ABENA

Declaration of conformity
Medical Devices, class Is

Legal Manufacturer; Abena A/S
Including Abena International
Egelund 35
DK 6200 Aabenraa
Conformity assessment procedure Annex VIl for Technical documentation

and Annex V for sterilization procedure
of the Medical Devices Directive
93/42/EEC as amended by the Council
Directive 2007/47/EEC.

—

Notified body number 0543

Classification and harmonized standards | Class Is sterile, Annex IX, Rule 4

Product Curi-Med Gauze swabs, sterile item
220985, 220987, 220990, 220991,
2209892, 220993, 220994

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 20.11.2020
Name and authority Jette Rubusch ——
. ‘Global Category Manager
Signature N |
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