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European foreword 

This document (EN 13718-1:2014/prA1:2018) has been prepared by Technical Committee CEN/TC 239 
“Resuce systems”, the secretariat of which is held by DIN. 

This document is currently submitted to the CEN Enquiry. 

This document has been prepared under a standardization request given to CEN by the European 
Commission and the European Free Trade Association, and supports essential requirements of 
EU Directive 93/42/EEC. 

For relationship with EU Directive, see informative Annex ZA, which is an integral part of EN 13718-
1:2014. 
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1 Modifications to Clause 2, Normative references 

Replace 

“EN 13718-2:2008, Medical vehicles and their equipment — Air ambulances — Part 2: Operational and 
technical requirements of air ambulances” 

With 

“EN 13718-2:2015, Medical vehicles and their equipment — Air ambulances — Part 2: Operational and 
technical requirements of air ambulances” 

Replace 

“EN 60529:1991, Degrees of protection provided by enclosures (IP Code) (IEC 60529:1989)” 

With 

“EN 60529:1991/A2:2013, Degrees of protection provided by enclosures (IP Code) 
(IEC 60529:1989/A2:2013)” 

Replace 

“EN 60601-1 (all parts), Medical electrical equipment (IEC 60601, all parts)” 

With 

“EN 60601-1:2006, Medical electrical equipment — Part 1: General requirements for basic safety and 
essential performance (IEC 60601-1:2005)” 

Replace 

“EN ISO 5359:2008, Low-pressure hose assemblies for use with medical gases (ISO 5359:2008)” 

With 

“EN ISO 5359:2014, Low-pressure hose assemblies for use with medical gases (ISO 5359:2014)” 

Replace 

“EN ISO 10297:2006, Transportable gas cylinders — Cylinder valves — Specification and type testing 
(ISO 10297:2006)” 

With 

“EN ISO 10297:2014, Transportable gas cylinders — Cylinder valves — Specification and type testing 
(ISO 10297:2014)” 

Replace 

“ISO 7000:2012, Graphical symbols for use on equipment — Registered symbols” 

With 

“ISO 7000:2014, Graphical symbols for use on equipment — Registered symbols” 

Delete the following references: 

“EN 1041:2008+A1:2013, Information supplied by the manufacturer of medical devices” 

“EN ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and 
information to be supplied — Part 1: General requirements (ISO 15223-1:2012)” 

Delete the following footnote  

“1) EN 13718-2:2008 is bound to be superseded with a new edition.” 
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2 Modifications to Clause 4, Requirements for medical devices for air 
ambulances 

In 4.3, NOTE 4, replace  

“EN 13718-2:2008” 

With 

“EN 13718-2:2015”. 

In 4.3, sixth paragraph, delete  

“When markings and instructions for the use of medical devices are present they shall conform to 
EN 1041:2008+A1:2013 and EN ISO 15223-1:2012. Graphical symbols shall be derived from 
harmonized standards when available. Any other symbols used shall be clear in their intentions, and 
there shall be a description of the meaning on the label or associated literature.” 

In 4.5.1 s paragraph, replace 

“EN 60529:1991” 

With 

“EN 60529:1991/A2:2013” 

In 4.5.1 NOTE 2, replace 

“EN 13718-2:2008” 

With 

“EN 13718-2:2015”. 

In 4.6.1 first paragraph, replace 

“EN 13718-2:2008” 

With 

“EN 13718-2:2015”. 

In 4.6.2 first paragraph, replace 

“EN ISO 5359:2008 and EN ISO 10297:2006” 

with 

“EN ISO 5359:2014 and EN ISO 10297:2014.” 

In 4.6.5, replace 

“EN ISO 10297:2006” 

With 

“EN ISO 10297:2014”. 

In 4.6.6 first paragraph, replace 

“EN ISO 5359:2008” 

With 

“EN ISO 5359:2014” 

In 4.6.6 second  paragraph, replace 

“EN ISO 5359:2008, except for 4.4.2.1, shall apply.” 
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With 

“EN ISO 5359:2008, except for 4.6.2.1, shall apply.” 

In 4.7.1 NOTE, replace 

“EN 13718-2:2008” 

With 

“EN 13718-2:2015”. 

In 4.8 NOTE, replace 

“EN 13718-2:2008.” 

With 

“EN 13718-2:2015.” 

In 4.10 fourth paragraph, delete 

“Markings and instructions for the use of medical devices shall conform to EN 1041:2008+A1:2013 and 
EN ISO 15223-1:2012.” 

3 Modification to Annex ZA 

Replace Annex ZA with the following: 
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"Annex ZA 
(informative) 

 
Relationship between this European standard and the essential 

requirements of Directive 93/42/EEC [OJ L 169] aimed to be covered 

This European standard has been prepared under a Commission’s standardization request M/023 
concerning the development of European standards related to medical devices to provide one voluntary 
means of conforming to essential requirements of Council Directive 93/42/EEC of 14 June 1993 
concerning medical devices [OJ L 169]. 

Once this standard is cited in the Official Journal of the European Union under that Directive, 
compliance with the normative clauses of this standard given in Table ZA.1 confers, within the limits of 
the scope of this standard, a presumption of conformity with the corresponding essential requirements 
of that Directive, and associated EFTA regulations. 
NOTE 1 Where a reference from a clause of this standard to the risk management process is made, the risk 
management process needs to be in compliance with Directive 93/42/EEC as amended by 2007/47/EC. This 
means that risks have to be reduced ‘as far as possible’, ‘to a minimum’, ‘to the lowest possible level’, ‘minimized’ 
or ‘removed’, according to the wording of the corresponding essential requirement. 

NOTE 2 The manufacturer’s policy for determining acceptable risk must be in compliance with Essential 
Requirements 1, 2, 5, 6, 7, 8, 9, 11 and 12 of the Directive. 

NOTE 3 When an Essential Requirement does not appear in Table ZA.1, it means that it is not addressed by this 
European Standard. 

Table Z0.1 — Correspondence between this European standard and Annex I of Directive 
93/42/EEC [OJ L 169] 

Essential Requirements of 
Directive 93/42/EEC 

Clause(s)/subclause(s) of this 
EN 

Remarks/Notes 

9.1 first sentence 4.6 Covered as far as connection to 
the gas installation is concerned 

9.2 2nd indent 4.4 Covered for temperature and 
pressure 

12.7.4 4.6 Covered for connections to gas 
terminals 

13.6 (d) 4.10 Covered for maintenance only 

WARNING 1 — Presumption of conformity stays valid only as long as a reference to this European 
Standard is maintained in the list published in the Official Journal of the European Union. Users of this 
standard should consult frequently the latest list published in the Official Journal of the European 
Union. 

WARNING 2 — Other Union legislation may be applicable to the product(s) falling within the scope of 
this standard." 
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