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510(k) SUMMARY

Date of submission: 201 3-04-15 JUL 19 2013

Submitter name: SOADGO, S.L.

Submitter address: Avgda. Fiter i Rossell, 4bis - Local 2
ESCALDES - ENGORDANY
AD-700 (ANDORRA)

Contact person: Maria Mitjaneta

Phone: +376 800 590

Fax: +376 800 594

e-mail: calidad~asoadco.com

Device Trade Name: Klockner Dental Implant Abutments

Common Name: Endosseous Dental Implant Abutments

'% Classification Name: Endosseous Dental Implant Abutment (21 CFR 872.3630)

Product code: NHA

Legally Marketed (Predicate) Device(s):

510(k) Number IDevice Manufacturer

K080224 Klockner Essential Dental Implant System, models: EC, ES, ECK SOADCO

K082200 Kiockner Essential Dental Implant System, model: EC 1.5 SOAOCO

K010132 Klockner Dental Implants, models 51<2, NK2, S4 SOADGO

K<062129 P.004 implants including abutments and healing caps Straumann

K<071585 NC Healing Abutments and NC Closure Screws Straurnann

K<033243 ITI synOcta (Esthetic) Meso Abutments Straumann

K<071357 P.004 NC Anatomic Abutments Straumann

K<050705 Tilnite implants Nobel Biocare

K<992334 TiN Coated Implants and Abutments 3i

K<060291 PreFormance Temporary Cylinders 3i

K<072624 Abutment for Provisional Restorations Astra Tech

K<092248 SPIQD Customnizable gingiva former Thomnien Medical AG

K<101798 SPI® Variomulti Angled abutment Thommen Medical AG

K<083876 SF1-Bar® Cendres & Mdtaux

K102804 SPI® Titanium Base for CADICAM Thommen Medical AG

1072055 Lavam Frame, Lava T"Frame Shade 3M ESPE AG
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510O(k) Submission - Klockner Abutments

Section 5 -510O(k) Summary

Device Description:

Kiockner Dental Implant Abutments consist of a group of prosthetic components placed into dental

implants to aid in prosthetic rehabilitation. According to their function, they are classified in:

- Healing caps, are manufactured in Titanium Alloy, intended to assist in healing or

modification of the adjacent tissues for internal octagonal connection system.

- Protective caps, manufactured in PMMA and Titanium Alloy intended to protect abutments

when choosing direct oral impression for internal octagonal connection system.

- Temporary abutments, manufactured in Titanium cp, Titanium Alloy and Titanium cp +

PMMA, intended to support provisional prosthetic restorations for internal octagonal
connection system.

- Angled abutments, manufactured in Titanium cp and Titanium Alloy, intended to retain

definitive dental prosthesis. Used when it is necessary to correct the implant axis, for

internal octagonal connection system and external hexagonal connection system.

- Straight abutments, manufactured in Titanium Alloy and Titanium cp, intended to retain

definitive dental prosthesis for internal octagonal connection system. Includes Titanium
Octacone Scan abutment, a Titanium Base for CAD/CAM. This base is suitable for

precision fit custom abutments or crown and bridge restorations fabricated with CAD/CAM
technology provided separately by 3M ESPE as the Lava System.

- Overdenture abutments, manufactured in Titanium Alloy and POM C, intended to retain

removable dental prosthesis for internal octagonal connection system and external
hexagonal connection system.

Healing caps, protective caps and temporary abutments are used for a limited time, while angled

abutments, straight abutments and overdenture abutments are intended for a definitive use.

Intended Use:

The Klockner Dental Implant Abutments are intended to be placed into dental implants to provide
support for prosthetic reconstructions such as crowns, bridges or overdentures. The Klockner
Dental Implant Abutments include healing caps, protective caps, temporary abutments, angled
abutments, straight abutments, and overdentures. All abutments are intended to be used with the
Klockner Dental Implant Systems, models: Essential EC, Essential ES, Essential ECK, Essential
EC 1.5, SK2 and NK2.
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510O(k) Submission - Kiockner Abutments

Section 5 -510(k) Summaryz

Summary Discussion of Clinical Data:

No clinical data are presented in this submission.

Conclusions:

We believe the intended use, the indications for use, the mode of operation and performance

characteristics of the KLOCKNER Dental Implant Abutments are equivalent to the indicated

predicate devices. The results of bench testing confirm acceptable device performance as per its

intended use. Therefore we believe substantial equivalence of the KLOCKNER Dental Implant

Abutments to the predicate devices may be established.
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DEPARTNI ENT OF HEALTH & HUMAN SERVICES Public I ealth1 Surice

Fixd and Drug Adimsistrition
10903 New I lnrnipshk e Ave no
Documnt Control Center - W066609

Silver Sprig, ML) 2099341002

JU ly 19, 2013

Ms. Maria Mitjaneta
Quality Manager
Soadco, S.L.
Avgda. Biter i Rossell. 4bis -Local 2
Escaldes - Engordany
Andorra AD-700

Re: Kl22988
Trade/Device Name: KLOCKNER Dental Implant Abutments
Regulation Number: 21 CER 872.3630
Reaulation Name: Endlosseous Dental Implant Abutment
Regulatory Class: 11
Product Code: NH-A
Dated: July 5, 2013
Received: July 12, 2013

Dear Ms. Mitjaneta:

We have reviewed your Section 5I10(k) prrniarket notification of intent to market the device
referenced above and have determined thle 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, thle enactment date of'the Medical Device Amendments. ortto
devices that have been reclassified in accordance wvith the provisions of thle Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval of a prernarket 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: CDRI-l does not evaluate information related to contract liability
warranties. We remnind 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 Ill (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.



Page 2 -Ms. Mitjaneta

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 CER 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 53 1-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7 100 or at its Internet address
httip://www.fda.gov/MedicalDevicesfResourcesforYou/lndustry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2 ICFR 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.pov/MedicalDevices/Safetv/RerortaProblem/default.htmn for the CDRI-'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) 796-7 100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/industC/default.htmn.

Sincerely yours,

Mary-S.- R"n~ -S
Kwame Ulmer, M.S.
Acting Division Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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INDICATIONS FOR USE

51 0(k) Number (if known): K122988

Device Name: KLOCKNER Dental Implant Abutments

Indications for Use:

The Kiockner Dental Implant Abutments are intended to be placed into dental implants to provide
support for prosthetic reconstructions such as crowns, bridges or overdlentures. The Kiockner
Dental Implant Abutments include healing caps, protective caps, temporary abutments, angled
abutments, straight abutments, and overdlentures. All abutments are intended to be used with the
Klockner Dental Implant Systems, models: Essential EC, Essential ES, Essential ECK, Essential
EC 1.5, SK2 and NK2.

Prescription Use ______ AND / OR Over-The-Counter Use

(Part 21 CER 801 Subpart D) (21 CFR 801 Subpart C)

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

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

Andrew 1. Steen.
201 3.07.19 09:1 3:57 -04'00'

(DiviSion sign-Off)
Division ti Anesthesilolgy, General Hospital
infection Control, Dental Devices

510(k) Number: V q. 98


