EC-DECLARATION OF CONFORMITY

Trade name: Endostar EASYdam Frame
Endostar EASYdam Napkins
Endostar EASYfix

Type / intended use: Rubber dam frame made of metal ensure that the rubber dam
hold firmly.

Napkins absorb salvia, water and perspiration and keep the
contact area (skin / rubber dam) dry.

EASYfix as an alternative to the conventional clamp method.
For fixing the rubber dam. In orange — large / yellow — small.

Article number: see Annex |
Basic-UDI-DI: ++EKKDENDOSTARKDZWJ
SRN: DE-MF-000006366

We

Kentzler-Kaschner Dental GmbH
Mihigraben 36
73479 Ellwangen
Germany

hereby under our sole responsibility declare that the above mentioned medical devices of risk class |
are in conformity with the requirements of EU-Regulation 2017/745 Annex | as well as other relevant
legislations.

The conformity assessment was made in agreement with article 52 paragraph 7 of EU-MDR 2017/745.
The products are labelled with the CE-mark according to EU-MDR 2017/745 Annex V.
The complete technical documentation according to EU-MDR Annex |l and Ill is kept at the above
mentioned address and can be submitted to national competent authorities at any time.
A post market surveillance system according to EU-MDR article 83 to 85 (PMSR) is implemented.

This declaration of conformity is valid for all produced batches from the date of issue until 26.05.2031.
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PRRC art. 15 (3b)*

* The undersigned has signed in his / her function as conformity assessor on behaif of the executive board
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Annex |
List of article numbers and product name:

Art.No. |Product name

EEDFR |Endostar EASYdam Frame
EEDEFS |[Endostar EASYfix yellow small
EEDEFL [Endostar EASYfix orange large
EEDNS50 [Endostar EASYdam Napkins
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