
Saeshin Precision Co., Ltd.
093-! 5, PhlohDoing_ Dahwo-Gu, Dv.¢gu, 704-220, Republic. ff Kcrei,

Tel 82:-587-25345 Fax :82 53~S 2347'

510(k) Summary

TbI stunMatry of 5.10(k) saety and effcctiveness inormaltion is being submritted in
accordance with requirements of 21 CFR Part 807.92(c)

Date: January 9. 2009

1. Company and Correspondent making the submiss-on:

Company

IName Saeshin Precision Co,, Ltd.

Address #93-15, Paho-dong, .Dalseo-Giu, Duegu, 704-
220, Republic of Korea

Phone +82 53-587-2345
Fax 4-82 :53-587-2347
Contact Y.S. Lee

2., Device:
Proprietary Name - STRONG limplant H.andpieces
Commaon Name- Dental H1andpiece
Classification Name- Handpiece, Gear-Driven, Dental

3. Predicate Device:
ANTHOGYR Contra Angles and Handpieces, K040674

4. Classifications.Names & Citations:
EFAS 872,4200

5. Description.:
The STRONG Implant Handpieces; ACL-41L ACL(B),411, ACL42I, ACL(B)-421.
ACL-43I, ACL-(B)431. ACL-451 and ACL(B)451, are gear driven hand-held dental
handpieces with transmission ratio of 20:1, 16:1. 32:1 and 64:1. They can be driven by
torque adjustable electrical. motors for surgery treatment They are attached to drive
via ISO 3964 coupling. A Saline irrigation system for surgery treatment is integral to
the STRONG Implant Handpieces. The head clamp accepts instrument complying
with JSO 1797-1. They have contra-angle attachment for difficult 'to reach areas
intended to prepare dental cavities for restorations, such as fillings, and for cleaning
teeth.

/



Saeshin Precision Co~, Ltd.
~~~AE~~~~~fl:NlwDw2 Dast.G Dnu 742-270, Revpublic Of Knrea

Ilie STRONNG fimplant liandpieces are similar to offher CO'nunercialfly avaflable
products- based on the, inlen~ded use, then technmoiogy used. the claimus. the matenial
composition employed und performance chauacteristies, They are substantially
equivalent in desilgnl. fiumction. and intended u~e to the prediecatedervices-.

6. Indication for use:
The STRONIG Inplant HandpiedesACL- 411 ACI (13)Ai LACL-,42 I, ACL(B)421,
ACL--431.,,ACL-(B)-2 AC ladALB~i acdvcsntended for awide
range ofdental proloedure~s ibc]udng,

Implaodnti surgris uhasrotcau p ppt~n
In-ipum suery s ich. as per.ft r-ii,.igtin'te* o~n, ap~pin -,ndt rh enig procedures

finishing toloth preparati Ons reqtorations and polishing teeth

7- R'eview:
The STROING Implant H-andpieces heave, the same device charateristics as the
predicate device, the ANTH-IGYR Corntra Angles and Handmicces; intended use,
tmater ial, design and use concept are sirmlar. And they also cornply to ISO 3964
coupling and ISO 1 797-1 shank.

Based on dhe comparison of intended u~se and technical features, the STRONG hnphint
Handpieces are substantially equivallent to the predicate devi-es.

8. Conclusions:
hI accordance with the Federal Food, Drug and Cosmetic Act, 21 CFR Part. 807, and
based on the information provided in this premark-et notification Saesbii PrCiSion
Co,, Ltd, concludes that the STRONIG Implant.Handpicces arc safe and cffective and
substantialy equivalent to predicate devices as. described herein.

9. Saesbin Prenision Co., Ltd. wrill update and include in this sumnmary any other infor-nmaion
deemned reasonably necessary by the FDA.

END



DEPARTMENIT OF HEALTH & HUMAN SERVICES

Food and Drug Achministration
' 0903 New Hampshire Avenue
Document Mail Cenler - \066-G6(
Silver Spring, MD 20993-0002

Saeshin Precision Company, Limited
SEP -:3 2009C/O Mr. Marc M. Mouser.

Responsible Third Party Official
Underwriters Laboratories, Incorporated
1285 Walt Whitman Road
Melville, New York 11747

Re: K092412
Trade/Device Name: STRONG Implant Handpieces
Regulation Number: 21 CFR 872.4200
Regulation Name: Dental·Handpiece and Accessories
Regulatory Class: I
Product Code: EFA
Dated: August 23, 2009
Received: September 2, 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 registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or'class III
(PMA),I 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.



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 labeling regulation (21 CFR Part 801),
please go to
http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 115809.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.g6v/cdrh/mdr/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 (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Susan Runner, D.D.S., M.A.
Acting Division Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



5] 0(k) Submissirn - STRONG Impiant Handpieces

5.1o(k) Number K

Device Nane: STRONG Implant Han4pes

ladlcAtion for use.

The STROING Implant Handpiems, ACL4!.! ACL(B)-41l. ACL-421,

ACL(B)42t ACL43I, ACML-(B)A31 ACL-451 and. ACLB).45I, are

devices intnd'ed for a wide .r!.. of:detal ' grocdures inluding:
* Endodontic srgeries, such as rt canal preparations
- Implant surgery such as perforating the bone, tapping and threading

procedures
* General dentistry such as removing carious material, cavity and crown.

!preparation, finishing tooth. preparations, restorations and polishing teeth

Prescription Use V OR Overi11h-Counter Use ._ii,_-'<

(Per 21CFR801 'Subpart D) (Per 2 tCFR807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CNqTINUJE ON ANOTHER PAGE IF

NEEDED)

Concurrence of CDR, Offvaluation (ODE

(Division Sign-Off)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number: K1<94 ,},,'.,

SAESHIN PR!'ISION CO., LTD..


