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1. Company and -C_orrespondent making the submission
Company- Dentium Co., Ltd.

| Address B 2i—5 Iu_i-dbng,'Yeo-ngtong-gu, Suwon-si, Gyeonggi-do, 443-766, Korea
Contact - |Jonghyun, Choi/R&D
E-M,ai:l. .' eas_tman@dentilim.eom

* |Phone . - |+82312072200 -

|Fax .. - - |+8231.2073883

2. D_evice Nz'tme

- Propr"iet'z_xryﬁame: e SimpleLine HAbutment System

_- Common name: =~ - Abutment

. Classification name: Abutment, Dental, Endosseous implant
-« NHA,21CFR872.3630 -

3, i)ré‘dic}d'téd'i)'evicé' ERN

Implantlum Prosthetlcs Dentlum Co., Ltd (K070228 K052957)
Implantlum Dentlum Co Ltd (K041368)

14, Déviee'I')'e'sci'iptieli

) 'SlmpleLme II Abutment system is mtended for use as an aid in prosthetic rehabllltataon It
.- consists of Cover screw, Healing Abutment, Solid Abutment, Dual Abutment, Abutment
: "Screw SCA Abutmeit, Dual Milling Abutment, Angled Abutment (15° and 25°), Direct
' castmg Abutment-Gold, Metal-Casting Abutnient-Co-Cr, Temporary Abutment-Ti and Screw
- Abutment. All of abutment designs are based on existing Implantium that are cleared for
" marketing iri the United States. The materials of the SimpleLine Il Abutment System is Ti-
. 6A]-4V ELI alloy(ASTM F136), Pure Titanium Gr4(ASTM F67) Gold alioy, Co-Cr-Mo
. (ASTM F799), Ti-Gr2(ASTM F67).
- . The Angled Abutments are avallable in diameters of 3. 8 4 3,45, 5 5 and 6 Smm with 15°
-.and 25° angles to the axis of the 1mplant
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5. Substa'ntial Equtvalenee:

K (2045

Implantiuru

Impl'antium‘

Trade name | - -Sim pleLine H— : ' \Inipl"antium
R Abutment - Prosthetics - . Prosthetics
Manufacturer Dentlum Co Ltd . Dentlum Co., Ltd - Dentium Co., Ltd. Dentium Co., Ltd.
S1009 New device K052957 ' K070228 KO41368
‘Number : . S :
. Tltanlurn Titanium ~Titanium, Titanium - Titanjum, Titanium Titanium, Titanium
Materials | Alloy, iﬁocyr GOld | Aoy, Gold Alloy | - - Alloy - Alley
Abutment, Dental, Abutment, Dental; | Abutment, Dental, - :
‘ : : ) o . | Implant, endossecus,
Form Endosseous - Endosseous _ -. - . | Endossecus .
B T U070 root-form
: 1mplants implants . - | implants - ‘ ol , )
‘ : I - T Implantium is intended
to be surgically placed
e 1. in the bone of the upper |
n dicationsf ;_Inte_nded for_'u__ee asan. | U0 Wbt T or lou.'er Jaw archesto - |
" for use aid in prosthetic SAME-"-- . '{SAME - provide support for
. .. | rehabilitation. - o A prosthetic devices, such.
o as artificial teeth, and to
restore the patient's
. - . . - ... .| chewing function.
. Use - Prescription . ‘Prescription - | - Prescription Prescription -

- - The comparrson between SrmpleLme II Abutment and other predrcated devrces 1s
.- claimed 10" be- substantlally equivalence in- terms "of- mdleatlon for use,’ matenals _
-'product form technology, and performance specrﬁcatrons _ T '

- The drfference between SlmpleLme II Abutment and predreate devrees are the -
: product shape and slrght ‘mechanical and physrcal characteristics. ‘However, the- shght '
differences do not affect to the apphcatron of the device. Therefore we state that ‘
SnnpleLme II. Abutment system 1s substantrally equrvalent to the predlcate dev1ces

. 6. indication for Use -

" The SimpleLine II Abutrhent system i$ intended for use-as an aid in prosthetic rehabilitation.

- 7 Perl‘ormauee Testlng

Blocompatlbrhty testmg on- the proposed SrmpleLme II Abutment has been completed _
Requrrements for brologreal evaluatron “of"- the proposed devrce were based “on the -
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. ISO7405(2008) “Dentlstry-Evaluatron of blocompatiblhty of medical devices used in
dentistry.” The biocompatibility test results show that the materials used in the design and
manufacture of the _.components of the pr0posed device are non-toxic and non-sen51tlzmg to
biological ttssues con51stent w1th its mtended use. The followmg blocompattbrlny tests were
completed : -

J1SO Cytotoxicity . -ISO Systemic toxicity
-ISO Pyrogenicity © -~ - -ISO.Sensitization
- -ISO Intracutaneous reacttvnty N

The proposed SlmpleLme II Abutment was evaluated usmg the followmg performance bench
testmg to confirm the perfonnance charactenstlcs :

-ISO Static compressrve ‘ —ISQ _F_atlgue ;
: -Torque Force ~ .7 -Adaptation Accuracy

8. Review -

Y Conclusions-

- All test results demonstrate that the materlals chosen the manufacturmg process, and the 3
design utilized for the -SlimpleLine II Abutment system miet the established specifi catlons
necessary for consrstent perf'ormance accordmg to 1ts mtended use:

SlmpleLme II Abutment system has been sub_;ected to safety perfonnance and product .
“validations prior to release. ‘Safety tcsts including btocompatlblhty have been performed to .
" .ensure the dewces comply wrth the appllcable Internatlonal and us regulattons ' : ‘

I accordance wnth the Federal Food Drug and Cosmetrc Act 21 CFR Part 807, and based on

- the information: prov1ded in thxs premarket notification Dentitim Co.,"Ltd. concludes that the .
SlmpleLme I Abutmcnt System 1s substantrally equlvalent to the predrcate dewces as

described herem S : :



Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —W(066-G609

DEPARTMENT OF HEALTH & HUMAN SERVICES
Silver Spring, MD 20993-0002

SERVTCEg
W b,

£

JAN 2 6 2012

WALTy
ao €4,
K

&

Mr. Jonghyun Choi
Assistant Manager
Dentium Company, Limited
27-5 hii-dong, Yeongtong-gu,

Suwon-si, Gyeonggi-do
Republic of KOREA 443-270

K112045

Regulation Number: 21 CFR 872.3630

Trade/Device Name: SimpleLine II Abutment System
Regulation Name: Endosseous Dental Implant

Re:

Regulatory Class: I
Product Code: NHA

Dated: January 13,2012
Received: January 17, 2012

Dear Mr. Choi: ‘
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. 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 hitp://www.fda.gov/AboutFDA/CentersOfficessy CORH/CDRHOffices
fucm115809.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/ReportaProblem/defautt.htm for the CDRH’s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtaih 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/ResourcesforY ou/Industry/default. htm.

Sincerely yours,

%m

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

Enclosure



Dentium
Indications for Use

5100) Number: Y3 112045

Device: Name: éimpleLine II Abutment system

Indications for Use:

The SimpleLine II Abutment System is intended for use as an aid in prosthetic

rehabilitation.
Prescription-Use v AND/OR Over-The-Counter Use

(Part21 CFR 801 Subpart D) : (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE) .

&u@p@ ALS7

(Division Sign-0ff)
Division of Anesthesiclogy, General dospltal
“Infection Control, Dental Devices
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