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

Abri-Form, Abri-San, Abri-Flex, Abri-
Wing, Abri-Let, Abri-Man, Abri-Light,
Delta-Form, Delta-San

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 24.06.2016.
Name and authority Tobias V. Winc/i
Globa-l-Géi}z or} Manager Incontinence
Signature @ %/U
Abena Global Supply A/S
Egelund 35
6200 Aabenraa
Denmark
+45 7431 1818
www.abena.dk
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ABENA

(pfeklad z jazyka anglického)
ABENA®

Prohlaseni o shodé
Zdravotnické prostiedky, tfida |

Abena A/S

vCetné Abena International
Egelund 35

DK 6200 Aabenraa

Legalni vyrobce:

Dodatek VII smérnice Rady 93/42/EHS
Proces hodnoceni shody o zdravotnickych prostfedcich ve znéni
pozdéjsich zmén smérnici Rady 2007/47/EHS.

Klasifikacni a harmonizacni standardy Trida | nesterilni

Abri Form, Abri-San, Abri-Flex, Abri-Wing, Abri-Let,

Vyrobek . S
Abri-Man, Abri-Light, Delta-Form, Delta-San

My, legalni vyrobce, timto prohlasujeme, Ze vySe uvedené vyrobky jsou v souladu s evropskou smérnici
93/42/EHS o zdravotnickych prostfedcich ve znéni pozdéjsich zmén smérnici Rady 2007/47/EHS a
jejim prislusnym prevedenim do vsech narodnich zakonl ¢lenskych statd, kde se vyskytuji nase prostredky.

Podepsano v Aabenraa 24.6.2016
, ) Tobias V. Wind
Jméno a pozice L i . .
Globalni vedouci sekce inkontinence
Podpis (podpis v.r. necitelny)
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