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01 Company Introduction

CSM IMPLANT CEO

CEO Jo Sung-am took the Seoul National University College of Dentistry course.

After graduation, he worked as a professor in the Department of Prosthetics at Kyungpook
National University.

He has been involved in dentistry for 40 years.

Also, as a first-generation student studying implant in Sweden,

He is a pioneer in introducing implant surgery for the first time in Korea after returning to
Korea.

As a dentist and professor of dentistry,

Based on the rich experience gained through actual surgery and research, we provide
products that dentists can use conveniently, CSM Implant was born by researching to

make a product that patients can trust.

CSM IMPLANT | CEO SUNG—AM CHO
01 02 03
Dental Implant Dental Supplies Surgical Kit

It is a medical device that
restores the masticatory
power of edentulous patients
and treats esthetic defects.
As a major product for dental
implants, CSM's
craftsmanship stands out.

Abutment: The part that
completes the artificial tooth
together with the implant.
Impression product: This
product is used to imitate the
oral structure.

Surgical Kit: It is a medical
surgical kit used for implant
procedures.

Assistance kit: It is an
auxiliary surgical tool used
during or after implant
procedures.
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Company introduction

"CSM IMPLANT MOTO "
. . MANUFACTURER
Name CSM IMPLANT
CEO SUNG-AM CHO
Number of Employees 18 COMPANY BELIEF
B205,B201 Techno B/D Kyungbook Uni, 47, Kyeongdae-Ro
Headquarters  176il, Buk-Gu, Daegu, Korea Since its establishment on January 24, 2000, it is a manufacturer that has
Date of establishment. 2000.01.24 specialized in producing implants for about 20 years.

Based on 20 years of know-how, we produce and provide clean and safe
Contents of the business. Manufacture Dental implant oroducts. With the goal of maximizing customer satisfaction

Produced products.  Dental Implant All the staff members are working hard to do their best.
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Company Introduction

CSM HISTORY

2000.01.24 Company Estabilished ( CEO : Sung-Am Cho)

2004.05

2007.04

2009.10

2010.03

2011.03

2012.06

2013.11

2014.06

2019.01

2020.04

2020.05

2020.07

2021.04

Acquired CE, ISO 13485

Acquired KGMP

Acquired Russian FDA

Acquired R&D Center Qualification

Acquired R&D Center Qualification

Designated as a promising export company ny Daegu Gyeongbuk Export Center
Acquired CFDA from China food and Drug Administration

Acquired India CDSCO

Acquired I1SO 13485: 2016

Acquired a Research Department Certification

Acquired Taiwan Food and Drug Administraion TFDA

Acquired a Certificate of Designation as a Promising Export Small Business

Obtained Iranian Ministry of Health (MOH) License
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Submerged 1

Micro Threads : 6 lines
Body Threads : 3 lines
Connection:

2.1 Double Hex / 2.5 Hex

Submerged 2

Micro Threads : 6 lines
Body Threads : 3 lines
Connection:

2.1 Double Hex /

2.5 Double Hex

FIXTURE

Submerged 3

Micro Threads : No

Body Threads : 3 lines
Connection:

2.1 Double Hex / 2.5 Hex

S N S
o ool —

¢

Internal

Micro Threads : 3 lines
Body Threads : 3 lines
Connection: 3.1 Octa

External

Micro Threads : No
Body Threads : 3 lines
Connection: 2.7 Hex
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3 TYPES OF SURFACE

RBM aurfacl,éTreatment SLA Surface Treatment
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Resorbable Blast Media Sand Blasted, Larger Grit, Dual Surface Treatment
Acid Etched
RBM Roughness of Ra 1.5 ~ 1.8 pum SLA Roughness of Ra 2.0 ~ 2.3 um LASER Roughness of Ra 10 ~ 12 um
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The Strengh of the Product

1. Strong Osseointergration

Lasder Surface Treatment
Roughness of Ra: 10 pm ~ 12 um
Excellent Secondary Stability
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The Strengh of the Product

2. Convenient and Fast Operation
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@3.6 Implant
2.1 Double HEX Compatible
with Subl @3.5 Fiture

