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Device Classification Name Fy|-Montage Standard Electroencephalograph?32?

510(k) Number K193159
Device Name NeuroAmp I, NeuroAmp 11.5s
Applicant Corscience GmbH & Co. KG

Hartmannstrasse 65
Erlangen, DE 91052

Applicant Contact Stefan Bolleininger

Correspondent Corscience GmbH & Co. KG
Hartmannstrasse 65
Erlangen, DE 91052

Correspondent Contact Stefan Bolleininger

Regulation Number 882.14002423

Classification Product Code GWQ2524

Subsequent Product Codes 5\ g2625 G\ 2726 HCC2827 OL\2928

Date Received 11/15/2019

Decision Date 12/30/2020

Decision Substantially Equivalent (SESE)
Regulation Medical Specialty Neurology

510k Review Panel Neurology

Summary Summan 3029

Type Traditional

Reviewed by Third Party No

Combination Product No
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