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Reference: GCN-SH24994A01
To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveillance
in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the following
referenced as MDR) as regards the transitional provisions for certain medical devices and in vitro
diagnostic medical devices.

With this letter TUV SUD Product Service GmbH, designated under MDR and identified by the number
0123 on NANDO, confirms that we have received a formal application in accordance with Section 4.3, first
subparagraph of Annex VII of MDR and has signed a written agreement in accordance with Section 4.3,
second subparagraph of Annex VII of MDR with the above stated manufacturer with the following SRN
Number:

SRN Number: CN-MF-000032266

The devices covered by the formal application and the written agreement mentioned above are identified
in the Tables below.

- Table 1 identifies the devices for which an MDR application has been received, written agreement
concluded and for which TUV SUD Product Service GmbH is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive.

- Table 2 identifies the devices for which an MDR application has been received and a written
agreement concluded, but TUV SUD Product Service GmbH has not yet taken the responsibility
for appropriate surveillance of the corresponding devices under the applicable Directive.
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