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UNIdental GROUP

Symphony implant a product of UNIdental L.t.d company. UNIdental
Develops and produces implant system more than 20 years.
UNIdental co . , Ltd. Develops and produces a product with the
motto of providing the best products and services by R&D
professionals who have worked for research, development, and
production of dental products and Implant-related areas Since 2002.
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Symphony has been serving the dental field for the
past 20 years by using the latest technologies and
new innovations through research and
development.

We have stood by quality all these years to serve
you with our quality and reliable products. And we
will continue to do so regardless of future
competition. We're here to stay, always keeping up
with developments in this rapidly evolving field of
dental technology, and we greatly appreciate the
recognition and trust you’ve placed in us.

By the grace of God as well as your loyalty and
cooperation, we have reached great heights and
are deeply committed to serve better in the future.
Sincerely,

Richard Yang

Symphony
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Network 2025

AMERICA : MIDDLE EAST

® ) Argentina Pakistan

EUROPE ASIA
| Hungary @ Korea
C China
6 Vietnam =

Thailand

Driven by exceptional feedback from dentists around the world, Symphony Implant continues to s
global footprint. With sales and representation in nearly 20 countries, the brand is now strategicall
presence in the United States — bringing Korean innovation and precision to den
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ADMIMISTRATION

:ﬁ =7 U.S. FOOD & DRUG

UMIdental Co., Ltd. October 25, 2023
Yo Priscilla Chung

Regulatory Affairs Consultant

LK Consulting Group USA, Inc.

18881 Von Karman Ave. STE 160

Irvine, California 92612

Re: K221315
Trade/Device Mame: UNIdental Symphony Implant System
Repulation Number: 21 CFR 8723640
Regulation Name: Endosseous Dental Implant
Repulatory Class: Class 11
Product Code: DEZE, NHA
Dated: September 29, 2023
Received: October 2, 2023

Dear Priscilla Chung:

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 (the Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general contrals
provisions of the Act. Although this letter refers to your product as a device, please be aware that some
cleared products may instead be combination products. The 510(k) Premarket Notification Database
available at i ACres Tipts/c 5 identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against mishranding and
adulteration. Flease note: CORH 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 I1 (Special Controls) or class 11 {PhA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Begulations, Title 21. Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

LL5. Food & Drug sdministration
10903 Meww Hampshine Avenue
Sker Spring, HD 10993
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PATENT CERTIFICATES
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horefore, Moy United « Hates

grants to the person(s) having title to this patent the right to exclude others from making,
using, offering for sale, or selling the invention throughout the United States of America or
importing the invention into the United States of America, and if the invention is a process,
of the right to exclude others from using, offering for sale or selling throughout the United
States of America, products made by that process, for the term set forth in 35 U.s.c. 154(a)(2)
or (¢)(x), subject to the payment of maintenance fees as provided by 35 u.s.c. 41(b). See the

Maintenance Fee Notice on the inside of the cover.
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invention has been registered at the Korean Intellectual Property Office.
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SYMPHONY

MANUFACTERING SITE

Symphony is focused on
developing innovative and &
technologically advanced
dental solutions, which
improve patients’ quality
of life, and benefit dental
professionals.
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www.Symphonylmplant.com

®
§ymphony1

Bone Level Implant System

SLA Surface | Single connection | Tapered Design | Platform Swiching

Symphonylmplant o

Symphony

Implant System



BONE LEVEL
SUBMERGED TYPE

SYMPHONY 2
IMPLANT SYSTEM

TISSUE LEVEL

DOUI

NON-SUBMERGED TYPE

INSTRUMENTS
DRILLING SEQUENCES
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« FIXTURE »

US1 - Bone Level
US2- Tissue Level
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Platfrom Switching

Heip prevent crestal beoe loss, increase
the valume of soft tissue

&

SLA Surface

Surface of fixture 15 SLA

|Sandbiazting with Large grit and Aced e1chang)

&

Cutting edge

Cutling edge increase
efficency of implant in all bone types

&

Tapper Design

Tapper design help for prmary stabdity & faster
msertion while bone atructure

7

Single Connection

Ihe advanced conizal hex cunpection between the fixture and

abutments causes a decrease in bope loss & Screw Loozening

7

Morse & HEX

The singie platfarm of prosthebc procedures with
11" degree in morse tappee and 2.4 hex diameler

