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EU DECLARATION OF CONFORMITY 
(EU Regulation 2017/745 on medical devices / Annex IV) 

 

 

 

 

Mr. Fernando Alabarda Roitegui 

as Technical Responsible 

on behalf of and representation of the company Winncare Spain, S.L. (B96221718) 

with unique registration number (SNR): ES-MF-000000277 

with address Ctera. Masía del Juez 37B ∙ 46909 Torrente ∙ Valencia (Spain) 

with Sanitary License operating number  5191 P.S. 

 

 

DECLARES that the Sanitary Product described below, which technical documentation 

with file number indicated above is in my possession, complies with the general safety 

and operational requirements set out in Annex I of the Regulation, which apply to it, 

so that the absence of commitment to human health and safety is guaranteed, 

provided that the product is used in accordance with its intended purpose , as well as 

offering the benefits assigned and included in the document "Description and 

Specifications Cushions Sigel®”. 

 

Risk Rating: Class I 

Trade name: Cushion Sigel® liquid flotation system 

Intended purpose: To prevent the appearance of ulcers, generate comfort helping 

to maintain posture and absorb impacts and provide freshness in contact areas. 
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References: 

8436571820358 

Cushion Sigel® Height profile square 42 x 42 x 6. Up to 120 kg 

8436571820365 

Cushion Sigel® Height profile horseshoe 42 x 42 x 6. Up to 120 kg 

8436571820372 

Cushion Sigel® Low profile square 42 x 42 x 4.5. Up to 100 kg 

8436571820389 

Cushion Sigel® Low profile horseshoe 42 x 42 x 4.5. Up to 100 kg 

8436571820396 

Geriatric Cushion Sigel® Low Profile 3.5 squared 41 x 41 x 3.5. Up to 80 kg 

8436571820402 

Geriatric Cushion Sigel® Low Profile 3.5 horseshoe 41 x 41 x 3.5. Up to 80 kg 

 

 

 

 

Torrente, December 17, 2020 

 

  

Fernando Alabarda 

Technical Responsible 


