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Keeping Standards up-to-date 

Standards are living documents which reflect progress in science, technology and 
systems. To maintain their currency, all Standards are periodically reviewed, and 
new editions are published. Between editions, amendments may be issued. 
Standards may also be withdrawn. It is important that readers assure themselves 
they are using a current Standard, which should include any amendments which 
may have been published since the Standard was purchased. 

Detailed information about Standards can be found by visiting the Standards Web 
Shop at www.standards.com.au and looking up the relevant Standard in the on-line 
catalogue. 

Alternatively, the printed Catalogue provides information current at 1 January each 
year, and the monthly magazine, The Global Standard, has a full listing of revisions 
and amendments published each month. 

Australian StandardsTM and other products and services developed by Standards 
Australia are published and distributed under contract by SAI Global, which 
operates the Standards Web Shop. 

We also welcome suggestions for improvement in our Standards, and especially 
encourage readers to notify us immediately of any apparent inaccuracies or 
ambiguities. Contact us via email at mail@standards.org.au, or write to the Chief 
Executive, Standards Australia International Ltd, GPO Box 5420, Sydney, NSW 
2001. 

 

This Standard was issued in draft form for comment as DR 03506.
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PREFACE 

This Standard was prepared by the Australian members of the Joint Standards Australia Standards 

New Zealand Committee HE-019, Anaesthetic and Breathing Equipment. After consultation with 

stakeholders in both countries, Standards Australia and Standards New Zealand decided to develop 

this Standard as an Australian, rather than an Australian/New Zealand Standard. 

This Standard is identical with and has been reproduced from ISO 10651-4:2002, Lung ventilators, 

Part 4: Particular requirements for operator-powered resuscitators. ISO 10651-4 was prepared by the 

European Committee for Standardization (CEN) Technical Committee TC 215, Respiratory and 

anaesthetic equipment, in collaboration with ISO Technical Committee TC 121, Anaesthetic and 

respiratory equipment, in accordance with the Vienna Agreement on technical cooperation between 

ISO and CEN. 

The objective of this Standard is to specify 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. 

The terms ‘normative’ and ‘informative’ are used to define the application of the annex to which they 

apply. A normative annex is an integral part of a standard, whereas an informative annex is only for 

information and guidance. 

As this Standard is reproduced from a European Standard, the following applies: 

(a) Its number does not appear on each page of text and its identity is shown only on the cover and 

title page. 

(b) In the source text ‘this European Standard’ should read ‘this Australian Standard’. 

(c) A full point substitutes for a comma when referring to a decimal marker. 

References to International Standards and European Standards should be replaced by references to 

Australian or Australian/New Zealand Standards as follows: 

Reference to European Standard  Australian Standard 

EN   AS EN  

 556 Sterilization of medical devices—

Requirements for medical devices to be 

designated ‘STERILE’ 

556 Sterilization of medical devices—

Requirements for terminally sterilized 

medical devices to be labelled 

‘STERILE’ 
 

556.1 Part 1: Requirements for terminally 

sterilized medical devices 

Only international or European referenced documents that have been adopted as Australian Standards 

have been listed. 
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AUSTRALIAN STANDARD 

Lung ventilators 

Part 4: Particular requirements for operator-powered resuscitators 

 

 

 

 

 

 

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).

3 Terms and definitions

For the purposes of this part of EN ISO 10651, the terms and definitions given 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 included in this European Standard for
convenience; other definitions, which are given in EN ISO 4135, for apparatus in general, have been modified slightly for the
purposes of this European Standard as they apply specifically to resuscitators.

3.1
reverse leakage
volume of expired gas which does not pass through the expiratory port but returns to the resuscitator

3.2
bag inlet valve
valve activated by the subatmospheric pressure in the compressible unit of the resuscitator to refill the
compressible unit with gas at ambient pressure

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
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3.4
compressible unit
that part of an operator-powered resuscitator e.g. a bag or bellows that, when compressed by the operator, delivers
a volume of gas

3.5
delivered oxygen concentration
average concentration of oxygen in the gas delivered from the resuscitator

3.6
delivered volume, Vdel

volume of gas, expressed in millilitres, leaving the resuscitator through the patient connection port during the
inspiratory phase

3.7
forward leakage
volume of gas produced by the resuscitator during the inspiratory phase which does not pass through the patient
port to the patient but passes to the atmosphere

3.8
minute volume, V�

volume of gas per minute entering or leaving the patient’s lungs

3.9
operator-powered resuscitator
resuscitation device in which ventilation of the lungs is produced by the operator compressing the compressible
unit of the device

NOTE Hereinafter called "resuscitator".

