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By Royal Charter

Manufacturer: Varex Imaging Corporation

Address:

1678 South Pioneer Road
Salt Lake City

Utah

84104

USA

Single Registration Number: US-MF-000028124

EU Authorised Representative: Arazy Group GmbH
Address:

Am Flughafen

The Squaire 12

Frankfurt am Main

60549

Germany

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

Cm \\u\)swiér

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2025-08-08 Starting Validity Date: 2026-08-19
Current Issue Date: 2026-08-19 Expiry Date: 2030-08-07
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at Seventh and Eighth Floors, The Acre, 90 Long Acre,
London, WC2E 9RA, UK.

A Member of the BSI Group of Companies.
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Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification
Digital Image Receptors Class ITa

Device Schedule: Class III and Class IIb devices

Class IIb Intended purpose

Digital X-ray Imaging System The Varex Nexus DR Digital X-ray Imaging System enables an
operator to acquire, display, process, and export medical x-ray
images for long-term storage. The Varex Nexus DR Digital X-
ray Imaging System is intended for use in general radiographic
examinations and applications (excluding fluoroscopy,
angiography, and mammography).
The Varex Nexus DRF Digital X-ray Imaging System enables an
operator to acquire, display, process, and export combined
medical X-ray/fluoroscopy images for long-term storage. The
Varex Nexus DRF Digital X-ray Imaging System is intended for
use in general radiographic examinations and applications
(excluding mammography).

X-ray Tube Assembly The X-ray Tube is intended for building-in to be used with
Medical Electrical Equipment. Final assembly units are intended
for use as a Class IIb end-product.
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Certificate History

Date Reference Number Action
2025-08-08 3729596 Issued
2026-04-24 30679442 Amended — Change of critical subcontractor
Amended — Addition of manufacturer location
Current 30704062 Supplemented — Addition of device groups Digital X-Ray

Imaging System and X-Ray Tube Assembly
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