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e
Mr. James P. Raskab Re: K030962
Safety and Regulatory Trade/Device Name: DPX Serjes Bravo
Enginearing Manager . Duc Bone Densitometer
GE Lunar Corporation Regulation Number; 21 CER B92.1170
General] Electric Company Regulation Name: Bone Densitometer
728 Heartland Trail Regulatory Class: 11
MADISON W1 53717 Product Code: 90 KGI

Dated: July 2, 2003

Received: 3uly 3, 2003

Dear Mr. Raskob: _
We have reviewed your Section 51 O(K) premarket notification of intent to market the device
referenced above and have determined the deviee 1s substantially equivalent (for the indications
foruse stated in the enclosure) to legally marketed predicate devicss marketed in interstate
commerce prior 1o May 28, 1976, the enactment date of the Medical Devics Amendments, or to
devices that have been reclassified in sccordence with the provisions of the Federal Food, Drug,
and Cosmetio Act (Act) that do not require approval of 2 premarket approval application, (PMA).
You may, therefore, market the device, subject to the gencral controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration,

IE your device is classified (see above) into either class [1 (Speeial Controls) or elass ¥l {(PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Faderal Regulations, Title 21, Pasts 800 to £98. in addition, FDA may
publish further announcements conceming your device in the Federal Repister,

Please be advised that FDA’s issusnce of 3 substantial equivalence detesmination does no! mean
that FDA has made a determination that your devics complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federa] age{mies: Yo_u.,m?z;{
comply with all the Act's requirements, including, but not limited to- registration and listing

(21 CFR Part 807); tabeling (21 CFR Part 801); good manufacturing practice requirements as sel
torth in the quality systems (QS) regulation (21 CFR Part 320); and if applicable, the electronic
product radiation control provisions (sections 531-542 of the Act); 21 CFR 1000-1050.
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