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EC-DECLARATION OF CONFORMITY
in accordance to the Regulation (EU) 2016/425 for 
personal protective equipment (PPE)

This declaration of conformity is issued under the sole responsibility of the manufacturer.
Berner International GmbH, Werner-von-Siemens-Str. 19, 25337 Elmshorn, Germany hereby declares that the following 
personal protective equipment

Description:

Specification:

Colour:

Berner Isolator protective sleeves

Sterile

White

Item no.: 6451

Complies with the requirements of the Regulation (EU) 2016/425 (Off. Journal of the EU L 81/31.03.2016) for 
personal protective equipment of category III and the harmonized Standards (Off. Journal of the EU C 
209/15.06.2018).

Regulation (EU) 2016/425 for personal protective equipment

EN 13034:2005+A1;2009 

EN 14126:2003 

EN ISO 13688-2022

The protective clothing is identical to the PPE, which is the object of the 
EU-type examination procedure with certificate no. CE 1002220676-00-00 
(acc. to Module C2), issued by the notified body 0624.

Notified body: Centrocot Tessile Contoiere e Abbligamento S.p.A., Piazza S. 
Anna 2, 21052 Busto Arsizio (VA), Italy

In addition, the PPE is subject to the conformity assessment procedure acc. to Module C2, Annex VII of 
Regulation (EU) 2016/425 under supervision ofthe notified body Centrocot (0624).

Signed for and in the name of 

Berner International GmbH 

Elmshorn, 23 June 2023

CE-Documentation representative

Relevant directive:

Applied harmonized Standards:

C€ 0624
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