3.10
patient connection port
that opening through which gas flows to and from the patient

3.11
patient connection port connector
connector at the patient connection port which connects directly to a face mask or an appropriate mating airway
device

3.12
patient valve
valve in the breathing system that directs gas into the lungs for the inspiratory phase and into the atmosphere
during the expiratory phase

3.13
pressure limiting system
means for limiting the maximum delivery pressure

3.14
resuscitator deadspace, VD,app

that volume of previously exhaled gas which is delivered from the resuscitator in the succeeding inspiratory phase

3.15
tidal volume, VT

volume of gas, expressed in millilitres, entering or leaving the patient or the lung model during the inspiratory or
expiratory phase

3.16
ventilatory cycle
ventilation cycle comprising the inspiratory phase plus the expiratory phase of breathing

www.standards.com.au                                                                                                                                                        Standards Australia

2

A
cc

es
se

d 
by

 M
O

N
A

S
H

 U
N

IV
E

R
S

IT
Y

 L
IB

R
A

R
Y

 o
n 

16
 J

un
 2

01
5 

(D
oc

um
en

t c
ur

re
nc

y 
no

t g
ua

ra
nt

ee
d 

w
he

n 
pr

in
te

d)

Full document details: AS ISO 10651.4-2004

http://www.avadocuments.com/doc/as-iso-10651-4-2004
http://www.avadocuments.com/doc/as-iso-10651-4-2004


 

4 Connectors

4.1 Patient connection port connector

The patient connection port connector of the resuscitator shall be a 15 mm female and 22 mm male coaxial
connector complying with EN 1281-1.

4.2 R) Expiratory port connector for breathing gases

If an expiratory port connector is provided, it shall be one of the following :

a) a 30 mm male conical connector complying with EN 1281-1 or ;

b) a permanent connection or propriatory connector incompatible with EN 1281-1 and EN 737-1 ;

and with a means to prevent connection with internal lumen to any breathing attachment.

4.3 Face mask connectors

If provided with the resuscitator, face masks shall have either a 22 mm female connector or a 15 mm male
connector which shall mate with the corresponding connectors specified in EN 1281-1.

4.4 R) Bag refill valve connectors

If a conical connector is provided for attachment of a bag refill valve, it shall be a unique 32 mm female design. The
dimensions of this connector, when submitted to the test gauge given in Figure A.1, shall fit within the tolerance
steps.

4.5 Bag inlet valve connectors

Bag inlet valve connectors shall not be compatible with connectors dimensioned in accordance with EN 1281-1.
The bag inlet valve should be designed to minimize the risk of unintentional connection of breathing attachments
which might block the valve

4.6 Threaded gas filter connectors

If the resuscitator is fitted with a threaded gas filter connection, it shall comply with EN 148-1.

4.7 Oxygen tube connector and pressure gauge connector

The oxygen tube connector, if provided, shall comply with prEN 13544-2:2000. The pressure gauge connector (if
provided) shall not be compatible with tubing fitting the oxygen tube connector.

5 Operational requirements

5.1 General

All test performance requirements in this European Standard shall be satisfied when the resuscitator is operated by
one person.

5.2 R) Dismantling and reassembly

A resuscitator intended to be dismantled by the user, e.g. for cleaning, etc. should be designed so as to minimize
the risk of incorrect reassembly when all parts are mated.

The manufacturer shall recommend a functional test of operation to be carried out after reassembly (see 10.2d)).
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5.3 R) Patient valve function after contamination with vomitus

After the resuscitator has been tested in accordance with the test described in A.4.3, it shall meet the requirements
specified in 6.2, 6.4, 6.7.1 and 6.7.2.

NOTE It is preferable that the valve housing be constructed so that operation of the mechanism can be observed by the
operator, e.g. through a transparent housing. Observation of the functioning mechanism of the patient valve can assist the
operator in detecting abnormal operation.

5.4 Mechanical shock

5.4.1 R) Drop test

The resuscitator shall meet, at room temperature, the requirements specified in 6.2, 6.4 and 6.7.1, following the
drop test described in A.4.4.

5.5 Immersion in water

After immersion in water by the method described in A.4.5, the resuscitator shall comply with the requirements
specified in 6.2, 6.4, 6.7.1 and 6.7.2.

5.6 R) Bag refill valves

Bag refill valves for use with resuscitators shall not have provision for manual operation.

5.7 Materials of construction

All gas conducting parts shall be from materials selected to take into account the chemical and physical properties
of any substances that the manufacturer declares can be administered by the resuscitator

6 Ventilatory requirements

6.1 R) Supplementary oxygen and delivered oxygen concentration

When tested by the method described in A.4.6 in accordance with the requirements of its classification (see 6.7.1)
a resuscitator shall provide a minimum delivered oxygen concentration of at least 35 % (V/V) when connected to an
oxygen source supplying not more than 15 l/min and, in addition, shall be capable of providing an oxygen
concentration of at least 85 % (V/V) (see note). The manufacturer shall state the range of delivered oxygen
concentrations at representative flows, i.e. 2 l/min, 4 l/min, 6 l/min, 8 l/min, etc.

NOTE The 85 % (V/V) requirement can be accomplished with the use of an attachment.

6.2 R) Expiratory resistance

In the absence of positive end-expiratory pressure devices, and when tested by the method described in A.4.7, the
pressure generated at the patient connection port shall not exceed 0,5 kPa (� 5 cmH20). (See also 10.2 c) 8)).

6.3 R) Inspiratory resistance

When tested by the method described in A.4.8, the pressure at the patient connection port shall not exceed 0,5 kPa
(� 5 cmH20) below atmospheric pressure. (See also 10.2 c) 8)).

6.4 R) Patient valve malfunction

When tested by the method described in A.4.9, an inadvertent positive expiratory pressure greater than 0,6 kPa
(� 6 cmH2O) shall not be created at an added input flow of up to 30 l/min when this flow is added in accordance
with the manufacturer’s instructions.
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