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EU Declaration of Conformity 
Version Number: 07 

 Issue Date: 16th January 2023 
                                                                                                                                                                  

The EU declaration of conformity shall state that the requirements specified in Regulation (EU) MDR 2017/745 
for medical devices have been fulfilled in relation to the device covered within this document. 
 

General Product Name: 

(as per technical file) 
Disposable Pulp Hygiene and Healthcare Products 

Legal Manufacturer: 

(Name on Label) 

Vernacare Limited, 

Fold Road, Bolton, BL12TX, UK 

Manufacturers SRN: GB-MF-000004899 

Basic UDI-DI: 

5065000204C01nT004G0AQJ – Bedpans 

5065000204C01nT004G0BQL – Jugs 

5065000204C01nT004G0CQN - Washbowls 

Variants: As per Appendix II  (This document) – Product Listing/Schedule 

Intended Purpose: 
Single use disposable pulp products used for the collection of 

human waste 

MDR Classification: 
Class I Rule 1 - All non-invasive devices are classified as class I, 

unless one of the rules set out hereinafter applies 

Notified Body: Not Applicable for Class I non-sterile 

EC Certificate: Not Applicable for Class I non-sterile 

EU Authorised Representative: 

Advena Limited,  

Tower Business Centre, 2nd Floor,  

Tower Street, Swatar,  

BKR 4013 Malta. 

EU Authorised Representative 

SRN: 
MT-AR-000000234 

Medical Device Regulation 

Assessment Route: 

Issuing of the Declaration of Conformity in accordance with Article 

19 after drawing up the technical documentation laid out in 

Annexes II and III of the EU MDR 2017/745, 

 
We hereby declare that the product(s) specified within this document complies with the applicable provisions of 
the essential principles of Regulation (EU) MDR 2017/745 Article 52 for medical devices.  
 
The product has been subjected to the conformity assessment procedures in accordance with the Regulation 

(EU) MDR 2017/745 for medical devices. 

 

This declaration of conformity is issued under the sole responsibility of legal manufacturer Vernacare Limited, 

Fold Road, Bolton, BL12TX, UK. All supporting documentation is retained at the premises of the manufacturer. 

 

 






