FDA 510(k) Premarket Notification

K251626 Midmark Dental Delivery System

K251626 - Product code: EIA - Dental
Source: https://www.510kdatabase.net/k251626/

SUBMISSION DETAILS

CLEARED

Nov 3, 2025
159 days to decision

Decision
Submission type
Device classification

Substantially Equivalent (Cleared)
Traditional
Unit, Operative Dental (EIA)

Date received May 28, 2025

Decision date Nov 3, 2025

Days to decision 159 days

Third-party review No

Combination product No

PCCP authorized No

Summary / Statement Summary

APPLICANT

Company Midmark Corporation
Location Torrance, CA, US
Contact Rachel Schwieterman
Website http://www.midmark.com/

510(k) history

5 submissions - 5 cleared - 2016-2025

Midmark Corporation is a leading manufacturer of medical, dental, and veterinary care environment solutions with a
manufacturing facility in Torrance, California. Founded in 1915, the company designs integrated equipment and systems for
healthcare providers across multiple specialties. Midmark has received FDA 510(k) clearances from total submissions since
2016. The company maintains an active regulatory presence, with its most recent clearance in 2025. Its cleared devices span

General Hospital sterilization systems, dental delivery and imaging equipment, and cardiovascul...

510k Database - www.510kdatabase.net
Device record: https://www.510kdatabase.net/k251626/ Data sourced from FDA 510(k) public records (accessdata.fda.gov).

510k Database is an independent platform not affiliated with the U.S. Food and Drug Administration. Always verify at accessdata.fda.gov. - Generated May 14, 2026


https://www.510kdatabase.net/k251626/
https://www.510kdatabase.net
https://www.510kdatabase.net/k251626/
http://www.tcpdf.org