Product Discription

The Strengh of the Product

3. Compatible with Submerged System

@4.0 Implant
@4.4 Implant
24.8 Implant
2.5 Hex

csM OTHERS

2.1
Double Hex

Submerged 1
Submerged 3

Fixture
2.5 Hex
2.1
Double Hex
Submerged 2
Fixture
2.5
Double Hex

Astra

Agua
(@3.5/@4.0)

Agua
(©3.5/24.0)

Lilac

(©4.5/95.0)

CSM Fixture Compatibility Chart

Ossetem

GS, TS
(EXCEPT 3.4/@3.7
FIXTURE)

Dentium

Implantium
Superline

Dentis

S-Clean

Dio

UF, UF2

Megagen

Anyone
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Business Network

Q usA

Q Mexico

1. Current Export Market (21 Countries)

2. Potential Export Market (15 Countries)
3.2016-2017 New Contract with 5 countries

: Cambodia, Denmark, Spain, Algeria, Jordan

EUROPE
Denmark
Spain

Germany

Q

Western Asia

Iran
Egypt
Jordan
Algeria
Turkey

@ Russia
Moscow
CHINA @ KOREA
o Daegu
. 0 Taiwan
0 Southern Asia
India
o South-Eastern Asia
Cambodia
Thailand
Australia

Q Caroline
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Certification& Research

Certification

ISO 13485

, Certificate

W of Registration

This is to certify that :

CSM Implant

B20S, Techno B/D, Kyung-pook National Univ., 47, Gyeongdae-ro 17-gil, Buk-gu, Daegu, 41566, Republic of Korea
35, Seongjusaneopdanji-ro, Seangju-eup, Seongju-gun, Gyeong do, 40031, Republic of Korea

Has been assessed by International Certification Registrar Ltd., in respect of their

Medical Device Quality Management Systems and found to comply with

ISO 13485:2016

Approval is hereby granted for registration providing the rules and conditions
relating to certification are observed at all times.

Certification Scope
Design and Development, Production and Sales of Dental Implants

Certificate Issue Date :09th December 2021 Initial Issued Date : 09th December 2021

Expiration Date :08th December 2024 Certificate No. : MK000166

% This certificate Is valid by completion of surveillance audit which Is condueted within 12 months frem the certification date.

The Seal of ICR Limited was here to affixed
in the presence of :

President

- ICR is acoredited by Korea Azereditation Brasd
o, MY as an Madical DeviceQuality Mamsgemment Sy siem cenification dody
) (Acretinaticn Nusber KARSC22)
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Certification

FDA of U.S

1"t
CSM submerged-L Implant System hloz"sg— CSM Imptant Co., Lad. ocT 14 0m Kl 1 ?JO K\JODW) -
{ (oY U.S. FOOD & DRUG
- mwk IH‘MM Cmm \ 4 ADMINISTRATION
SIO(K) Summary NAR 2 2 200 APR 7 7 b7, =
Submitter: US Agest / Official Contact: SINK) Summary
SINK) Summary
Cho Sumg Am Joyce Bang Submitter Official Correspondent
CSM Implaet Co, Ltd. Kodeat Inc. Subesittcr Official Correspondent g:m '::ﬁ: ' CSM Tmplant September 19, 2019
702020, B205 Techno B/D, 325 N Puente st, Unit B CSM lmplase Kodent Inc. : % April Lee
KO? e nz . peimsrn Cio Seng Am April Lee B20S Techno-Buikfing, Kyeungpook Natsonal Univ. 325 N. Poente St Unz B (‘um‘:m:ml
yung Pl : B205 Techmo-Bullding, Kycungpook Naslonal Unly, 325 N. Puente St Unit B £573-13, Boktyun-dong, Bk, Dacgs, Korea Brea, CA 92821 :
373:13, Boklyn-dosys TRk P Fak eM #573-13, Bokhyun-dong, Buk-Gu, Dacg, Kores fhrea, CA 92621 Phone: 82-51-952-8261 Email Withus Group lnc
Buk-gu, Dacgu, South Kores Fax: 714-525-0116 Phone: §2.53.952.8261 Email: . Fax:  B2-53-954-K261 Phene: 714-325-0114 106 Superior
Phone: +82-53-952-6261 Email kodentipc@gmail som Fax 82-53-954-8261 Phone: 714-525-0114 Fax: 714-525-0116 Irvine, California 92620

