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1. Reference standard 

Symbols adopted in labels are in accordance with the following harmonized 

standards: 

• UNI CEI EN 1041:2013 “Information provided by the manufacturer of 

medical devices”; 

• UNI CEI EN ISO 15223-1:2013 “Medical Devices – Symbols to be used 

in medical devices’ label, in labeling and in the information to be 

provided” 

2. License plate label  
 

The following indelible adhesive label is applied to the back of the 

defibrillator: 
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3. Packaging label 

                                                    

 

 

 

 

 

4. Plan of accessories’ labels 
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5. Description of the symbols used  

 

SYMBOL MEANING POSITION 

 

Device’s name 

☒ on product 

☒ on packaging 

☐ on the documentation 

 

Device’s serial number 

☒ on product 

☒ on packaging 

☐ on the documentation 

 
Manufacturer’s identification 

☒ on product 

☒ on packaging 

☒ on the documentation 

 
Device’s manufacturing date 

☒ on product 

☒ on packaging 

☐ on the documentation 

 
CF TYPE  applied part 

protected by defibrillator discharge 

☒ on product 

☐ on packaging 

☒ on the documentation 

 BF TYPE  applied part  protected 

by defibrillator discharge 

☒ on product 

☐ on packaging 

☒ on the documentation 

 

Device electrical class 2 

☒ on product 

☐ on packaging 

☒ on the documentation 
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 Alternate 

☒ on product 

☐ on packaging 

☒ on the documentation 

 

 
 

 

Electrical hazard 

☒ on product 

☐ on packaging 

☒ on the documentation 

 
Warning 

☒ on product 

☐ on packaging 

☒ on the documentation 

 
 

DO NOT use AED mode on 

newborns 

 

☐ on product 

☐ on packaging 

☒ on the documentation 

 
 

Read enclosed instructions for use 

 

 

☒ on product 

☒ on packaging 

☒ on the documentation 

 CE signature and 

Identification Number of the 

Notified Body 

☒ on product 

☒ on packaging 

☒ on the documentation 

 

 

 

Temperature storage range 

☐ on product 

☒ on packaging 

☒ on the documentation 

 

 

 

Humidity storage range 

☐ on product 

☒ on packaging 

☒ on the documentation 

0068 



 

CE TECHNICAL FILE  

Rescue LIFE Rev. 0.2 

LABELING 

Code: TF-RescueLife-2.0/3.2-0.2 
Pag. 7 di 7 

              

 

STATE OF REVISIONS 
APPROVED BY: 

Rev N. Reason Date Dr. Cesare Mangone – President & CEO 

0.2 AC to NC ref.11 of Technical File 

Evaluation issued on 23/11/2020 by 
NB0068 

26/11/2020 signature 

     

0.1 Translation to english language 2019, March 

0.0 Renewal certification 2018, April 

 
 

 
 
 
 
 
 
 

 

Identification of the number of 

stackable packages: 4 

☐ on product 

☒ on packaging 

☐ on the documentation 

 

Symbol for marking electrical and 

electronic equipment 

☒ on product 

☒ on packaging 

☒ on the documentation 

 

Fragile content, handle with care 

☐ on product 

☒ on packaging 

☐ on the documentation 

 
Keep upwards 

☐ on product 

☒ on packaging 

☐ on the documentation 

 

Keep dry and do not expose to 

weather conditions 

☐ on product 

☒ on packaging 

☐ on the documentation 