7

Double Thread

Incronse hone toimplant contact & Enable bone
candensing peoperiies & fighest premary stab oy

Vi

APEX

The round apex reduces the risk of tissue damage, especially

when placing the implant into max#iary sinus lift

Symphony

Implant System
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360/B
400/B
4507B
2007B
600/B
7007B

360/
4007/
4507
2007
600/
7007

3608
4008
4508
5008
6008
7008

3610
4010
4510
2010
6010
7010

3612
4012
4512
2012
6012
7012

3614
4014
4514
5014
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‘ - Flowing and smooth neck design

Optimized for 1 stage surgery

Internal Octa & 8° Taper Connection

® Single prosthetic connection

® Applicable to all fixture size

Compatible with ITI type prosthesis

Non-Sub
Octagon
System

@7 www.symphonyimplant.com
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SYMPHONY Surface

e Higher BIC (Bone to Implant Contact)
e Faster and Stronger Osseointegration

Optimal surface through Acid etching Ideal surface RA 2.0~3.0umm

e More 45% surface area than RBM
e More than 20% enhanced activation of Osteoblast & Bone formation
than RBM

Superior Osseointegration In-vivo experiment [mini-pig]

e Enhanced 45% of early fixation against RBM
e Enhanced 20% of new bone formation against RBM [BIC, 4wks]

Symphony

Implant System

SEM image of SYMPHONY fixture
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Surgical Implant Kits

Symphony 1 | Symphony 2 | Prostetic




| Symphony 1 Surgical kit

- — ® 1
z = Symphony MF Tool H/P
N 5 : s
Tt Surgical Drill Kit
oERNGI, Bone Level / Submerged Type
Short Long
I Final i MF Tool T/W i
Guide/ Second Guide @36 @40 @45 @50 /960 @70 Short Long
Side Cut Drill  Drill@26 * Non Stopper Drill
3 i Parallel Pin i R ———— Counter Sink ‘ ‘ | rl 28 Hex Driver i
- 36 ®40 @45 @50 60 @70 Short Long
i MF Path Pin i r Spare —1
Spare Extension Hand Adapter Spare
Drill Stopper
PP Spare Spare

Symphony

Implant System




Symphony 2 Surgical kit

Mount

o
z = Symphony® 2 Hand Piece
- e
l = . . .
Tryeet® Surgical Drill Kit
UNidental Tissue Level / Non-Submerged Type
EX/Short Short X/Long

www unidetal co ke

E
Final Rachet Adapter
@9 o . ® O @ 6 b
—_—

' Guide/ ; @33 @40 @438 EX/Short Short EX/Long
! . First Drill @2.2 4
Side Cut Drill Fixture '
% [~ Depth Gage ‘1 Driver E .
* @ % Bl
‘ Q B ’ BB
Spare Extension 1 o @22  @22/28 @35 S°|'d Abut Driver  Short Long f b
Profile Drill | 6 ¥ Rachet 6 ! I
Spare RN@335  Spare RN@®4.1/435 Spare WN@ 485  Spare Short Long EX/Long
% I Tap Drill 2 *x Hand Piece
‘ . s O ‘ Q i
Spare Spare Spare Spare Spare d EX/Short Short Long
Spare
Drill Stopper : _3

Symphony

Implant System




Symphony All Surgical Kit

Guide/Side Cut
Drill

i
! (@
7

7+0.5

Drrill
Extension

Symphony

Implant System
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First Guide Dirill Second Guide Drill Final Drill Counter Sink Drill Implant Placement
Bone Density 2.0 0256 036 036 036

ia g > >

D2 &D3 == = B 3

o B > > > >

| Diameter @ 3.6

Symphony
protocol




Symphony
protocol

Symphony
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o Sl ¢===:

B . First Guide Drill Second Guide Drill Final Drill  Final Drill  Counter Sink Drill Implant Placement
one Density @20 @26 @36 040 @36 @36
D4 > > > >

b2&D3 > > > > b >
D1 > B > > » >

| Diameter @ 4.0




S0p= QUALITY

Bone classification: clinical-histomorphometric comparison.

