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product Code: OAS, MlIi-!
Dated: December 12. 2 103
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Dear Ms. Labat-Cam v:

We have reviewed y'Our Sect ion 5 1 0(k) premiarkel not ilication of intent to market the device
reltrenced above and have determiuied the device is substantially equivalent (for the indications
for tise Stated in the enclosure) to legally marketed predicate devices miarketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug.
and Cosniet ic Act (Act) that do not requI~ire approval of a premarket approval app!ication (1PMA).
You may. therefore, market the device, subject to the general controls provisions of the Act. Thec
general controls provisions of the Act include requirements for annual registration, listing of'
devices, good mnanufacturing practice. labeling, and prohibitions against misbranding and
adulteration. P~lease note: CDRI'I does not evaluate informnation related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class 1ll (I)MA),
it may be subject to additional controls. Existing major regulations aflteting your device can be
found in the Code of Federal Regulations. Tidle 2 1. Parts 800 to 898. In addition. FD)A may
publish fu rther announ1cemlents concerning your device in thle Federal Register.

Please be aidvised that F DA's issuance of a substantial equivalence determination does not mean
that FDlA has made a deterni nation that you r device complies with other reqiremients ol the Act
or any Federal slates anrd regulations ad in in isiered by other Federal agencies. You inust

comply with all the Act's requI~iremntIIs. including, but not limited to: registration and listing (2 1
CUR P;art 807); labeling (2 1 C FR Part 801 ); medical device reportig (reporting of medical
device-related adverse events) (21 CUR 803): good manufacturing practice reqluirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 ofithe Act): 21 CER 1000-1050.

lfyou desire specific advice for your device on our labeling regulation (21 CER Part 801), please
contact the Division of Small Manufacturers. International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
littp://%vvwv.tda.ovMedicalDeViCCS/1ReSOtirceslb)rYou /Indureitts iilII.Iitin. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
littp://\www.fda.gov/Med icall)evices/Safciv/Repor-taProbleim/delhault.]itm for the CORH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7100 or at its Internet address
http://www. ItlWa.p2ev/Med iclflev iccs/Rcsoui-eesf brYou/Incdusl rv/de Fau It hi n

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



51 0(k) Number (if known)
K 133406

Device Name
CS 8100 3D

Indications for Use (Describe)

'rhe CS 8100 3D is intended to, produce complete or segmlentedl loniographic digital panoramic images and three-dimensional digital
X-ray images of the dento-m1ax iiloflacial area to be used ait the direection of licaitheart; professionalIs ats diagnostic support for pediatric
and adouIt ptatients.
In addition, the CS 8100 3D is provided with a radiological exam option wvhich allows the display of one determinod third molEar
segment of the dental structures using the capability of the system to explore each slice acquired during an exam.

Type of Use (Se/eel one or both, as applicable)

E] Prescription Use (Part 21 CFR 801 Subpart D) []Over-The-Countet Use (21 CFR 801 Subpart C)
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