SIEMENS ...
Healthineers °-°

EU Declaration of Conformity

Siemens Healthcare Diagnostics Inc. hereby declares that the medical device(s) specified on the following page
conform(s) to all applicable requirements of REGULATION (EU) 2017/746 for in vitro diagnostic medical devices.

Legal Manufacturer

Name and Address Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL,

United Kingdom

Single Registration Number (SRN) GB-MF-000016339
Place(s) of Manufacture
Name and Address Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL,
United Kingdom

Authorized Representative

Name and Address Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, Ireland

Single Registration Number (SRN) IE-AR-000006763

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd..
This declaration of conformity supersedes any declaration issued previously for the same product.
On Behalf of Siemens Healthcare Diagnostics Products Ltd.:

Signature: //4 // e

Email:

this
Date: May 17, 2022
09:47 EDT

Idrissa Sparks-Tillman Mav 17. 2022
Senior Manager, Regulatory Affairs
Llanberis, Gwynedd, UK
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