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Dear lDr. NMartin:

Wec hav e reviewed your 'Section 5 10(k) p rernarket notifiication of inmen I to Iniarket the de\ ice
referenced abovec and have determined the device is substantially equivalenlt (for the
indications for use stated in thc enclosure) to legally iinarkcted predicate devices markeied in
interstate commerce prior to May 28. 1976. the enactmet date of the NMedical lDcvice
Amendments, or to devices that have been reclassified in accordance w\ith the provisions ot
the Federal Food. Drug, and Cosmetic Act (Act) that do not require approval of a pr'iiarket
approval application (P'MA). You may. therefbre. market the device, subject to the UIeneral
controls provisions of the Act. The general controls pry isions offthe Act Hinc iide
requirements for annual registration. li sting of dc i ces. g~ood manotHe irin practice.
labeling, and prohibitions ag-ainst mnisbranding andI adulterationl.

lfxo\tII deie\ C is classified (see above) into either cklass II (Special (onltroks or clas's Ill
(lNlAI, it ina y be su~bject to suIch additional controls. ]itigmIajo reu~lationls afteCtIneL
votir dev ice can be fbond in the Code of Federal Ieuain Title 2 I- Baits 800 to 898. InI
addition. FD)A mnay\ p)L~ibIs Further annlotilCelnlents con1ceringil'u your dev\ice inl the Federal
Geg ile r.
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Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820): and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act):
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CTR Part 801).
please contact the Office of Compliance at (240) 276-01 15. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification" (21 C:R Part 807.97). You
may obtain other general information on your responsibilities under the Act friom the
l)ivision of Small Manufacturers. International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
htt I://www. fda. -ov/cdrh/industrv/suport/index.html.

SincCrcly yours.

~ i I [ nl .1, Ph.d'
Director
l)ivision of Anesthcsiology. General Hospital.

Infection Control and Dental Devices
O)fficc of [)eVice E'valuation
Center or lDevices and

Radiological i lcalth

EnclosurC
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510(k) Number(K051573):. C<:5' 7
Device Name: TGP

Indications for Use: Gulta percha is inserted into root canal following root canal preparation.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

y .)
s,,ioloqy, General Hospit&c

Ur'Ct~ 2. Dental Devices


