
U.S. Food & Drug Administration
10903 New Hampshire Avenue D o c  I D #  0 4 0 1 7 . 0 4 . 3 2
Silver Spring, MD 20993
www.fda.gov

April 25th, 2022
Dentimax
℅ Korina Akhondzadeh
Consultant
KARA & Associates, Inc.
6965 El Camino Real, Suite 105-482
CARLSBAD California 92009

Re:  K092547
Trade/Device Name: Dentimax Digital X-Ray Imaging System Sensor Size 1, 2, Dentimax USB

Control Box
Regulation Number:  21 CFR 872.1800
Regulation Name:  Extraoral source X-ray system
Regulatory Class:  Class II
Product Code:  MUH

Dear Korina Akhondzadeh:

The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change 
related to your previous substantial equivalence (SE) determination letter dated October 30th, 2009. 
Specifically, FDA is updating this SE Letter because the Product code was incorrectly identified as MUJ.

Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact 
Laurel Burk, OHT7: Assistant Director, Office of In Vitro Diagnostics and Radiological Health, +1 (301 
796-5933, Laurel.Burk@fda.hhs.gov.

Sincerely,

Laurel Burk
Assistant Director
Diagnostic X-ray Systems Team
Division of Radiological Health
OHT7: Office of In Vitro Diagnostics
    and Radiological Health
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

Digitally signed by 
Laurel M. Burk -S 
Date: 2022.04.25 
09:53:21 -04'00'
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