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Indications for Use

510(k) Number (if known):
Device Name: __ dicomPACS® 5.2 / dicomPACS® DX-R 1.6

Indications for Use:

dicomPACS®and dicomPACS®DX-R are software systems for the administration, archiving,
processing, improvement and compression of medical image data for diagnosis. The images are
either acquired from imaging modalities via DICOM or imported directly. All images are
archived in a database as DICOM compliant files. The data is displayed on a computer
monitor for diagnosis. dicomPACS® and dicomPACS® DX-R also provides services for
administering the data.

dicomPACS® DX-R can control X-ray generators. dicomPACS® DX-R is not approved for the
acquisition of mammographic image data.

Lossy compressed mammographic images and digitized film screen images must not be
reviewed for primary image interpretations. Mammographic images may only be interpreted
using an FDA approved monitor that offers at least 5 MP resolution and meets other technical
specifications reviewed and accepted by FDA.

Functions to be carried out using dicomPACS® and dicomPACS® DX-R are, for example, but
not limited to, adjustment of window leveling, rotation, zoom, and measurements.
dicomPACS® and dicomPACS® DX-R are meant to be used by qualified medical personnel
only. All users must be qualified to create and diagnose radiological image data.

Prescription Use ___ X AND/OR Over-The-Counter Use
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