FDA 510(k) Premarket Notification CLEARED

K200188 DSI Dental Implant System

Apr 1, 2020

K200188 - Product code: DZE - Dental 68 days to decision

Source: https://www.510kdatabase.net/k200188/

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional

Device classification Implant, Endosseous, Root-form (DZE)
Date received Jan 24, 2020

Decision date Apr 1, 2020

Days to decision 68 days

Third-party review No

Summary / Statement Summary

APPLICANT

Company Dsi Dental Solutions, Ltd.
Location Ashdod, IL

Contact Shlomi Krasner

Website https://www.dsisrael.com/

510(Kk) history

2 submissions - 2 cleared - 2020-2025

Dsi Dental Solutions, Ltd. is a leading dental supplier based in Israel with a manufacturing facility in Ashdod, IL. The company
manufactures over 1,200 dental products and solutions for dental professionals worldwide. The company has received FDA
510(k) clearances from total submissions. Dental devices represent 100% of its regulatory submissions. Dsi Dental Solutions
achieved its first FDA clearance in 2020 and most recently in 2025, demonstrating continued regulatory activity and product
innovation. The company&apos;s cleared device portfolio includes dental implant systems...
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