ABENA

Declaration of conformity
Medical Devices, class |

Legal Manufacturer:

Abena A/S

including Abena International
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.

Classification and harmonized standards

Class | non sterile

Product

Colonoscopy Small
210817 Pants, Long Legs
Colonoscopy Medium
210818 Pants, Long Legs
Colonoscopy Large
210819 Pants, Long Legs
Colonoscopy
Pants,
210820  short legs Large
Colonoscopy
Pants, XL/
210821  short legs XXL

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

26.05.2017

Name and authority

Ane Kirstine Schmidt
Global Category Manager

Signature

Signed by /

Podpisano-przez:
14 14 .

1NN

Magdalena Anna
Niewitecka
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