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National Foreword

I.S.  EN  ISO  15223-1:2021 is the adopted Irish version of the European Document EN  ISO  15223-1:2021,
Medical  devices  -  Symbols  to  be  used  with  information  to  be  supplied  by  the  manufacturer  -  Part  1: 
General  requirements  (ISO  15223-1:2021)

This document does not purport to include all the necessary provisions of a contract. Users are responsible
for its correct application.

For relationships with other publications refer to the NSAI web store.

Compliance  with this  document does  not of  itse lf  confer immunity  from legal obligations .       

In line with international standards practice the decimal point is shown as a comma (,) throughout this
document. 
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 EUROPEAN STANDARD NORME EUROPÉENNE EUROPÄISCHE NORM 
 
 EN ISO 15223-1   
  September 2021 ICS 01.080.20; 11.040.01 Supersedes EN ISO 15223-1:2016         

English version  Medical devices - Symbols to be used with information to be supplied by the manufacturer - Part 1: General requirements (ISO 15223-1:2021)  
Dispositifs médicaux - Symboles à utiliser avec les informations à fournir par le fabricant - Partie 1: Exigences générales (ISO 15223-1:2021)  Medizinprodukte - Zu verwendende Symbole mit durch den Hersteller bereitgestellten Informationen - Teil 1: Allgemeine Anforderungen (ISO 15223-1:2021)

This European Standard was approved by CEN on 4 June 2021.   CEN and CENELEC members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN and CENELEC member.  This European Standard exists in three official versions (English, French, German). A version in any other language made by translation under the responsibility of a CEN and CENELEC member into its own language and notified to the CEN-CENELEC Management Centre has the same status as the official versions.  CEN and CENELEC members are the national standards bodies and national electrotechnical committees of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and United Kingdom.    
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European foreword 

This document (EN ISO 15223-1:2021) has been prepared by Technical Committee ISO/TC 210 "Quality 
management and corresponding general aspects for medical devices" in collaboration with Technical 
Committee CEN-CENELEC/ JTC 3 “Quality management and corresponding general aspects for medical 
devices” the secretariat of which is held by NEN. 

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 March 2022, and conflicting national standards shall 
be withdrawn at the latest by March 2022. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CEN-CENELEC shall not be held responsible for identifying any or all such patent rights. 

This document supersedes EN ISO 15223-1:2016. 

This document has been prepared under a Standardization Request given to CEN and CENELEC by the 
European Commission and the European Free Trade Association, and supports essential requirements 
of EU Directive(s) / Regulation(s). 

For the relationship with EU Directive(s) / Regulation(s), see informative Annex ZA and ZB, which is an 
integral part of this document. 

Any feedback and questions on this document should be directed to the users’ national standards 
body/national committee. A complete listing of these bodies can be found on the CEN and CENELEC 
websites. 

This document is an adoption of an International Standard. The definitions in applicable regulatory 
requirements differ from nation to nation and region to region. As a result, the definitions in this 
document can differ in wording from those in European Regulations. For use in support of European 
requirements, definitions in the European regulations for medical devices take precedence. 

The following referenced documents are indispensable for the application of this document. For 
undated references, the latest edition of the referenced document (including any amendments) applies. 
For dated references, only the edition cited applies. However, for any use of this standard “within the 
meaning of Annex ZA and Annex ZB”, the user should always check that any referenced document has 
not been superseded and that its relevant contents can still be considered the generally acknowledged 
state-of-art. 

When an IEC or ISO standard is referred to in the ISO standard text, this shall be understood as a 
normative reference to the corresponding EN standard, if available, and otherwise to the dated version 
of the ISO or IEC standard, as listed below. 

NOTE The way in which these references documents are cited in normative requirements determines the 
extent (in whole or in part) to which they apply. 
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