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Heidenheim, 2011-03-23

EC-Declaration of Conformity for Medical Devices

We herewith declare,

That the below named products, which are manufactured and/or placed on the mar-
ket by PAUL HARTMANN AG, meet the applicable provisions, especially the essen-
tial requirements of the following EC-Directive:

Council Directive 93/42/EEC for medical devices

The required conformity assessment procedure according to Annex 1.3 has been
performed and the technical documentation is kept available.

The conformity assessment procedure is under the supervision of the Notified Body:
TUV SUD Product Service GmbH, DE-80339 Muinchen, Ridlerstr. 65, Identification
No. 0123.

Product(s):

VivanolMed Foam

Medical device class:
(acc. to Annex IX of the directive)

Class lib acc. to rule 4(2)

PAUL HARTMANN AG
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