Fax: +52-53-954-8261

Device Information

Trade Name: CSM WL Impm System

C Namwe: Ends

Classification Name: leplant, m Root-Form
Product Code: DZE

Regulation Number: 8723640

Device Class: Class 1l

Date Prepared: Aug, 2010

General Description

The CSM submerged-1. lmplant System includes various one-stage Fixtures and two-stage Fivures made
of titanwm, Mqlmnuwdlylmﬂdlmhewv-ﬂalowpm“mun
tooth root rep providing o stable fossdation foe

Thispodmiuﬂmn‘u b prosthetic dentistry rial which are dental implast

i The ion with the ak is d in bones as 3 | ion (the morse
taper 11° and Hexagon type) method. A jon will restore mastication function of the patient who

has difficulties due 10 damage of the ratural tooth and function as & supportisg the prosthetic dentistry
material such as artificial 100eh,

Indication for Use

Csuwlmmwbmhwmﬂdﬂm«nuimllmmmmmw«m
edentisdous mandibles and maxilla This system & intended foe delayed loading,

Predicate Devices & Comparison ) ) )
The subject device is substantially equivalent to the following predicate device;

»  Bichorizos lstemal Implant system(K073268)

Fax: 714-5250116

Device Information

Trade Name: CSM submerged-R Implant Sysiem
Commen Name: Eadosseows Dertal Implant
Classafication Name: Implan, Endosseoss, Root-Form
Product Code: DZE

Regulation Number; 8723640

Device Class: Chass 1}

Date Prepared: Aug, 2010

General Description

The CSM submerged-R implant syssem includes vanoes cec-stage Flxnures and two-stuge Fixiecs
made of titanium, Mmplmmnnlullykumd“olhumhwaﬂovlowpwudmn

2 teoth root repls providing o steble foendats tor

Thhwodw(mlfmmdln‘ dentl I which wre dental implast
mmmﬂnmwlmwmhimmbonunmnlmm(um
faper 11° and Hexagon type) method. A ion will restore i fuection of 2e patieat who

b EfMicuities dec 0 damage of the natural tooth and fenction as 2 supponting the peosthetic dentistry
materind such as actificial sooth.

Indication for Use

mcmwnhﬂnsmmiswlywmmmum implare sergery.
Accanding 10 the mdcb mmcluﬂul Suses Ful b fixture 2ad the kive
bone depends on sung pl uﬂumwtwnuuu.shwedﬁnmm:wmemm

hnique. lmplants se imended for wse in support of single or multiple-unit restorations and partiz) o
Miymm-lﬂuadmﬂlh In case of C ized Hand Milling Ab 5 wall thick
is 2mm and height is 12mm. 1t can be reduced imo Max. Tmen. The margia of the product can be
modified up 8o Max 20°. In case of Non-Hex Cementation Abetment, it Is a bridge type, Two or more
products mwst be ased. w.p-(o(m:umdenmwahwmmnnmdmlhnm
connecting work.

Device Information

Trade Name: CSM hmermal-R Implant Systes
Common Name: Endosseous Denial Implant
Chusification Name:  Implaet, Endorascus, Root-Form
#roduct Code:  DZE

Regulation Namber:  £72.1640

Device Class: Class Il

Date Prepared: 122872011

Deviee Description

The: CSM Imemal-R Implant System is intooded for use in partial or fully edemulous
mandibles ard saxillae, In sepport of single or multiple-enit restorations. The CSM Interead-R
Implant sysiom Contkins 1wo Types of fisteres, straight 2nd tapered type based on the shaps of e
Fxture. This system i3 sade froen thanius (118A14V ELL) and the surface treatment & dooe with
Resorbable bydeosyspatiee Blast Medi

Indication for Use

The CSM Ircomal -R bovplaat Systern 1 sxdicatcd for wac in pertially or fully edermefous mandivies
wd maxillee, in seppoet of single or muliple-usi z duding; d retained, screw
retuned, of overd ions, wnd terminal o diste wly suppont for fived

bradgework.  This system is intended for delayed doading.

