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Consolidated EU Declaration of Conformity for Medical Devices in Class lla & lIb

Heidenheim, 2024-06-18

We herewith declare under our sole responsibility that the class lla and lib medical devices listed
below, first placed on the market by PAUL HARTMANN AG, Single Registration Number of
Manufacturer DE-MF-000005861, satisfy the applicable provisions, in particular, the General Safety
and Performance Requirements, of the Regulation (EU) 2017/745 of the European Parliament and of
the Council of 5. April 2017 on medical devices.

The conformity assessment procedures according to Article 52 (6) and Annex IX for class Ila devices
and according to Article 52 (4) and Annex IX for class |Ib devices have been performed and the
Technical Documentation is kept available.

The conformity assessment procedures are under the supervision of the Notified Body TUV SUD
Product Service GmbH, Ridlerstr. 65, 80339 Minchen, Germany, ID-Nr. 0123. Certificate No.:
G10 011858 0065 Rev. 03.
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