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Symbol Standard Ref # Title Definition 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.1.1 Manufacturer Indicates the medical device 
manufacturer, as defined in EU 
Directives 90/385/EEC, 93/42/EEC and 
98/79/EC. 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.1.2 Authorized 
Representative 
in the European 
Community 

Indicates the Authorized Representative 
in the European Community. 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.1.3 Date of 
Manufacture 

Symbol for date of manufacture. This 
symbol is accompanied by a date. 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.1.4 Use-by Date Indicates the date after which the 
medical device is not to be used. 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.1.5 Batch Code Indicates the manufacturer's batch code 
so that the batch or lot can be identified. 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.1.6 Catalog Number Indicates the manufacturer's catalog 
number so that the medical device can 
be identified. 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.2.3 Sterilized Using 
Ethylene Oxide 

Indicates a medical device that has been 
sterilized using ethylene oxide. 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.2.7 Non-Sterile Indicates a medical device that has not 
been subjected to a sterilization process. 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.2.8 Do Not Use if 
Package is 
Damaged 

Indicates a medical device that should 
not be used if the package has been 
damaged or opened. 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.4.2 Do Not Reuse Indicates a medical device that is 
intended for one use, or for use on a 
single patient during a single procedure. 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.4.3 Consult 
Instructions For 
Use 

Indicates the need for the user to consult 
the instructions for use. 

 

ISO 15223-1: Medical devices — 
Symbols to be used with medical 
device labels, labelling and 
information to be supplied 

5.4.4 Caution Indicates the need for the user to consult 
the instructions for use for important 
cautionary information such as warnings 
and precautions that cannot, for a 
variety of reasons, be presented on the 
medical device itself. 
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21 CFR 801.15(c)(1)(i)F  Prescription only Indicates a medical device that requires 
prescription in the United States. 

 

765/2008/EC 768/2008/EC MDD 
93/42/EEC (Articles 4,11,12,17, 
Annex II) 

 CE marking Signifies European technical conformity. 

 

IEC 60417-5333  Applied Part - 
Type BF 

Indicates a device that comes into 
contact with the body, having medium or 
long term contact with the patient. 

 

BS EN 50419  WEEE (Waste 
Electrical and 
Electronic 
Equipment) 

Indicates the device is WEEE per 
European Community Directive 
2012/19/EU 

 

ISO 7010 M002 Refer to 
accompanying 
documents 

To signify that the instruction 
manual/booklet must be read 

 


