EU DECLARATION OF CONFORMITY

Manufacturer
Name: Siemens Medical Solutions USA, Inc.
Address: 22010 S.E. 51st Street

Issaguah, WA 98029, USA
Single Registration
Number (SRN): US-MF-000012284

Authorized Representative:

Name: Siemens Healthcare GmbH
Address: Henkestr. 127
91052 Erlangen
Germany
SRN Authorized
Representative: DE-AR-000011241
Facilities
Name: Siemens Healthineers Ltd.
Address: 2nd ~ 3rd Floor, 143, Sunhwa-ro, Jungwon-gu, Seongnam-Si,

Gyeonggi-Do, REPUBLIC OF KOREA
Transducer Facility - See next pages

Name: Siemens Healthcare s.r.o.
Address: Panattoni Park Kosice Airport ul. Andreja Kvasa 5 040 17,
Kosice- Barca, Slovakia

Transducer Facility - See next pages

Product Identification see next page

We declare that the above medical devices are in conformity with the following legislation(s):

Medical Device Regulation (EU) 2017/745 of the European Parliament and of the council of 5 April 2017 on medical devices
The conformity of the quality management system according to Annex IX and Article 52 is certified by the following notified
body:

TUV SUD Product Service GmbH

Ridlerstrasse 65, 80339 Muenchen Germany

The identification number of the notified body for implementation of the procedure set out in Annex IX and Article 52 to the

above regulation is: 0123
Certificate number of issued certificate: G10 0227750012
Reference to Common Specifications: /

RoHS Directive 2011/65/EU (as amended by 2015/863/EU) of the European Parliament and of the Council of 8 June 2011
on the restriction of the use of certain hazardous substances in electrical and electronic equipment

Relevant Harmonized Standard: EN IEC63000:2018

This declaration of conformity is issued under the sole responsibility of Siemens Medical Solutions USA, Inc.

Place and date Issaquah, WA, March 13, 2023
?WAW\/

Signature

Name Jim Dabbs

Head of Quality Management, PRRC

For conditions of warranty and liability please refer to the General Conditions of Sale.
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