
 

 

 

 

 

 

 

 

EC DECLARATION OF CONFORMITY 

Certificate No: 019 

 

Manufacturer: L&R Medical UK Ltd, 1 Wellington Court, Lancaster Park, Needwood, Burton upon Trent, 
                Staffordshire, DE13 9PS 

 

General Product Name: ActiFast Two Way Stretch Tubular Retention Bandage (see appendix 019 for product 

details) 

Intended Use: For use in dressing retention. For use with the wet wrap technique 
 
Single Registration Number: Not Applicable   

Authorised Representative: Lohmann & Rauscher International GmbH & Co. KG, Westerwaldstrasse 4,             
                DE-56579 Rengsdorf, Germany  

 
Conforming to                 Drug Tariff specification 46 for lightweight elasticated viscose tubular bandage  
Product Standards:   

 
Standards Applied : BS EN ISO9001:2015   BS EN ISO13485:2016   BS EN ISO14971:2019 

GMDN Code: 35374 

Basic UDI-DI: Not applicable  

Notified Body: Not applicable  

Directive Classification No: Class l, D1  

Conformity assessment route:   L&R Medical UK Ltd uses procedures for the CE-labelling of  
     their products according to the Regulation MDR 2017/745  
  
This declaration of conformity is issued under the sole responsibility of L&R UK Ltd. We hereby declare 
that he medical device(s) specified above meet the provision of the Regulation (EU) MDR 2017/745 for 
medical devices. This declaration is supported by the Quality Management System approval to ISO 
13485:2016. All supporting documentation is retained at the premises of the manufacturer. 

  

Signed:……………………………………………..…..                           Dated: 01 May 2021  

Name: Pierina Anderson                                                            Position: Quality & Regulatory Manager 

 




