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Symbol Title of Symbol Standard Description of Symbol 

 

Manufacturer ISO 15223-1:2021 
5.1.1 

Indicates the medical device 
manufacturer 

 

Authorized 
representative in 
the European 
Community / 
European Union 

ISO 15223-1:2021 
5.1.2 

Indicates the authorized 
representative in the 
European Community / 
European Union 

 

Date of 
manufacture 

ISO 15223-1:2021 
5.1.3 

Indicates the date when the 
medical device was 
manufactured 

 

Use-by date ISO 15223-1:2021 
5.1.4 

Indicates the date after 
which the medical device is 
not to be used 

 

Batch code ISO 15223-1:2021 
5.1.5 

Indicates the manufacturer’s 
batch code so that the batch 
or lot can be identified 

 

Catalogue 
number 

ISO 15223-1:2021 
5.1.6 

Indicates the manufacturer’s 
catalogue number so that 
the medical device can be 
identified 

 

Keep away from 
sunlight 

ISO 15223-1:2021 
5.3.2 

Indicates a medical device 
that needs protection from 
light sources 

 

Temperature limit ISO 15223-1:2021 
5.3.7 

Indicates the temperature 
limits to which the medical 
device can be safely 
exposed 



 

 

Symbol Title of Symbol Standard Description of Symbol 

 

Do not re-use ISO 15223-1:2021 
5.4.2 

Indicates a medical device 
that is intended for one 
single use only 

 

Consult 
instructions for 
use or consult 
electronic 
instructions for 
use 

ISO 15223-1:2021 
5.4.3 

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

 

Caution ISO 15223-1:2021 
5.4.4 

Indicates that caution is 
necessary when operating 
the device or control close to 
where the symbol is placed, 
or that the current situation 
needs operator awareness 
or operator action in order to 
avoid undesirable 
consequences 

 

Medical device ISO 15223-1:2021 
5.7.7 

Indicates the item is a 
medical device 

 

CE mark / 
European 
Conformity / 
Conformité 
Européenne 

European Medical 
Device Directive 
93/42/EEC (as 
amended by 
Directive 
2007/47/EC) and 
Regulation (EU) 
2017/745 

Indicates conformity of the 
product with applicable 
European legislations 



 

 

Symbol Title of Symbol Standard Description of Symbol 

 

CE mark / 
European 
Conformity / 
Conformité 
Européenne 
with notified body 
identification 
number 

European Medical 
Device Directive 
93/42/EEC (as 
amended by 
Directive 
2007/47/EC) and 
Regulation (EU) 
2017/745 

Indicates conformity of the 
product with applicable 
European legislations where 
a notified body was 
responsible for the 
conformity assessment 
 
Notified Body Number 0459: 
GMED SAS, France 

 

UK conformity 
assessment mark 

MHRA Guidance 
Medical devices: 
conformity 
assessment and 
the UKCA mark 

Indicates conformity of the 
product with applicable UK 
legislations 

 

UK responsible 
person 

ISO 20417:2021 
6.1.2.d.1 

Indicates the UK responsible 
person 

 

Skin or eye 
irritation or 
allergic skin 
reaction 

Regulation (EC) 
No. 1272/2008 

Indicates product may cause 
skin or eye irritation or an 
allergic skin reaction 

 

Flammable liquid 
and/or vapor 

Regulation (EC) 
No. 1272/2008 

Indicates product may 
contain substances that are 
flammable 

 

Corrosive Regulation (EC) 
No. 1272/2008 

Indicates product is 
corrosive 



 

 

Symbol Title of Symbol Standard Description of Symbol 

 

Acute toxicity Regulation (EC) 
No. 1272/2008 

Indicates product is fatal or 
toxic if inhaled, swallowed, 
or in contact with skin 

 

Health hazard Regulation (EC) 
No. 1272/2008 

Indicates product may be a 
health hazard such as,  

• product may cause 
allergy or asthma 
symptoms or 
breathing difficulties 
if inhaled 

• product may be 
carcinogenic, 
mutagenic or 
reprotoxic 

 

Contains nano 
materials  

ISO 15223-1: 2021   
5.4.11 

Indicates a medical device 
that contains nano materials 

 
 


