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EU DECLARATION OF CONFORMITY

Manufacturer
Name: Siemens Healthcare Diagnostics Inc.
Address: 511 Benedict Avenue,

Tarrytown, NY 10591 USA
Single Registration
Number (SRN): US-MF-000016560

Authorized Representative
Name: Siemens Healthcare Diagnostics Ltd.
Address: Chapel Lane,
Swords, Co. Dublin, Ireland
SRN Authorized
Representative: IE-AR-000006763

Manufacturing Facility
Name: Kimball Electronics Poland SP z 0.0.
Address: UL.Poznanska 1/C

Tarnowo Podgorne Poland 62080

Product ldentification See Product Identification Table

We declare that the in vitro diagnostic medical device(s) listed in the Product Identification table is/are in
conformity with the following legislation(s):

Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic
medical devices

The conformity of the quality management system according to Annex IX and Article 48 is certified by the following
notified body:

TUV Rheinland LGA Products GmbH
Tillystr. 2, 90431 Niirnberg
Germany

The identification number of the notified body for implementation of the procedure set out in Annex IX to the

above regulation is: 0197
EU Certificate Technical Documentation Assessment: 1X 1290554-10
EU Certificate Quality Management System: HX 1290554-1

Reference to Applied Standards:

EN ISO 13485:2016 Quality System for Medical Devices
EN 13612:2002 Performance Evaluation if In-Vitro Medical Devices
EN 13641:2002 Elimination or Reduction of Risk of Infection Related to IVD Reagents
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EN ISO 14971:2019
EN ISO 15223-1:2021

EN ISO 18113-1:2011
EN ISO 18113-2:2011
EN ISO 23640: 2015

Medical Devices Application of Risk Management to Medical Devices

Symbols to be Used with Medical Device Labels, labeling and information to be
supplied - Part 1: General Requirements

IVD Information Supplied by the Manufacturer (Labeling) - Part 1

IVD Information Supplied by the Manufacturer (Labeling) - Part 2

In vitro diagnostic medical devices - Evaluation of stability of in vitro diagnostic
reagents

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Inc.
This declaration supersedes any declaration issued previously for the same products.

On Behalf of Siemens Healthcare Diagnostics Inc.:

Place and date:

Signature

Name

Document number: <11106071_A6_10 AND 02S 00>

Norwood, MA and May 24, 2024

gfsctrur;icaﬂy signed by: Danius
Signature: ;g_“""_%__.-—’ Reason: | am approving this document
Date: Mav 24, 2024 14:20 EDT
Email: darius.daruwala@siemens-healthineers.com

Darius Daruwala
Manager, Regulatory Affairs
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