FDA 510(k) Premarket Notification CLEARED

K032545 ENDOSCOPIC LIGHT SOURCE LS-3000X

Sep 2, 2003

K032545 - Product code: FET - Gastroenterology & Urology 15 days to decision

Source: https://www.510kdatabase.net/k032545/
SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)

Submission type Traditional

Device classification Endoscopic Video Imaging System/component, Gastroenterology-urology
(FET)

Date received Aug 18, 2003

Decision date Sep 2, 2003

Days to decision 15 days

Third-party review Yes

Summary / Statement Summary

Other names LS-1800XG/MED LIGHT X 180; LS-2500H/MED LIGHT H 250

APPLICANT

Company Mgb Endoskopische Gerate GmbH (Berlin)

Location Berlin, DE

Contact JOHANNES TSCHEPE

510(K) history 4 submissions - 4 cleared - 2003-2010
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