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EU Declaration of Conformity 

Issued under the sole responsibility of the manufacturer, established in the European Economic Community: 

CLL B.V. 

IJzersteden 11 

7547 TB Enschede 

The Netherlands 

 

 

With regards to: 

Article number: Description: 

9691MS 
CaluGloves Medical Pink Care nitrile disposable gloves 
(powder free nitrile examination/treatment glove) 

size S 100pcs 

9691MM size M 100pcs 

9691ML size L 100pcs 

 

 

Declaration with regards to the purpose of the use: 
“personal protective equipment” (PPE) 
Reg (EU 2016/425 : 
 

• the article is classified as category 3 (CE III) 

• the article is identical to the PPE for which the Notified body 
Centexbel (identification number 0493) issued the EU type 
examination certificate:  
- at January 28, 2025 
- with certificatenumber: 031/2025/0041 
- at which the article is examined against the following 

European regulations and harmonized standards: 
- EU 2016/425 
- EN ISO 21420:2020 
- EN ISO 374-1:2016  
- EN ISO 374-5:2016 

 
 EN ISO 374-1:2016 

Type C 
EN ISO 374-5:2016 

 

  
  virus 

 

• the article is subject to regular checks according Regulation 
EU 2016/425,  
article 19, part c under i (module C2) under supervision of 
Notified Body Centexbel (identification number 0493) 

• the article is in conformity with EN 455 part 1,2,3,4 
 
 

Declaration with regards to the purpose of the use: 
“medical device”  
Reg (EU) 2017/745: 
 

• the article is in conformity with Regulation (EU) 2017/745 for 
medical devices. 

• the article is classified in risk class 1. 

• intended use: 
- non sterile medical device, intend as examination- and 

treatment glove which gives a barrier function when 
worn on the hands of healthcare-professionals during 
examination of patients or for other sanitary purposes.  

- the device is mainly used as two-way barrier in order to 
protect the healthcare-professional and the patient 
against contamination. 

- the device is intended for single use. 
 
 

SRN number: NL-MF-000044152 
 

EMDN code and 
description: 

T01020204 – Nitrile examination /  
treatment glove 
 

Basic UDI-DI: 8717882CG.BlueCareMS 
 
 

Enschede, February 13, 2025 
 

 
W. Steggink 
Product Specialist 
CLL BV 

Enschede, February 13, 2025 
 

 
 
F. Brus 
QHSE Employee 
CLL BV 

 


