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Symbol Title Reference number 

EN ISO 15223-1:2021/A1:2025  

Symbols to be used with information to be supplied by the manufacturer — Part 1: General requirements 

 

Manufacturer 5.1.1 

 

Authorized Representative in the 

European Community /European Union 
5.1.2 

EC REP 
 

Legacy Authorized Representative 

Symbol (EC REP) – Replaced by EU REP 

Symbol 

5.1.2 

 
Date of manufacture 5.1.3 

 

Use-by date 5.1.4 

 

Batch code 5.1.5 

 

Catalog number 5.1.6 

 

Importer 5.1.8 

 

Distributor 5.1.9 

 

Sterilized using ethylene oxide 5.2.3 

 

Do not resterilize 5.2.6 

 

Do not use if package is damaged and 

consult instructions for use 
5.2.8 

 
  

Double sterile barrier system 5.2.12 
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Temperature limit 5.3.7 

 

Do not-reuse 5.4.2 

 

Consult instructions for use 5.4.3 

 

Caution 5.4.4 

 

Contains biological material of animal 

origin 

5.4.8 

 

Patient identification 5.7.3 

 

Health care center or doctor 5.7.5 

 

Date 5.7.6 

 

Medical device 5.7.7 

 

Unique device identifier 5.7.10 

ISO 7000:2019 

Graphical symbols for use on equipment — Registered symbols 

 

Open here 3079 

U.S. FDA 

 

 

U.S. FDA prescription device 

statement/symbol 

 

21 CFR 801.109 (b)(1) 

 

MR Safe FDA Guidance Testing and Labeling 

Medical Devices for Safety in the 

Magnetic Resonance (MR) 

Environment 
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