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Communication of Decision

Dear Manufacturer

In accordance with Regulation (EU) 2017/745 (MDR) / 2017/746 (IVDR) Annex VII number 4.8 last bullet
point, we, as Notified Body under Regulation (EU) 2017/745 (MDR) / 2017/746 (IVDR) kindly inform you
about the outcome of the conformity assessment pursuant to MDR/IVDR.

The following EU certificate(s) have been issued to you by the Notified Body TUV SUD Product Service

GmbH:

e (10 055249 0013 Rev. 00

The certificates are attached to this letter. You are obliged to read them carefully. They may only be used
for the scope as indicated on the EU certificate(s).

Following positive decision of the conformity assessment, the above certificate(s) is/are issued with the
full scope as per application lodged by you.

Please refer to the test and certification regulations of TUV SUD Product Service GmbH for further infor-
mation on the use of certificates: http://www.tuvsud.com/ps-gtc
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