
This is to certify that Translite LLC. 
345 Commerce Green Blvd, Sugar Land, TX 77478, USA

has duly registered as a manufacturer as a result of Brexit, with the UK Competent Authority  MHRA, through its Appointed 

Responsible Person under the UK MDR 2002 and in accordance with Medical Devices Regulations 2002 (SI 2002 No 618, as 

amended) (UK MDR 2002), which gave effect in UK law to the directives concerning medical devices; The Medical Devices 

Directive 93/42/EEC, & the Medical Devices EU Regulation 2017/745

*************************** Applicable ANNEX *************************** 

Annex VII Declaration of Conformity, 

************************** Scope of Supply ********************************

BSI QMS ISO 13485:2016 Exp Date: 2024-09-01 No. FM 633388

Product Class I non-sterile. Product Family: Veinlite

***********************************************************************************************

Registered reference with the MHRA: Translite LLC- No: 16663

*********************************** Appointment *****************************************

We certify that Responsible Person Limited was appointed as the Responsible Person on the 1 January 2021

Date: 1Jan 2021Signature  

Responsible Person Officer

CERTIFICATE 

Responsible Person UK

Responsible Person Ltd, 8734 

Summit House, 4-5 Mitchell 
Street, Edinburgh, EH6 7BD, 
Scotland

Certificate No. RP-16663-01      Valid to 30 June 2024
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