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Device Classification Name

510(K) Number
Regulation Number
Device Name

Applicant

Contact
Classification Product Code

Date Received
Decision Date
Decision

Classification Advisory
Committee

Review Advisory Committee

Statement/Summary/Purged
Status

Summary

Type

Reviewed By Third Party
Expedited Review

System, Image Processing,

Radiological
K994054

892.2050
ISSA PHAROS

VAMS TEC, D.O.O.

200 Gregory Ln.

Suite C-100

Pleasant Hill, CA 94523 3389

David W Schlerf
LLZ

11/30/1999
02/14/2000
Substantially Equivalent (SE)

Radiology
Radiology
Summary Only

Summary
Traditional

No
No
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