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The manufacturer declares under its own responsibility that the medical device(s): 
 

PRODUCT IDENTIFICATION 
Product Brand Name Photo 
FERNO, Stretcher Mattresses/Pads 

 

  
 
 

EMDN 
V0880 - MEDICAL SUPPORT EQUIPMENT - ACCESSORIES 
Intended Purpose  
FERNO mattresses/pads are used with FERNO self-loading stretchers and are designed 
to provide a soft surface to the patient while being transported on the stretcher. 
REF (Item / Catalog) Item Description GTIN (UDI-DI) GMN (Basic UDI-DI) 
KIT-BLACK MATTRESS AND BELTS SET FOR STRETCHER 08051380871171 805138087V0880MATAD 
KIT-BLACK/26-B MATTRESS AND BELTS SET FOR 26-B 08051380871188 805138087V0880MATAD 
21-00047 MATTRESS 26-B 08051380871195 805138087V0880MATAD 
10-00313 BACK PILLOW 08051380871430 805138087V0880PAD9U 
0374857 BLACK MATTRESS FOR 26-S, SERIE 5026, 4141 08051380871447 805138087V0880MATAD 
RISK CLASS FOR MEDICAL DEVICES 
Device Classification Common Specifications  
Class I Rule 1 Not applicable 

 

according to: 
 

HARMONIZED AND NON-HARMONIZED STANDARDS 
Item Description 
EN 1865-1:2010+A1:2015 Patient handling equipment used in road ambulances - Part 1: General stretcher systems and patient handling 

equipment. 
EN 1789:2020 para(s). 4.4.11 and 5.3 Medical vehicles and their equipment - Road ambulances 
EN ISO 10993-1:2020 Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk management process (ISO 10993-

1:2018) 
EN ISO 14971:2019/A11:2021  Medical devices - Application of risk management to medical devices (ISO 14971:2019) 
EN 62366-1:2015+A1:2020 Medical devices - Part 1: Application of usability engineering to medical devices 
EN ISO 15223-1:2021 Medical devices - Symbols to be used with information to be supplied by the manufacturer - Part 1: General requirements 

(ISO 15223-1:2021) 
EN ISO 13485:2016+A11:2021 Medical devices - Quality management systems - Requirements for regulatory purposes (ISO 13485:2016) 
EN ISO 9001:2015 Quality management systems - Requirements (ISO 9001:2015) 

 

complies with the essential requirements listed in Annex I of the Regulation (EU) 2017/745  
concerning Medical Devices. 

Pieve di Cento, March 20, 2024 Signature 
Enrico Carletti - Managing Director, PRRC 
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