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Foreword

This European Standard has been prepared 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 April 1999, and conflicting national
standards shall be withdrawn at the latest by April 1999.

This European Standard has been prepared under a mandate given to CEN by the European
Commission and the European Free Trade Association, and supports essential requirements

of EU Directive(s).

For relationship with EU Directive(s), see informative Annex ZA, which is an integral part of
this standard.

EN 738 consists of the following parts under the general title "Pressure regulators for use with
medical gases":

Part 1: Pressure regulators and pressure regulators with flow-metering devices.
Part 2: Manifold and line pressure regulators.

Part 3: Pressure regulators integrated with cylinder valves.

Part 4: Low-pressure regulators intended for incorporation into medical equipment.
For special national conditions see annex A.

Annex A forms a normative part of this European Standard. Annexes B, C, D and ZA are given
for information only.

According to the CEN/CENELEC Internal Regulations, the national standards organizations
of the following countries are bound to implement this European Standard: Austria, Belgium,
Czech Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the United
Kingdom.
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Introduction

Pressure regulators are fitted within medical equipment to maintain a constant outlet pressure
irrespective of variation of inlet pressure or flow.

To enable correct application of these devices it is important that the operating characteristics
are specified and tested in a defined manner.

As pressure regulators of this type are often derived from products designed for industrial
applications, this European standard pays particular attention to:

1

suitability of materials;

- safety (mechanical strength and resistance to ignition);
- cleanliness;

- testing;

- identification;

information supplied.
It is also essential that regular inspection and maintenance procedures are recommended.

Clauses and subclauses marked with R after their numbers have corresponding rationales
contained in annex D.
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1 Scope

1.1 This European Standard applies to low-pressure regulators suitable for inlet pressures
between 280 kPa and 600 kPa, supplied and packaged as for use in medical equipment intended
for the administration of medical gases in the treatment, management, diagnostic evaluation and
care of patients for use with the following medical gases:

- oxygen;
- nitrous oxide;

- air for breathing;

- helium;

- carbon dioxide;

- Xenon;

- specified mixtures of the gases listed above.

1.2 This European Standard does not apply to pressure regulators supplied as spare parts for a
specific application.

1.3 This European Standard does not apply to pressure regulators for use with suction services
(see EN ISO 10079-3).

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 the text and the
publications are listed hereafter. For dated references, subsequent amendments to or revision 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.

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

prEN 737-6  Medical gas pipeline systems - Part 6: Dimensions of probes for terminal units
for compressed medical gases and vacuum

EN 739 Low-pressure hose assemblies for use with medical gases

EN 1441 Medical devices - Risk analysis



