FDA 510(k) Premarket Notification

CLEARED
K250286 Rapid2 Magnetic Stimulators (Magstim Rapid2, Ul 2005
Magstim Super Rapid2, Magstim Super Rapid2 Plusl) 153 days to decision

K250286 - Product code: QPL - Physical Medicine
Source: https://www.510kdatabase.net/k250286/

SUBMISSION DETAILS

Decision

Substantially Equivalent (Cleared)

Submission type Traditional

Device classification Electromagnetic Stimulator, Pain Relief (QPL)
Date received Jan 31, 2025

Decision date Jul 3, 2025

Days to decision 153 days

Third-party review No

Combination product No

PCCP authorized No

Summary / Statement Summary

APPLICANT

Company The Magstim Company Limited
Location Carmarthenshire, GB

Contact Daniel Gregory

Website http://iwww.magstim.com/

510(Kk) history

3 submissions - 3 cleared - 2024-2025

The Magstim Company Limited is a neurotechnology company specializing in brain stimulation and neurophysiological
monitoring solutions. Based in Carmarthenshire, GB, Magstim develops and manufactures transcranial magnetic stimulation
(TMS), electroencephalography (EEG), and transcranial direct current stimulation (tDCS) systems for clinical and research
applications. The company has received FDA 510(k) clearances from total submissions, with all submissions resulting in
clearance. Magstim&apos;s cleared devices span neurology and physical medicine categories, with the most rec...
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