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U.S. FDA Section 510 | Renew Before December 31, 2018

www registrarcorp.com/FDA/License_Renewal ¥ +1 757-224-0177

We Help You to Properly Submit Your License Renewal. Get Assistance Now! Low Flat Fee « 24/7 Live
Chat = Quick & Easy Compliance = Multilingual Support =

Contact Us Medical Device Renewal
Call + Email Renew Your Establishment
247 Live Chat wi US FDA

510(k) Premarket Notification - FDA

TR T ae e ensuaa aa.gov s pcanmeaocs/c PMNpmn.cfm ~ SEE{EEE

A S10(K) is a premarket submission made to FDA to demonstrate that the device to be marketed is at
least as safe and effective, that is, substantially equivalent, ...

Premarket Notification 510(k) - Quick Search - De Movo - Downloadable 510(k) Files

Bt S T TEE X
pma database fda product classification

S10kE:E us fda medical device database

fda listing fda approved medical device

510(k) Clearances - FDA

https:/Aww fda.gov/medicaldevices/. /510kclearances/ » SEEFEEE
Overview. Section 510(k) of the Food, Drug and Cosmetic Act requires device manufacturers who must
register, to notify FDA of their intent to market a medical ...
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SEARCH

Food | Drugs | Medical Devices

910(k) Premarket Notification

© FDA Home ©

Medical Devices @ Databases

A B10(K) is a premarket submission made to FDA to demonstrate that the device to be marketed is at least as
safe and effective, that is, substantially equivalent, to a legally marketed device (21 CFR §807 92(3)(3)) that is

not subject to premarket approval.
Learn more._

Search Database

510k Number Type
Center
Applicant Name

Device Name dental implant

Panel v
Decision

Decision Date 2E to
Sort by Decision Date (descending) v

Quick Search

Radiation-Emitting Products | Vaccines, Blood & Biologics

8 Help $ Download Files

r Product Code

¥ Combination Products L

ClearedfApproved In Vitro Products )
Redacted FOIA 510(k)
Third Party Reviewed )

L

RE Clinical Trials [

Clear Form Search

Animal & Veterinary | Cosmetics

Tobacco Products
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Medical Device Reports
(MAUDE)

CDRH Export Cerificate
“alidation (CECY)

CDORH FOIA Electronic
Reading Room

CFR Title 21

CLIA

Device Classification

FDA Guidance Documents
Humanitarian Device
Exermption

Medsun Reporis

Premarket Approvals (PMAs)
Post-Approval Studies
Posimarket Surveillance
Studies

Radiation-Emitting Products
Radiation-Emitling Elecironic
Products Caorrective Actions
Recalls

Regisiration & Listing
Standards

Total Product Life Cycle
¥-Ray Assembler
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1to 10 of 427 Result
De?.ricec;ﬂame: ;es:l]ra?.fmﬂfant Decision E E E E Reslts per Page |1CI_'|

Date To: 05/30/.2018

New Search ¥ yport to Excel | Download Files | More About 510(k)
Device Name 4 | Applicant al 210K} a | Pecision 4
v ¥| Number ¥ Date ¥
Bii Dental Implant System Unicca B.T.I. Biotechnology Institute, S.L. K173257 03M7i2018
Osteoready Dental Implant System QOsteoready Lic K173575 08172018
e e s w Uniga Dental Ltd K130538 0a/08/2018
Zuga Dental Implant System Zuga Medical, Inc. KA171197 063072018
e e g e e it ay eem Mis Implants Technologies Lid. 120232 0B/222018
T-Cne 101 Ts Dental Implant System Hung Chun Bio-S Co.,Ltd. K172821 06/11/2018
Sic Invent Dental Implant Systems Sic Invent Ag KA73207 04/05/2018
Tav Medical Dental Implants System Tav Medical Ltd. K170131 0211002018
Spi Dental Implant System Wi France EAT2240 013172018
Straurmnann Dental Implant System Straurnann Usa, Lic K171734 01192018
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510(k) | DeMovo | Regisiration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards
CFR Title 21 | Radiation-Emitiing Products | X-Ray Assembler | Medsun Reporis | CLIA | TPLC

Mew Search Back To Search Resulis

Device Classification Hanle Implant, Endosseous, Root-Form

510({K) Number KAT11GT
Device Name Zuga Dental Implant System
Applicant Zuga Medical, Inc.

