FDA 510(k) Premarket Notification CLEARED

K903018 MEDTRONIC ANDOVER MEDICAL SAF-D-FIB MODEL bec 3 1990
1220-002 145 days to décision

K903018 - Product code: LDD - Cardiovascular
Source: https://www.510kdatabase.net/k903018/

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional

Device classification Dc-defibrillator, Low-energy, (including Paddles) (LDD)
Date received Jul 11, 1990

Decision date Dec 3, 1990

Days to decision 145 days

Third-party review No

APPLICANT

Company Medtronic Andover Medical, Inc.
Location Lowell, MA, US

Contact JANICE PEVIDE

510(K) history 6 submissions - 6 cleared - 1985-1991
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