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Device Description

The Vita Engimic® Stalns are colof ingensivé resins used for shade characterizatian of the
surfaces of hybrd ceramic restoratighs fridde from Vita Ehafnlc  The shadés are sugifitied In
powder form. This powder s inlked with a iquid and applied In a very thini layeér to &n Efanilc
testoration to atjust the shade or éreaté charatteristics found in natural tedth, sush as cracks,
stains or white spots. The palfited éstoration is then sealed with & dlier light<curingdlze ta
create asmogth.ant digssy finish that is resistant to abrasion. The Stalss are a dyal euring
systém of auto and fight polymefization thit is prepared outside the molith.

Statement of iitended Use:
Vita Efiamig® SEaing are Indigméd for shade pustomization afid ¢haracteriza tion.of the Sutface of
- Yentsl festoratiotis Madedt hybrid Eeramic-resin and résin materials.

Substantisl Equivildnce
informatian provitied in this appiication shows that thg product Is substintially equivalent to

. TR

thé predidate davicss Ik Intended use, matertals, application, and polymerization rigthdds.
Technoldgical Characteristios

The Vita Epanticstaiiis aré sitillar in désign thrihe preditates listed e, Like thi predicates,

the Enathlc Staifié Aré Iitented T bie appligd In-vifro foi the purpose.of manipiiiting the shaile

or gdding chismactertetits fo & dentdl restoration1d bnsufeFaiper indichig of the palient's
vty

Unlike the grediiatis, Vi Sndhis Staliis aré not aftéred in paste e, it In sgoatited
pwiter anil gl farm. This aifdves i ter tul ountral of the staifyfiferishy by thismeasace
of Nquid s with t powdlir, Yhb Enviaic Staros alib Includé b gisTng iaud fiy seal inthe
65 iwhich phtaék rhie Stol Frout wadring off ani cremte & Swigoth, sy aupface ththe
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March 1, 2013

Innovation MediTech, GmbH
C/O Ms. Elizabeth Wolfsen
Regulatory Affairs Specialist
Vident

3150 East Birch Street
BREA CA 92821

Re: K123761
Trade/Device Name: Vita Enamic® Stains
Regulation Number: 21 CFR 872.3310
Regulation Name: Coating Material for Resin Fillings
Regulatory Class: II
Product Code: EBD
Dated: December 1, 2012
Received: December 12, 2012

Dear Ms. Wolfsen:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
cornmerce 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 Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general 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. Please note: CDRH does not evaluate information 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 II (Special Controls) or class 111 (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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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); medical device reporting (reporting of medical device-related
adverse events) (21 CFR 803); 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

go to http://www.fda.gov/AboutFDA/CentersOfficessf CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to '

http.//www.fda. gov/MedicalDevices/Safety/ReportaProblemv/default.htm for the CDRH’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.fda.gov/MedicalDevices/Resourcesfor You/Industrv/default.htm.

Sincerely yours,

Anthony D. Watson, B.S,, M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,
Respiratory, Infection Contro! and
Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use

510{k) Number (if known):

Device Name: Vita Enamic® Stains
Indications for Use:

Vita Enamic™ Stains are indicated for shade cuslomization and characterization of the
surface of dental restorations made of hybrid ceramic-resin and resin materials.

Prescription Use X ANDIOR Over-The-Counter Use
{21 CFR Pari £01 Subpart D) _ {21 CER Part 807 Subpart ©)

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

Concurrence of CDRH, Office of Device Evaluation {ODE)
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Prescriplion Use X OR Over-The-Counter Use
{Par. 21 CFR 801.109
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