24400 Chagrin Blvd, Suite 250
Beachwood, OH 44122

Applicant Contact Chan Wang

Correspondent Fuga Medical, Inc.
24400 Chagrin Blvd, Suite 250
Beachwood, OH 44122

Correspondent Contact Chan Wang
Regulation Number 872 3640
Classification Product Code | DZE
Subsequent Product Code |NHA

Date Received 04252007

Decision Date 06/30v2018

Decision Substantially Equivalent (SESE)
Regulation Medical Specialty Dental

510k Review Panel Dental

Summary Summary

Type

Reviewed By Third Party Mo
Combination Product Mo
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Product Classification

Medical Devices @ Databases

© FDA Home ©

Premarket Review

Mew Search Back to Search Results
Device Implant, Endosseous, Root-Form
Regulation Description Endosseous dental implant.
Regulation Medical Specialty Dental
Review Panel Dental
Product Code DZE

Qifice of Device Evaluation (ODE)

Division of Anesthesiology, General Hospital, Infection Control, and Dental Devices (DAGRID)
Dental Devices Branch (DEDE)

Submission Type 510(k)
Regulation Number 8723640
evice Class 2
Total Product Life Cycle (TPLC) IFPLC Product Code Report
GMP Exempt? Ma
;::Jno":l?l% Malfunction Eligible

L]

L]

L]

Recognized Consensus Standards

Implants for surgery - Metallic materials - Fart
Implanted Device? fas
Life-Sustain/Support Device? Mo
Third Party Review

2-170 120 10993-14 First edition 2001-11-15
Biological evaluation of medical devices - Part

14 Identification and quantification of degradation preducts from ceramics

4-86 ADA ANSI Specification No. 38 2000 (R2
Wetal-Ceramic Dental Restorative Sysiems
4-195 1SC 14201 Second edition 2007-11-15

h15)

Dentistry-lmplants-Dynamic fatigue test for engosseous dental implants

4-212 150 7405 Second edition 2008-12-15
Dentistry - Evaluation of biocompatibility of me

Hical devices used in dentistry [Including: Amendment 1 (2013)]

8-57 150 5832-2:15959
Implants for surgery - Metallic materials - Par

2. Unalloyed fitanium

8-195 ASTM F2024-10 (Reapproved 2016)

Standard Practice for X-Ray Diffraction Deterrgination of Phase Content of Plasma-Sprayed Hydroxyapatite Coatings

3-354 ASTM F1377-13
Standard Specification for Cobalt-28 Chromiun

-6 Molybdenum Powder for Coating_of Crthopedic Implants (UNS R30075)

23-406 150 5832-11 Second edition 2014-09-11
Implants for surgery -- Metallic materials — Pa

11: Wrought titanium G-aluminium 7-niobium alloy

8-447 150 5832-3 Fourth edition 2016-10-15
Implants for surgery -- Metallic materials — Pa

3. Wrrought fitanium &-aluminium 4-vanadium alloy

5-465 150 5832-2 Fourth edition 20158-03

- Unalloyed fitanium

Mat Third Party Eligible

.\



NHA

Product Classification
© FDA Home © Medical Devices @ Databases

Premarket Review Office of Device Evaluation (ODE)

Dental Devices Branch (DEDE)

Submission Type 510(k)

Regulation Number 8723630

Device Class 2

Total Product Life Cycle (TPLC) TPLC Product Code Repori
GMP Exempt? Ma

ﬁ:;"o"r't?% Malfunction Eligible

Recognized Consensus Standards
& 2-170 180 10993-14 First edition 2001-11-15

e 4-195 150 14801 Second edition 2007-11-15
Dentistry-Implants-Dynamic fatigue test for endosseous dental implants
® 8-226 ASTM FB03-12 (Reapproved 2016)
Standard Specification for High-Purity Dense Aluminum Oxide for Medical Application

Mew Search Back to Search Results
Device Abutment, Implant, Dental, Endosseous
Regulation Description Endosseous dental implant abutment.
Definition To be used in conjunction with an endosseous dental implant fixture to aid in prosthetic
rehabilitation.
Regulation Medical Specialty Dental
Review Panel Dental
Product Code MHA

Division of Anesthesiology, General Hospital, Infection Control, and Dental Devices (DAGRID)

Biological evaluation of medical devices - Part 14 Identification and quaniification of degradation products from ceramics

Implanted Device?
Life-Sustain/Support Device?
Third Party Review

es
Ma
Mot Third Party Eligible
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510(k) | DeMovo | Regisiration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards
CFR Title 21 | Radiation-Emitiing Products | X-Ray Assembler | Medsun Reporis | CLIA | TPLC

Mew Search

Back To Search Resulis

Device Classification Name
510{K) Number

Device Name

Applicant

Applicant Contact
Correspondent

Correspondent Contact
Regulation Number
Classification Product Code
Subsequent Product Code
Date Received

Decision Date

Decision

Implant, Endosseous, Root-Form
KAT1197
Zuga Dental Implant System

Zuga Medical, Inc.
24400 Chagrin Blvd, Suite 250
Beachwood, OH 44122

Chan Wang

Fuga Medical, Inc.
24400 Chagrin Blvd, Suite 250
Beachwood, OH 44122

Chan Wang

872 3640

DZE

NHA

04124/2017

06/30/2018

Substantially Equivalent (SESE)

Regulation Medical Specialty Dental

510k Review Panel
Summary

Type

Reviewed By Third Party
Combination Product

Dental
Summary

Na
Mo




