
STN
EN	ISO
15223‐1/A1

Zdravotnícke	pomôcky
Značky	na	používanie	s	informáciami 

poskytovanými	výrobcom
Časť	1:	Všeobecné	požiadavky	

Zmena A1: Pridanie definovaného termínu pre 
autorizovaného zástupcu a modifikovaného 
symbolu EC REP, ktorý nie je špecifický pre 

krajinu alebo región 
(ISO 15223-1: 2021/Amd 1: 2025)

85 0005

Medical devices - Symbols to be used with information to be supplied by the manufacturer - Part 1: General requirements - 
Amendment 1: Addition of defined term for authorized representative and modified EC REP symbol to not be country or 
region specific (ISO 15223 1:2021/Amd 1:2025)

Tat́o norma obsahuje anglicku ́verziu euró pskej normy.
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This amendment A1 modifies the European Standard EN ISO 15223-1:2021; it was approved by CEN on 16 September 2024.  

CEN and CENELEC members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for 
inclusion of this amendment into the relevant 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 amendment 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, Türkiye and United Kingdom. 
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European foreword 

This document (EN ISO 15223-1:2021/A1:2025) has been prepared by Technical Committee ISO/TC 
210 "Quality management and corresponding general aspects for products with a health purpose 
including 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 Amendment to the European Standard EN ISO 15223-1:2021 shall be given the status of a national 
standard, either by publication of an identical text or by endorsement, at the latest by May 2026, and 
conflicting national standards shall be withdrawn at the latest by May 2026. 

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 has been prepared under a standardization request addressed to CEN and CENELEC by 
the European Commission. The Standing Committee of the EFTA States subsequently approves these 
requests for its Member States. 

For the relationship with EU Legislation, see informative Annex ZA and ZB, which are an integral parts 
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. 

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the 
following countries are bound to implement this European Standard: 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, Türkiye and the 
United Kingdom. 

Endorsement notice 

The text of ISO 15223-1:2021/Amd 1:2025 has been approved by CEN-CENELEC as EN ISO 15223-
1:2021/A1:2025 without any modification. 
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards 
bodies (ISO member bodies). The work of preparing International Standards is normally carried out through 
ISO technical committees. Each member body interested in a subject for which a technical committee 
has been established has the right to be represented on that committee. International organizations, 
governmental and non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely 
with the International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization. 

The procedures used to develop this document and those intended for its further maintenance are described 
in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the different types 
of ISO documents should be noted. This document was drafted in accordance with the editorial rules of the 
ISO/IEC Directives, Part 2 (see www.iso.org/directives).

ISO draws attention to the possibility that the implementation of this document may involve the use of (a) 
patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed patent 
rights in respect thereof. As of the date of publication of this document, ISO had not received notice of (a) 
patent(s) which may be required to implement this document. However, implementers are cautioned that 
this may not represent the latest information, which may be obtained from the patent database available at 
www.iso.org/patents. ISO shall not be held responsible for identifying any or all such patent rights.

Any trade name used in this document is information given for the convenience of users and does not 
constitute an endorsement. 

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and expressions 
related to conformity assessment, as well as information about ISO’s adherence to the World Trade 
Organization (WTO) principles in the Technical Barriers to Trade (TBT), see www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 210, Quality management and corresponding 
general aspects for products with a health purpose including medical devices, in collaboration with the 
European Committee for Standardization (CEN) Technical Committee CEN/CLC/JTC 3, Quality management 
and corresponding general aspects for medical devices, in accordance with the Agreement on technical 
cooperation between ISO and CEN (Vienna Agreement).

A list of all parts in the ISO 15223 series can be found on the ISO website.

Any feedback or questions on this document should be directed to the user’s national standards body. A 
complete listing of these bodies can be found at www.iso.org/members.html.
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