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510(K) Summary

In accordance with the requirements ofthe Safe Medical Device Act, FUJIFILM Medical Systems, USA,
Inc. herewith submits a 510(K) summaryfor the following device.

Submitter Name / Address:

Contact Person / Tel No.:

Date Summary Prepared:

Establishment No.:

Trade/Proprietary Name:

Common/Usual Name:

Classification Name:

Class/Panel:

Predicate Device(s):

Device Description:

The Synapse Workstation provides viewing and manipulation of radiological data including images
reports, patient status, and clinical information.
The workstation utilizes a folder structure providing easy navigation and organization of images, studies,
documents, etc. that most users are familiar with from Microsoft Explorer and other Windows
applications. The workstation contains workflow scripting and hanging protocols designed to maximize
productivity and allow each user to tailor the workstation operation to their individual needs.
In addition to common image manipulation functions such as window/level and window/width variation
magnification, density value, etc., the Synapse Workstation provides more advanced image processing'
including processing ofCRand CTimages.

Intended Use:

Fuji Synapse Workstation Software is intended for installation on an off-the-shelf PC meeting or
exceeding minimum specifications and networked with Fuji Synapse PACS. The Fuji Synapse
Workstation is intended to serve as the primary user interface for the processing of medical images for
presentation on displays appropriate to the medical task being performed. "The Synapse Workstation can
process medical images from the following modality types: plane X-ray radiography (including digital
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Fuji Synapse Workstation Software

Medical Image Processing Workstation

Picture archiving and communications system

Class II, 90-LLZ, 21CFR 892.2050

CR Console (Flash IIP), Fuji Medical Systems
Light Beam Workstation, Arnicas, Inc.
IDS5/mx.net Workstation, Sectra Imtec AB
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