Trisi P, Rao W.
Clin Oral Implants Res. 1999 Feb;10(1):1-7. doi: 10.1034/j.1600-0501.1999.100101 .. §ymphony
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CASE 2\

* Patient Specifications: Gender: Female / Age: 39 years old /
+ Packaging and order: No systemic disease

« Patient Specifications: Gender: Male / Age: 42 years old / t specificati Implant area: 5 and 6 lower left and 6 lower right

* Packaging and order: No systemic disease /Implant size: 3 pes. 4010

« Implant treatment specifications: Implant area 7 lower right / Implant size: 4012

e

:&h‘ Thlial
.4 i
77T

Pre implant Implant surgery Final prosthesis Follow up 3yrs Preimplant Implant surgery Final prosthesis Follow up 4yrs

‘Q“_

CASE 3\

- Patient Specifications: Gender: Male / Age: 71 years old /

. Packaging and order: high blood pressure, heart disease and diabetes
« Implant treatment specifications: Implant area: 1, 3 and & upper night,

4, 5 and 6 lower left / Implant size: 4 pcs 3670 and 2 pes 3612

Pre implant Implant surgery Final prosthesis Follow up Syrs
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SYMPHONY
PROSTHETIC

Prosthetic Procedure 11

Multi CCM Multi : Multi
Temporary Abutment Straght [0 g Angeld - ]
Abutment Abutment f Abutment
Hex/Non-Hex Hex/Non-Hex
USTMT-4815H USML-48 US1DA-4725H USTMA-481710H
\ =
Multi
Analog [ |
USTMC-4B15H
Multi
Impression I
Coping ’
USMI-P4811 {
Cover Healing
Screw Abutment I
JS1CS-36 USTHA-454070




G/H

------------------------------------------------------------------------------

" g

Titanium Grade 5

Symphony

Implant System

GH (2.0)
H (2.0)
40202
45202
552020
652020
5202
5202
95202

GH (2.0)
H (3.5)
2035
52035
552035
652035
5203
5203
952035

GH (3.0)
H (5.0)
403050
4530
553050
653050

530
953050

GH (4.0)
H (7.0)
40407
5407
554070
407
407
407
954070

Healing
abutment
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Analog
Impression

V() T4015HL
V() T4515HL

V- T5515HL

() T6515HL

D(4.0)
D(4.5)
D(5.5)
A D(6.5)

OICX)ITA401 1HS

L) T4511HS
) T5511HS
(7] T6511HS




Straight
Abutment

GH(1.5) GH(2.5) GH(3.5) GH (4.5)GH (5.5)

| 4515H 4525H | 4535 asas | assH
——— |

| saisH 5435H] 5455H
) 5525H
Coding Sample : US1DA-5725H 5515H i 5525H ] 5535H I 5545HI5555H

6415H] 6425H | 6435H | 6445H  6455H

Titanium Grade 5

Symphony

Implant System




angel
Abutment

GH(1.5) GH(2.5) GH(3.5)

! ‘. >
f Diameter (@) ! (B 451515

3 452515H
Coding Sample : UTAA-551525H

Titanium Grade 5 1 551515H 551535H
Symphony “ 7 552515H | 552525H | 552535H

Implant System




G/H I

Coding Sample : UST1TA-4515H

TEMPORARY ABUTMENT

Symphony

Implant System

Coding Sample : US1CA-4510H

CCM ABUTMENT

...............................

’ Diameter (@) :

Coding Sample : US1TB-4546RN-L

Ti-Base ABUTMENT




Muti Straight Muti Angled Muti Temporary Muti CCM
ABUTMENT ABUTMENT ABUTMENT ABUTMENT

Diameter (@)

{T 1 = IG,H _ Diameter (@)

P 3 IG/H \ ””[G/H
<3 :
== D (@)
= D (@)
USTMA-4810N Coding Sampling :USTMA-4825N USTMT-4815N USTMC-4815N
Muti Analog Muti Imperssion

1
I

Coding Sample :USML-48 Coding Sample : USMI-P4811

Symphony

Implant System
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0
"
b

Ball Attachment Kerator Abutment Kerator Attachment

GH(1.0)

GH(0.0)

‘=) 4 i O =
I ' |

GH(2.0) E Housing  Retainer Oring

GH(3.0) ' US1HO-501 US1RE-50
GH(4.0) US1KA

GH(4.0) US1KS Kerator set m

GH(5.0)
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