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EESTI STANDARDI EESSÕNA   NATIONAL FOREWORD 

Käesolev Eesti standard EVS-EN 738-4:1999 
sisaldab Euroopa standardi EN 738-4:1998 
ingliskeelset teksti. 

This Estonian standard EVS-EN 738-4:1999 
consists of the English text of the European 
standard EN 738-4:1998. 

 
Standard on kinnitatud Eesti Standardikeskuse 
23.11.1999 käskkirjaga ja jõustub sellekohase 
teate avaldamisel EVS Teatajas.  
 
 
 
Euroopa standardimisorganisatsioonide poolt 
rahvuslikele liikmetele Euroopa standardi teksti 
kättesaadavaks tegemise kuupäev on . 
 

 
This standard is ratified with the order of 
Estonian Centre for Standardisation dated 
23.11.1999 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 
. 

Standard on kättesaadav Eesti 
standardiorganisatsioonist. 

The standard is available from Estonian 
standardisation organisation. 

ICS 11.040.10 

 

Võtmesõnad: jõudluse hindamine, konstruktsioon, materjalid, meditsiiniaparatuur, meditsiinilised 
gaasid, mehaaniline tugevus, märgistus, ohutus, pakkimine, rõhuregulaatorid, testimine, 
utiliseerimine, vooluhulk, 

Inglisekeelsed võtmesõnad: design, flow rate, marking, materials, mechanical strength, medical 
equipment, medical gasses, packing, performance evaluation, pressure regulators, safety, tests, 
utilization, 

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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EUROPEAT{ STANDARD EN 7384
NORME EUROPEENNE

EUROPAISCHE NORM October 1998

ICS 1 1.040.10; 23.060.40

Descriptors: medical equipmenl, utilization, medical gases, pressure regulators, safety, materials, design, performance
evaluation, flow rate, mechanical strength, tests, marking, packing

English version

Pressure regulators for use with medical gases - Part 4: Low-
pressure regulators intended for incorporation into medical

equipment

D6tendeurs pour l'ulilisafon avec les gaz m6dlcaux - Parte
4: D6tendeurs basse pression congus pour le mat6riel

m6dical

Druckminderer zur Veruyendung mii medizinischen Gasen -
Tell 4: Niederdruckminderer zum Einsetzen ln medlzinische

Gerdte

This European Standard was approved by CEN on 2 OclobEr 1998.

CEN members are bound lo comply with lhe CEIVCENELEC Intemal Regulatlons which siipulate the conditions lor gMng this European
Standard ths stalus ol a national standard without any alteralion. Up-todate lists and bibliographical references conceming such national
standards may be oblained on applicaton to the CEntral Secrelarlat or to any CEN msmbsr.

This European Standard exists in three offfcial verslons (English, French, German). A version in any other language made by translation
under the responsibility of a CEN member into its own language and nolified to the Central Secretariat has the same status as lhe offtcial
versions.

GEN members are the nalional slandards bodies of Austrla, Belglum, Gzech Republic, Denmark, Finland, France, Germany, Greece,
lceland, lreland, ltaly, Luxembourg, Netherlands, Norway, Ponugal, Spain, Sweden, Swllzedand and United Kingdom.

E
EI.JROPEAN COMMITTEE FOR STANDARDZATION
coMrrE, eunopEeN DE NoRMALISATToN
EURoPAISCHES KOMITEE FUR NORMUNC

Central Secretarlat rue de Stassart 36 8-1050 Brussels

@'1998 CEN All rights ol exploitation in anyfom and by any means reseryed Ref. No. EN 7384:1998 E
worldwide for GEN national Members.

This docum
ent is a preview

 generated by EVS



Page2
EN 7384:1998

Contents Page

Foreword. ........3

Introduction .................... 4

I Scope ...........5

2 Normative references.............. .......5

3 Definitions............. .......6

4 Symbols and terminology .............7

5 General requirements .....................7

6 Test methods... ............12

7 Marking and packaging............ .... 16

8 Information to be supplied by the manufacturer .............l7

Annex A (normative) Special national conditions .............24

Annex B (informative) Example of pressure regulators. ....25

Annex C (informative) Bibliography...... ..........26

Annex D (informative) Rationale............ .........27

Annex ZA (informative) Clauses of this European Standard addressing essential
requirements or other provisions of EU Directives ............ 28

This docum
ent is a preview

 generated by EVS



Page 3
EN 7384:1998

Foreword

This European Standard has been prepared by Technical Committee CEN/TC 215

"Respiratory and anaesthetic equipment"n 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 AnnexZA, 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 regulntors and pressure regulators withflow-mctering devices.

ParI2: Manifold and line pressure regul'ators.

Part 3: Pressure regul.ators integratedwith cylinder valves.

Pat4: Iow-pressure regulators intendedfor 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 ardZA 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,
CzechRepublic, Denmark, Finland, France, Germany, Greece,Iceland, keland, 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 indusnial
apptcations, this European standard pays particular attention to:

- 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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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 teatrnent, management, diagnostic evaluation and
care of patients for use with the following medical gases:

- oxygen;
- nitrous oxide;
- air for breathing;
- helium;
- carbondioxide;
- xenon;
- specified mixtures of the gases listed above.

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

13 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 - Paft 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
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