FDA 510(k) Premarket Notification CLEARED

K974749 SYNERGY CLOSED VARIABLE LOCKING SCREW Var 13, 1908
(VLS), PART OF THE CROSS MEDICAL-SYNERGY ANTERIOR 84 days to decision
AND POSTERIOR SPINAL SYSTEMS

K974749 - Product code: MNH - Orthopedic
Source: https://www.510kdatabase.net/k974749/

SUBMISSION DETAILS

Decision Substantially Equivalent - SN

Submission type Traditional

Device classification Orthosis, Spondylolisthesis Spinal Fixation (MNH)
Date received Dec 19, 1997

Decision date Mar 13, 1998

Days to decision 84 days

Third-party review No

APPLICANT

Company Cross Medical Products, Inc.

Location Martinez, CA, US

Contact PHIL MELLINGER

510(k) history 7 submissions - 1 cleared - 1990-1998
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