
Technical File — Nitrile Examination Gloves Eco 3.0-gram 
Declaration of Conformity TF-E3UT-14 

Basic UDI-DI: 57440162E3UTKG 

The device is in conformity with Medical Device regulation 2017 /745 

Fill in information if applicable 
Name and address of Manufacturer MediPart ApS 

Strandvejen 14, 1 

5500 Middelfart 

Denmark 

DK-MF-00003431 

57440162E3UTKG 

MediPart: 

E3UT 

SRN Number of the Manufacturer 

Basic UDI-DI 

Reference number 

Cosanum: 

171002000 

171002001 

171002002 

171002003 

171002005 

171002100 

171002101 

171002102 

171002103 

171002105 

Nitrile Examination Gloves Powder Free 
CosaLine Nitrile Eco White and Blue 
Protection against cross contamination 

Class | 

CAT III 

Product name/Trade name 

Intended purpose 

Risk class (MDR) 

Category (PPER) 

Reference to standards if applicable (MDR) EN 455-1, EN 455-2, EN 455-3 and EN 455-4 
Reference to standards if applicable (PPER) EN ISO 21420, EN 374-1 and EN 374-5 
EU type Certificate (PPER) 2777/10015-04/E04-01 
Notified body name and number (if relevant) SATRA 

2777 
This EU Declaration of Conformity is issued under the sole responsibility of: 

MediPart ApS 

Strandvejen 14, 1 
5500 Middelfart 

Denmark 

Place, date 

Middelfart, 2023.02.24 

Doras 
Rikke Nygaard 

Strandvejen 14, 1 
= : 5500 Middeilfart — Denmark 

= Contact: rikke@medipart.dk 
MediPart APS Tel: +45 2465 5885 SSS ey


