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ﬁSTI STANDARDI EESSONA NATIONAL FOREWORD

K3 v Eesti standard EVS-EN ISO This Estonian standard EVS-EN ISO
1 :2002 sisaldab Euroopa standardi | 10651-4:2002 consists of the English text
E

N 10651-4:2002 + AC:2006 of the European standard EN ISO 10651-
inglisk teksti. 4:2002 + AC:2006.
Kéesolev@ ment on joustatud This document is endorsed on 06.08.2002
06.08.2002 é le kohta on avaldatud with the notification being published in the
teade Eesti s rdiorganisatsiooni official publication of the Estonian national

ametlikus valja . standardisation organisation.
Standard on kattes v Eesti The standard is available from Estonian
standardiorganisatsioeni standardisation organisation.
7/
.
Kasitlusala: ¢ Scope:
The standard specifies requﬁsaﬁents for | The standard specifies requirements for

operator-powered resuscitators intended | operator-powered resuscitators intended
for use with all age groups and Wwil¥ich are | for use with all age groups and which are
portable and intended to provide lu portable and intended to provide lung
ventilation to individuels whose b )aq ventilation to individuels whose breathing
is inadequate. Operator-powered is inadequate. Operator-powered
resuscitators for infants and children an@ presuscitators for infants and children are
designated according to body mass rangJ signated according to body mass range
and approximate age equivalent. %approximate age equivalent.

ICS 11.040.10 Q/

Votmesonad: artificial breath ing apparatus, intensive care equipm edical
equipment, specifications, tests 6
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This European Standard was”approved by CEN on 2001-04-07.

CEN members are bound to ¢6gaBly with the CEN/CENELEC Internal Regulations
which stipulate the conditions f iving this European Standard the status of a

national standard without any a jon.
Up-to-date lists and bibliographic rences concerning such national stand-
ards may be obtained on applicati the Management Centre or to any

CEN member.
The European Standards existin three off@ersions (English, French, German).

A version in any other language made by t

ation under the responsibility of a

CEN member into its own language and notifi o the Management Centre has

the same status as the official versions.

CEN members are the national standards bodie ustria, Belgium, the Czech
Republic, Denmark, Finland, France, Germany, e, Iceland, Ireland, ltaly,
Luxembourg, Malta, the Netherlands, Norway, ugal, Spain, Sweden,
Switzerland, and the United Kingdom. &
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Foreword
This document (EN ISO 10651-4:2002) has been prepared by T al Committee CEN/TC 215 "Respiratory and
anaesthetic equipment”, the secretariat of which is held by BSI, in€seflaboration with Technical Committee 1ISO/TC
121 "Anaesthetic and respiratory equipment”. 0
This European Standard shall be given the status of a national standard,@er by publication of an identical text or
by endorsement, at the latest by September 2002, and conflicting natio andards shall be withdrawn at the
latest by September 2002. @

This document has been prepared under a mandate given to CEN by the Europedn Commission and the European
Free Trade Association, and supports essential requirements of EU Directive(s). /

Annex A is normative and form part of this European Standard. @

Annex B is for information only. O,

According to the CEN/CENELEC Internal Regulations, the national standards organiza’égf the following
countries are bound to implement this European Standard : Austria, Belgium, Czech Republi mark, Finland,

France, Germany, Greece, Iceland, Ireland, ltaly, Luxembourg, Malta, Netherlands, Norway, P I, Spain,
Sweden, Switzerland and the United Kingdom. :

§



Page 3
EN ISO 10651-4 : 2002

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%ximate age equivalent.

Electraé- g\nd gas-powered resuscitators are not covered by this European Standard.

NOTE ex 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.

@4

2 Normativ rences

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

EN 148-1, Respiratory protective Ace§ - Threads for facepieces —Part 1: Standard thread connection.

7

EN 556: 1994+A1:1998, Sterilization@redica/ devices - Requirements for terminally-sterilized medical devices to
be labelled “STERILE".

EN 868-1, Packaging materials and system edical devices which are to be sterilized - Part 1. General
requirements and test methods .

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

EN 1041, Information supplied by the manufacturer Aymdica/ devices.
EN 1281-1, Anaesthetic and respiratory equipment - C connectors - Part 1: Cones and sockets.
prEN 13544-2:2000, Respiratory therapy equipment — Part 277 Specifications for tubing and connectors.

EN ISO 4135:1996, Anaesthesiology — Vocabulary (ISO 41 35%

A

For the purposes of this part of EN ISO 10651, the terms and definitior@en in EN ISO 4135:1996 and the
following terms and definitions apply. /

NOTE Some of the definitions have been taken from EN ISO 4135, but they are d in this European Standard for
convenience; other definitions, which are given in EN ISO 4135, for apparatus in general been modified slightly for the
purposes of this European Standard as they apply specifically to resuscitators.

341 6:
reverse leakage
volume of expired gas which does not pass through the expiratory port but returns to the re&@qr

L

bag inlet valve
valve activated by the subatmospheric pressure in the compressible unit of the resuscitat@r refill the
compressible unit with gas at ambient pressure

3 Terms and definitions

3.3

bag refill valve

valve, with no manual trigger, activated by the sub-atmospheric pressure in the compressible unit of the
resuscitator to refill the compressible unit from a pressurized gas source



