
  

FDA 510(k) Premarket Notification

K032331 DORO RADIOLUCENT HEADREST SYSTEM AND
HORSESHOE HEADRESTS,AND NON-RADIOLUCENT J-ARM
RETRACTOR SYSTEM (ALUMINUM ALLOY)

K032331  ·  Product code: HBL  ·  Neurology
Source: https://www.510kdatabase.net/k032331/

 

CLEARED

Nov 20, 2003
114 days to decision

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional
Device classification Holder, Head, Neurosurgical (skull Clamp)  (HBL)
Date received Jul 29, 2003
Decision date Nov 20, 2003
Days to decision 114 days
Third-party review No
Summary / Statement Summary

APPLICANT

Company Pro-Med Instruments GmbH
Location Roswell, GA, US
Contact JIM BAZZINOTTI
510(k) history 10 submissions  ·  10 cleared  ·  2000-2024
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