
  

FDA 510(k) Premarket Notification

K250285 NEUROVENT-P (092946-003)

K250285  ·  Product code: GWM  ·  Neurology
Source: https://www.510kdatabase.net/k250285/

 

CLEARED

Aug 29, 2025
210 days to decision

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional
Device classification Device, Monitoring, Intracranial Pressure  (GWM)
Date received Jan 31, 2025
Decision date Aug 29, 2025
Days to decision 210 days
Third-party review No
Combination product No
PCCP authorized No
Summary / Statement Summary
Other names NEUROVENT (092956-003); NEUROVENT-IFD-R (095317-003);

NEUROVENT-IFD-S (091678-003); NEUROVENT-P-TEMP (094268-003);
NEUROVENT-TEMP (094278-003); NEUROVENT-TEMP-IFD-R
(095327-003); NEUROVENT-TEMP-IFD-S (094288-003); NEUROVENT-
PTO (095008-003); NEUROVENT-PTO 2L (095108-003); NEUROVENT-PX
(091580-003); BOLT-DRILL KIT CH5 (091888-003); BOLT-DRILL KIT CH9
(091898-003); BOLT-DRILL KIT PTO (092380-003); BOLT-DRILL KIT VP 16
(092969-003); BOLT KIT CH5 (091868-003); BOL

APPLICANT

Company Raumedic AG
Location Helmbrechts, DE
Contact Hannes Engelhardt
510(k) history 6 submissions  ·  6 cleared  ·  2011-2025
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