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EU Declaration of Conformity 
 

Flexi Seal Faecal Management System collection bags  
DS10-255 

Technical Documentation MDR_CCCTF_013 
 

This Declaration of Conformity is issued under the sole responsibility of ConvaTec Limited. 

We hereby declare that the mentioned product/ attached list of product comply with the applicable 

general safety and performance requirements and provisions of EU Medical Device Regulation (EU) 

2017/745  

 

Legal Manufacturer: 

ConvaTec Limited  
First Avenue,  
Deeside Industrial Park,  
Deeside,  
Flintshire  
CH52NU  
United Kingdom 

SRN GB-MF-000001770 

Authorized Representative: 

Unomedical A/S 
Aaholmvej 1-3,  
Osted, 4320,  
Lejre 
Denmark 

Product Name: 
Flexi-Seal Faecal Management collection bags  
 

GMDN Code and Title: 

47038 - A receptacle intended to be used for the 

collection of liquid or semi-liquid stool (faeces) 

from a dedicated catheter intended to be 

attached to the bag proximally and inserted into 

the rectum distally, and adaptors/connectors. It 

is made of soft plastic material and may also 

include a drainage port and a syringe to drain 

faecal matter and/or to deliver medication. This 

is a single-use device. 

Basic UDI-DI 768455HC0015XX 

Identification of the device(s) concerned: Refer to Appendix A 

Catalogue Number: Refer to Appendix A 
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Intended purpose: 

These Flexi-Seal FMS products are intended to 

be used for the purpose of safely and effectively 

diverting faecal matter in order to protect 

patients’ wounds from faecal contamination and 

reduce the risks of both skin breakdown and the 

spread of infection, keep bed linen clean, as well 

as protect other patients and healthcare 

providers from cross contamination.  

Risk Classification: Class I as per Rule 1 in Annex VIII 

Conformity Assessment Route: 
Annex II and III of EU Medical Device 

Regulation (EU) 2017/745 

Relevant Harmonized Standards 

N/A at time of approval there are no 

Harmonised standards to the Medical device 

Regulation 2017/745 

References to any CS:  
No common specifications have been used in 

relation to conformity 

Identification of Notified Body: Not Applicable – Class I non-sterile device 

Identification of the Certificate(s):  

EC Quality Management System Certificate 

No. CE MD 670405, issued by BSI Notified 

Body Number 2797 

Identification of the person authorized to 
sign on behalf of Legal Manufacturer: 

Name: Gary Barrett  

 

 

Signature:  
 
Vice President, Regulatory Affairs  

 
Place of Issue: Deeside, Flintshire 

 

Date: May 25 2021 
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Appendix A: List of Product Range covered under this Declaration of Conformity  
 

SAP 
ICC 
Code 

Description 

1249277 411102 FLEXI-SEAL FMS COLLNBAG W/FILT(1X10)EUR 

1704338 411108 FLEXISEAL FMS PRIVACY COLLNBAG WF 1X10EU 

1723327 422291 FLEXISEAL FMS 1.0 FMS BAGS 5 PK 
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