This European Standard specifies requirements for operator-powered resuscitators intended for use with all age
groups and which are portable and intended to provide lung ventilation to individuals whose breathing is
inadequate. Operator-powered resuscitators for infants and children are designated according to body mass range
and approximate age equivalent.

Electrically- and gas-powered resuscitators are not covered by this European Standard.

NOTE Annex B contains rationale statements for this Part of this European Standard. The clauses and subclauses which
have corresponding rationale statements are marked with R) after their number.

2 Normative references

This European Standard incorporates by dated or undated reference, provisions from other publications. These
normative references are cited at the appropriate places in text and the publications are listed hereafter. For dated
references, subsequent amendments to or revisions of any of these publications apply to this European Standard
only when incorporated in it by amendment or revision. For undated references the latest edition of the publication
referred to applies (including amendments).

EN 148-1, Respiratory protective devices - Threads for facepieces –Part 1: Standard thread connection.

EN 556: 1994+A1:1998, Sterilization of medical devices - Requirements for terminally-sterilized medical devices to
be labelled “STERILE”.

EN 737-1, Medical gas pipeline systems - Part 1: Terminal units for compressed medical gases and vacuum.

EN 868-1, Packaging materials and systems for medical devices which are to be sterilized - Part 1: General
requirements and test methods .

EN 1041, Information supplied by the manufacturer with medical devices.

EN 1281-1, Anaesthetic and respiratory equipment - Conical connectors - Part 1: Cones and sockets.

prEN 13544-2:2000, Respiratory therapy equipment – Part 2 : Specifications for tubing and connectors.

EN ISO 4135:1996, Anaesthesiology – Vocabulary (ISO 4135 :1995).
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