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510(k) Summary

This summary of 510(k) safety dnd effectiveness mformahcm is being submitted in
accordance with requiremeits of 21 CFR Past 807.92(cl.

Date: _July 22, 2009
1. Company and Comrespondent making the submissior: AUG 2 6 2009

Company
Name | SPIDENT Co., Ltd.

Address | #312, 1518.6L, NamdongKongDan,
Incheon, Korea 4C5-821

Phore | +82(32)819-4570
Fax | +82(32)819-4572
Contact |I. S. Whang

2. Device: )
Proprictary Name - Core - it Dual
Common Name — Core Build ep Resin
Llasslﬁcatmn_Namq - Toath.shade resin material

3. Predicate Device:
LuxaCoref LuxaCore Dual, KD12307

4. Classifications Names & Citanons
EBF, 872. 1690

5. Deseniption: _
The Corerit Dual is a dugl-cored composite resin designed for the fabrication of core
build-ups & build-up filliags. It has the characteristics of pood depth of
polilyminzanun high compmsswe strength, and radiopaque. It has two shades (Blue,
yellow

The Core - it Dual is similar to other commercially available products bascd on the
intended use, the technology used, the claims, the material composition employed and

performance characteristics. §t is substantially cquivalent in design, function and
intended use to.the: prcd;ralc devices, )
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SPIDENT Co., Ltd.

E?EJ ENT 8313, $1B-6L, NamidongKoagDan, tncheon, Koren 405621
Tel: +RUINRIOLSTO  Fax : +B2IZ19-4572

6. Indication for use:
The principal use for Coreit Dual is a5 a core- matorizl sither with-adhesives of with
pins ar poss. o«
Coreit Dual ¢an also be used for:
= Luting of abutmenis to dentores
+ Splinting of tecth in combination with wires, Kevler or Ribbond-t)fpe matlerinls
* Repair maierial for provisionals
* Bite registration material.
* Build up material for plastic bite rails (pcclusal individualisation).
*» Cement for pins and posts
» Semipermanent restorative material {e.g., in childrens' tecth)

7. Revigw:
The Core-it Dugl has the similer device characteristics as the predicate device, the

LumCQre Duel; intented. use, material, chemical compos.mon, das;gn and use concept
are siilar.

The Coreiit Dol has the similar mechanical properties as the predicate device:
compressive strength, flexural strengh, fow thickeess, wear, polymerization shrinkage
and thermal expansion coefficience.

The Coreit Dusl hos been subjecied 0 extensive safety, performance, and product
validations prior 1o release. Safely tests including biocompatibility - have been
performed o ensure the devioss comply with the US regolations nnd 150 4049,

Bosed on the comparison of intended use snd technicd) fcamrcs. the Corgrit Dugl is
subistantially: equwalem ‘o the pmdxcate devices.

8. Conclusiong:
In accordance with the Federal Food, Drug end Cosmetic Act, 21 CFR Part 807,
FDAsS “Guidance for the Preparation of Premarkel notifications for Denial
Composite” and based on the information provided in this premarkes notification.
SPIDENY Co., Ltd. concledes that the Coreit Dual is safe and effective and
substantally equivalent 1o peedicate devices as described herein ‘

5, SPIDENT Co., Lid. will update and include in this summary any nth‘ar information
deemed rensanably necessary by the FDA.

. END
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@ DEPARTMENT OF HEALTH & HUMAN SERVICES
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Hrvne ‘ Food and Drug Administration
‘ 10903 New Hampshire Avenue
Document Mail Center - WO66-G609
Silver Spring, MD 20993-0002

Spident Company, Limited

C/O Mr. Marc M. Mouser AUG 2 6 2009
Responsible Third Party Official '
Underwriters Laboratories, Incorporated

Laboratory and Testing

2600 NW Lake Road -

Camas, Washington 98607-9526

Re: K092572
Trade/Device Name: Core-it Dual
Regulation Number: 21 CFR 872.3690
Regulation Name: Tooth Shade Resin Material
Regulatory Class: 1I
Product Code: EBF
Dated: July 29, 2009
Received: Aungust 21, 2009

Dear Mr. Mouser:

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 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 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 reglstratlon listing of devices, good manufacturing practice,
labeling, and prohibitions against mlsbrandlng and adulteratlon '

If your device is classified (see above) into either class 11 (Special Conitrols) or class III
(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 dev1ce in the Federal

Register.



Page — 2 Mr. Mouser

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. labehng regulation (21 CFR Part 801),
please go to

http://www.fda. Eow’AboutFDAfCentersthces/CDRH/CDRHOtﬁces/uem1 15809.htin for
the Center for Devices and Radiological Health's (CDRH’s) Office of Comphance. 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/Reporta Problem/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/ResourcesforYou/Industry/default. htm.

Sincerely yours,

7\% far

Susan Runner, D.D.S,, M A,
Acting Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



510(k} Submizslen — Comed Dual

510(k) Nasnber K 6‘1 25 :7'2

Deviee Narne: Core-it Dual

indication for vsc:

The principal use for Core-it Thual is as 7 cor¢ matenial cither with adhesives or
with pins or posts.

Corceit Dl can also be used for:

» Luiing of abutments to dentares

+  Splinting of teeth in combination with wires, Kevlar or Ridbond-type materials
+  Repair material for provisionals

+ Bite registration material.

+  Build up matcrigl for plastic bite rails {occlusal mdmduaiwatlon)

» Cement for pins and posts

*  Semipermanen restorative malerial {e.8., in childrens' tecth)

Preserption Use _ _ ANDVOR  Over-The-Counter Use
(Per 21CFRE01 Sghpart (1]} {Per DICFREO? Subpart C)

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

Concurrence of CDRH, Gfficy of Device Evaluation (ODE)
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Division of Anesthesiology, éJenera! Hospltal
Infection Contrqf, Dental Devices
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