—

Precision in Hemostasis Eehnk Elektronik

EU Declaration of Conformity

Manufacturer Kommanditgesellschaft Behnk Elektronik GmbH & Co.
name:

Manufacturer Hans-Béckler-Ring 27, 22851 Norderstedt, GERMANY
address:

SRN: DE-MF-000005304
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Basic UDI-DI: ++EUBECOASETRTMCA4A

Device Name: Cuvette racks and balls

REFERENCE: 050210

UDI-DI: +EUBE0502100W

EMDN: W0202020185

GIVD / EDMA: 23.02

GMDN 56690

Classification: A in accordance with rule 5a of Annex VIII of (EU) 2017/746

Technical file date: 2024-11-21

This declaration of conformity is issued under the sole responsibility of
Kommanditgesellschaft Behnk Elektronik GmbH & Co.

We hereby declare that the in vitro diagnostic device specified above meets the provision
of the Regulation (EU) 2017/746 on in vitro diagnostic medical devices. This declaration
is supported by the Quality System approval to I1SO 13485 issued by “Deutsche
Akkreditierungsstelle” D-ZM-19630-04-00.
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