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SVAS BIOSANA 
 

EU DECLARATION OF CONFORMITY 
UNI CEI EN ISO/IEC 17050-1:2010 

ACCORDING TO ANNEX II and III 

of REGULATION (UE) 2017/745  

 

 

 

 

Manufacturer SVAS BIOSANA SPA 
  

Administrative Headquarters 
Via Trentola, 7 
80049 Somma Vesuviana (NA) - Italia 

  

Medical device Absorbent Underpad 

  
Model FARMEX   
  

Class  
I (according to rule 1 of Annex VIII of Regulation (UE) 2017/745 
and following amendments) 

  
CND Code  T04010202 
  
Lot 21 WW ( YY=Year, WW=Week) 
  
Catalogue Code (REF) 03JOL5003040 
  
 
Basic UDI-DI  
 

800400703JOL5003040CW 

The undersigned SVAS BIOSANA SPA declares, under its own responsibility, that the above-

mentioned devices meet all the provisions of the Regulation (UE) 2017/745. 
 
Harmonized Standards and Common Specifications 
used for the Declaration of Conformity 

EN ISO 13485 ; EN ISO 14971 ; EN1041 ; 
EN ISO 15223-1 ; EN ISO 16021 

Moreover, Svas Biosana SpA declares as following: 

• The concerned devices meet the essential requirements as according to Annex I of the 

Regulation (EU) 2017/745. 

• The concerned devices are sold in a NON-STERILE packaging; 

• The concerned devices don’t have A MEASURING FUNCTION; 

• The concerned devices are NOT DESTINED FOR CLINICAL INVESTIGATION; 

• The manufacturer undertakes to maintain and make available to the Competent Authority the 

technical documentation specified in Annex II of Regulation (EU) 2017/745 for a period of at 

least ten years from the date of manufacture of the last batch produced. 

 

On behalf of SVAS BIOSANA SPA 

 

Eng. Mario Ioele 

 

                                                       Somma Vesuviana (NA), Italy 15.06.2021 
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SVAS BIOSANA 
 

DECLARATION OF EC CONFORMITY 
UNI CEI EN ISO/IEC 17050-1:2010 

ACCORDING TO ANNEX VII 

 (directive 93/42/CEE and following amendments) 

 

 

 

 

Manufacturer SVAS BIOSANA SPA 
  

Administrative Headquarters 
Via Trentola, 7 
80049 Somma Vesuviana (NA) - Italia 

  

Medical device 
 
Absorbent Underpad 

  
Model FARMEX  
  

Class  
I (according to annex IX of Directive  93/42/EEC and following 
amendments) 

  
CND Code  
 
Lot  

T04010102 
 
YYWW ( YY=Year, WW=Week) 

    

Catalogue Code 

 
03JOL500PPSS                                             
 
(PP=Pieces/bag; SS=Size:10=40x60, 20=60x60, 30=60x90, 40=80x180) 
 

The undersigned SVAS BIOSANA SPA declares, under its own responsibility that the above-

mentioned devices meet all the provisions of the directive 93/42/ EEC and following amendments. 

 

Certified Quality System UNI EN ISO 9001:2015; UNI EN ISO 13485:2012 

Moreover, Svas Biosana SpA declares as following: 

• The concerned devices meet the essential requirements as according to Annex I Directive 

93/42/EEC as amended by Directive 2007/47/EC. 

• The concerned devices are sold in a NON-STERILE packing; 

• The concerned devices are NOT INSTRUMENTS OF MEASURE; 

• The concerned devices are NOT DESTINED FOR CLINICAL INVESTIGATION; 

• The manufacturer must undertake to maintain and make available to the Competent Authority 

the technical documentation specified in Annex VII of the Directive 93/42/EEC and following 

amendment for a period of at least five years from the date of manufacture of the last batch 

produced. 

 

On behalf of SVAS BIOSANA SPA 

 

Eng. Mario Ioele 

 

                                                       Somma Vesuviana (NA), Italy 

01.12.2020 
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SVAS BIOSANA 

 
UNDERPAD 
 
 
 
The device is manufactured for all the cases of urinary and fecal incontinence for bedridden patients. It is not 
wearable, this device may be positioned between the patient and the bed surface in order to ensure the health of 
people. The external side is made of soft, non-toxic and waterproof polyethylene. The absorption area is 
composed of pure fluff pulp, evenly and firmly distributed onto the roof to make everything compact. The 
hypoallergenic non-woven inner layer covers the entire surface.  
Its structure helps an efficient retention of the liquids. 
 

  

TECNICAL AND LOGISTIC DETAILS 
 

Size  80*180 cm  60*90 cm 60*60 40*60 

Code Article  03JOL5003040 03JOL5003030 03JOL5003020 03JOL5001510 

Colour Article   White White White White 

Code EAN  8004007500343 8004007500336 8004007500329 8004007500015 

 

Total Dimension cm. 80 x 180 60 x 90 60X60 40X60 

Absorbent Total Dimension cm. 55 x 76 55 x 86 55 x 55 35 x 55 

Absorbent Total Dimension cm
2
. 4.180 4.730 3025 1925 

 

Total Weight g. 71 75 50 35 

Cellulose Weight g. 40.7 55.3 36.64 25.65 

 

Absorption Capacity (ISO 11948-1) ml. 1.350 1.540 950 600 

 

Bag  pcs. 30 30 30 15 

Carton  pcs. 3 3 3 6 

Carton Dimension mm. 595x395x210 595x395x230 595x395x210 590x320x220 

Cartons per pallet pcs. 32 32 32 28 

Layers per pallet  8 8 8 7 
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