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Foreword 

The text of ISO 80601-2-56:2009 has been jointly prepared by Technical Committee ISO/TC 121 “Anaesthetic 
and respiratory equipment” of the International Organization for Standardization (ISO) and Sub-Committee 
IEC/SC 62D “Electromedical equipment” of the International Electrotechnical Commission (IEC) and has been 
taken over as FprEN ISO 80601-2-56:2012 by Technical Committee CEN/TC 205 “Non-active medical 
devices” the secretariat of which is held by DIN.. 

This document is currently submitted to the Unique Acceptance Procedure. 

This document will supersede EN 12470-3:2000+A1:2009, EN 12470-4:2000+A1:2009, EN 12470-5:2003,. 

This document 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 document. 

Endorsement notice 

The text of ISO 80601-2-56:2009 has been approved by CEN as a FprEN ISO 80601-2-56:2012 without any 
modification. 
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Annex ZA 
(informative) 

 
Relationship between this European Standard and the Essential 

Requirements of EU Directive 93/42/EEC on medical devices 

This European Standard has been prepared under a mandate given to CEN by the European Commission 
and the European Free Trade Association to provide a means of conforming to Essential Requirements of the 
New Approach Directive 93/42/EEC on medical devices.  

Once this standard is cited in the Official Journal of the European Union under that Directive and has been 
implemented as a national standard in at least one Member State, compliance with the 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.  

Table ZA.1 — Correspondence between this European Standard and Directive 93/42/EEC on 
medical devices 

Clause(s)/sub-clause(s) of this 
International standard 

Essential requirements (ERs) of EU 
Directive 93/42/EEC 

Qualifying remarks/Notes 

201.11 7.2 Only the parts of ER 7.2 relating to 
safety in use for the patient are 
addressed. 

201.11 7.3 Only the part of the first sentence 
relating to design is addressed. 

201.7.9.2.14.101 7.5 Only the third paragraph of ER 7.5 
is addressed. 

201.11, 201.103 7.6  

201.11 8.1 The part of ER 8.1 relating to easy 
handling is not addressed. 

201.11 8.4 Validated processes for 
sterilization are required via the 
normative references to 
ISO 11134, ISO 11135, 
ISO 11137. 

201.7.2.1.101 8.7  

201.4, 201.4.2.101, 201.7, 201.7.9.2.101 e), 
201.16, 201.101.1, 201.102.1, 201.103, 
201.103.2 

9.1  

201.9, 201.12.1.101, 201.12.2, 201.15, 202 9.2 The 4th indent of ER 9.2 is not 
addressed. 

201.11, 201.13 9.3  

201.7.9.2.101 d), 201.12, 201.101, 201.102, 
201.103 

10.1  

201.12.2 10.2  

201.7 10.3  
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