1/2/2021

FOUA

510(k) Premarket Notification

FDA Home> Medical Devices* Databases’

510(k) Premarket Notification

New Search

610(k)’ IDeNovo8|Registration & |Adverse IRecalls'IPMA'2IHDE 3| Classification4|Standards '®
Listing9 Events'0

CFR Title 21'¢|Radiation-Emitting Products'” |X-Ray Assembler'8IMedsun Reports'?|CLIAZOITPLC?!

Back To Search Results

Device Classification Name Ppyrifier, Air, Ultraviolet, Medical??

510(K) Number K201220
Device Name Aerus Medical Guardian,Model F170A
Applicant Aerus Medical LLC

14841 Dallas Parkway,
Suite 500, The Aberdeen Bldg.
Dallas, TX 75254

Applicant Contact Andrew Eide
Correspondent THIRD PARTY REVIEW GROUP, LLC

25 Independence Blvd
Warren, NJ 07059

Correspondent Contact Dave Yungvirt

Regulation Number 880.650023

Classification Product Code prp24

Date Received 05/06/2020

Decision Date 06/17/2020

Decision Substantially Equivalent (SESE)

Regulation Medical Specialty General Hospital
510k Review Panel General Hospital

Type

Traditional

Reviewed By Third Party Yes
Combination Product No
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