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EC-Declaration of Conformity

The commitment to issue the declaration of conformity is within the sole responsibility of the
manufacturer according to Annex IV of the Medical Device Regulation (MDR) 2017/745.

We, the company MORSA Wachswarenfabrik Sallinger GmbH
Nordstrae 3

86381 Krumbach (Schwaben)
Deutschland

declare under our sole responsibility, that the products specified below

Wachsplatten ++D991824153
Bissnahmewachse und Bisswallwachs in Stangen ++D991824255
Bisswiélle vorgeformt ++D991824357
CADCAM Scheiben ++D991824459
Flexaponalwachs ++D991824558
Schutzwachs ++D99182465D
Setzwachs ++D99182475F

comply with the essential requirements as of Annex | of the

MEDICAL DEVICE REGULATION (MDR) 2017/745.

The products specified above are medical devices according to Article 2 (1) of the MDR
2017/745.
The products comply with the safety and performance requirements as of Annex | of the
regulation.
The procedure to assess conformity specified above has been followed, all provisions of the
regulation and the harmonized standards are met.
The declaration is valid through the date of signature below.

CE

The declaration is valid until: (3 years) 01.05.2024

Krumbach, 01.05.2021
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