CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
FDA Home Page | COREH Home Page | Search | CDRH A-Z Index | Contact CORH

B10(k) | Begistration | Listing | Adverse Events | P& | Classification | CLI&

CFR Title 21 | Advisory Committees | Assembler | MHRIC | Guidance | Standards

Mew Search

Back To Search Results

510(k) Premarket Notification Database

Device Classification Name

510(K) Number
Regulation Number

Device Name

Applicant

Contact
Product Code
Date Received

Device Name

Applicant

Contact
Product Code
Date Received
Decision Date
Decision

Classification Advisory
Committee

Review Advisory Committee

StatementiSummary/Purged
Status

Type
Reviewed By Third Party
Expedited Review

Table, Physical Therapy, Wulti
Function

KO41200
890.58580

THERMASSAGE ENEGRY
FRODUCT, MODEL HY-7000

BAIGIUN WMEDICAL INSTRIUMEMNT
EaIONEL

5905 Fawn Lane

Cleveland, OH 44141

Edward A Kroll
JFE
05072004

THERMASSAGE ENEGRY
PRODUCT, MODEL HY-7000

MIGUN MEDICAL INSTRUMENT
COLTD,

5905 Fawn Lane

Cleveland, OH 44141

Edward A Kroll

JFB

05/07/2004

06/17/2004

Substantially Equivalent (SE)

Physical Medicine
Physical Medicine

Statement Only

Traditional
Mo
Mo

Database Updated 7/06/200¢

CDREH Home Page | CDRH A-T Index | Contact CORH | Accessshity | Disclaimer

EDA Home Page | Search FDA Ste |FDA A-J index | Contadt FDA | HHS Home Page

Center for Devices and Radiological Health / CDRH




