
 

 

EU Declaration of Conformity 
 

Manufacturer and UK  
Responsible Person 

Authorised Representative established  
in the Union: 

Unigloves (UK) Limited 
3 Ambley Green 
Gillingham 
Kent ME8 0NJ UK 

Eurolink Europe Compliance Limited 
Herbert Place 
25 D02 AY86 Dublin 
Ireland 

  

 Basic UDI-DI according to Annex VI Part C 
 506065550DermaShieldM5 
  

 Single Registration Number according to Article 31 
 GB-MF-000035139 
 
We declare that the products covered by this declaration and listed in Annex I, whose intended 
use is to prevent irritant contact dermatitis, can be used in the laboratory, medical and industrial 
sector as well as in the domestic area by laypersons and health care users, are in conformity as 
medical devices with: 
 
Medical Devices Regulation (EU) 2017/745 as amended and are Class I self-certified according to 
Annex VIII, Rule 1 and are subject to conformity assessment procedure using technical 
documentation according to Annex II and Annex III 
 

     
 
This declaration of conformity is issued under the sole responsibility of the manufacturer. 
 
 
Done at Gillingham on 4 November 2024 
 

        
Chris Wahlers 
Managing Director 
Unigloves (UK) Ltd 

  



 

 

UK Declaration of Conformity 
 

 The manufacturer:  
Unigloves (UK) Limited 
3 Ambley Green 
Gillingham 
Kent ME8 0NJ 
UK 

 

 
declares that the medical devices listed in Annex I are in conformity with;  
 
Medical Devices Directive 93/42/EEC (in UK law the Medical Devices Regulations 2002 (SI 2002 
No 618, as amended)) and are Class I self-certified 
 

 
 
This declaration of conformity is issued under the sole responsibility of the manufacturer. 
 
 
Done at Gillingham on 4 November 2024 
 

        
Chris Wahlers 
Managing Director 
Unigloves (UK) Ltd 

  



 

 

Annex I 
 

Product Code Product description 
BOTFUL1000UK Derma Shield - 1 Litre Lotion Bottle with pump 
BOTFUL100UK Derma Shield - 100ml Lotion Bottle with pump 
LOT0800DSLUK Derma Shield - 800ml Lotion Pouch 
CANFULDSA0050UK Derma Shield - Aerosol Mousse - 50ml 
CANFULDSA0150UK Derma Shield - Aerosol Mousse- 150ml 
CANFULDSA0500UK Derma Shield - Aerosol Mousse - 500ml 

 


