UNITED STATES

NUCLEAR REGULATORY COMMISSION
WASHINGTON, D.C. 20555-0001

February 22, 2023

Ms. Debra L. Bensen
Radiation Safety Officer
Elekta, Inc.

400 Perimeter Center Terrace
Suite 50

Atlanta, GA 30346

SUBJECT: AMENDMENT TO ELEKTA, INCORPORATED SEALED SOURCE AND
DEVICE REGISTRATION CERTIFICATE NR-0269-D-104-S

Dear Ms. Bensen:

This is in response to your letter dated September 1, 2022, requesting an amendment to add
the Leksell Gamma Knife® - Elekta Esprit to Sealed Source and Device Registration Certificate
NR-0269-D-104-S. The U.S Nuclear Regulatory Commission staff has completed your request.
A copy of the amended Registration Certificate NR-0269-D-104-S is enclosed.

Please be advised that you must manufacture and distribute any registered product in
accordance with the statements and representations contained in your application, with
enclosures thereto, and the information set out in your registration certificates. A registration
certificate is meant to indicate that your product is acceptable for licensing purposes but does
not authorize distribution or possession of radioactive material. As a general rule, you must
request and obtain an amendment to the certificate before you make changes or modifications
to the information submitted to obtain the certificate.

Please read over the registration certificate in its entirety and notify us immediately of any errors
or omissions.

You are obligated to notify us promptly in writing if you decide to no longer manufacture,
distribute, or offer service support for the product.
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If you have any questions, please contact me at Joseph.Rolland@nrc.gov or (301) 415-4059.

Sincerely,
2/22/2023
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Joseph Rolland

Mechanical Engineer
Signed by: Joseph D. Rolland
Materials Safety and Tribal Liaison Branch
Division of Materials Safety, Security, State,
and Tribal Programs
Office of Nuclear Material Safety
and Safeguards

Enclosure: NR-0269-D-104-S
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