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DEVICE 1NDENT1FICATION

Trade Name:

Common/Usual Name:

Classification Name:

GE Lunar Visceral Fat Software

Bone Densitometer

Bone Densitometer

Class II, KGI.21CFR 892.1170

DEVICE DESCRIPTION:

The Visceral FatSoftware option ispartofa GE Lunar DXA bone densitometer. It uses
data from aDXA total body scan to estimate the visceral adipose tissue (visceral fat)
mass and volume within the android region in amale orfemale population between the
age of 18 and 90 with a BMI between 18.5and 40.
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