Declaration of conformity
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Abena A/S

Egelund A 35

DK 6200 Abenraa
Phone: +45 74 31 18 18
Fax: +45 74 62 97 37
E-mail: abena@abena.dk
www.abena.dk

Legal Manufacturer:

Abena A/S
Egelund 35
DK 6200 Aabenraa

Conformity assessment procedure

Annex VIl of the Medical Devices Directive
93/42/EEC as amended by the Council directive
2007/47/EEC

And

Article 10 of the PPE Directive (89/686/EEC) for
the Intermediate category.

Classification and harmonized standards

Class |

EN 455-1,2,3and 4

CAT Il

EN 374-1: 2003 (Excluding clause 5.3)
EN 388

Product

Abena Nitrile gloves Powder free white. Art. No.
290411, 290412, 290413, 290414, 290415

We, the legal manufacturer hereby declare that the above-mentioned product complies with the
European Medical Device Directive 93/42/EEC as amended by the Council directive 2007/47/EEC
and its relevant transposition into all national laws of the member states into which we place the

devices

Signed in Aabenraa

06.11.2012

Name and authority

Rikke Merrild Nygaard,
Global Category Manager

Signature
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