Re: K173141
Trade/Device Name: CSM Submerged.L Implant System
Regulation Number: 21 CFR 872 3640
Regulation Name: Endoss Dental Impl
Regulatory Class: Class [
Product Code: DZE, NHA
Dated: August 17, 2018
Recerved: August 22, 2018

Diar April Lee:

We have reviewed your Section $10¢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 commeree prioe to May 28, 1976, the
enactiment date of the Medical Device Amendments, or to devices that bave 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. Although this letter refers to your product as a device, please be aware that
some cheared products may instead be combination products. The 510(k) Premarket Notification Database

located at https www accessdata fda L'n\ sqripts/ edry'cfdocs cfpmn/'poin cfm sdentifies combination
product sub i The g 1 bs provisions of the Act include requin Iuv annual reg
listing of devices, good mumlfncmrmg peactice, labeling, and prohibiti branding and

adulieration, Please note: CDRH does not evaluate information related 10 cmlrx! liability v.lmmxlts We
remind you, however, that deviee labelng must be truthfial and not misleading.

It your device is classified (see above) imo either class 11 (Special Controls) or chass HHE(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, Purts 800 to 898, In addition, FDA may publish further

concerning your device in the Federal Register

Please be advised that FDA's issuance of a substantial equavalence determination does not mean that FDA
has made a determination that your device complics with other requirements of the Act or any Federal

and regul | d by other Federal agencies. You must comply wath all the Acts
requirements, including, but not limited to: regastration and listing (21 CFR Part 807); labeling (21 CFR Pan

LS. Food & Drug AGrsatraon
Y0001 Few Hargutire Avercs
Sea Spang, MD 207
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Clinical outcome of immediately and early loaded

~ implants with laser treated surface

PN/

_ i a 3-year retrospective study

IMPLANT THERAPY - am;m Kyung Hee Urvwersity Hospital af
of Dantistry. Kyung Hoe Universty, Seaut. Repubic of Korea
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Clinical outcome of immediately and early
loaded implants with laser treated surface:
a 3-year retrospective study

Richard Leesunghok’, Jin-Ho Seo', Sung-Am Cho’*

Dvpurtrwendt of Riomatersads & Provhodontion, Kyumg Hew Univenity Hospaal at Gemgedong, Schoal of Dentntry

Kyurg, Heo University, Seoul, Reprddic of Karea

Deparimem

PURPOSE. The marginal &

lons of implanss with Lisis tre

Proskodontics, Schoal of Dentatry, Kyung-Pook Natioeal Uneversity, Daegu. Sepublic of Kosea

d werface was investigatid after six weeks of

loading atter implant installation to the mandible malar aess. MATERIALS AND METHODS, A sotal of 13
implants were placed in the edentulous molar arca of the mandible: 13 implares were immedately loaded and

10 implants were early loaded. The implants used were made of stanium grade 23, sorew shuped, 4.2 mm in

tiameter, anel 10 mm in lemgth. Pabents were evaluated with resonamce frequency amalysis ot implant fistune

installation and 1, 2 (hral prosshests installation), 3, 5, & and 14 mooths

alter fixaue imsallation and 1, 2, 3 veans after 10 measure the masgieal bos

pe. Xsavs were taken at 2 months
1045, RESULTS. The ean 150) vakoe

measured ot the snpdant matallation was over 70 at all-time points, The avevage of margeal bone loss was
average 0,33 mm. CONCLUSION, Immediate implant lnaching for Laser teeatod implants would be posslilk

(1 Adv Progbodont 2008101606/

KEYWORDS: Laser treatoe] implast. Marginal booe oss; Immacdlate lnading

INTRODUCTION

The main purposes of implant surface treatmens are ta
merease the surface area 1 obram a b

non berween bone and implant immediately after insernon,
o provade a surface strocture thar can maintamn 2 blood dlog
well,” and 1o provide a surface form rthat can promote the
pracess of boae healing.” SLActive techaique mnvolves
formung surizce roughoess asing large geit with the diameter

Cirmepundig sefher
Sarng Ay Ol

wul
e of Kowes

Hocetvod Oxtober
Aged 1y, 2000

m m Mo March 29, 2018 Accapled

BV amen, 20e] feqaiatation v wvy e s viedl e irgnad
wirh 0 eogerly cond

Ty besrnt b s vaggnmtend by Sanal

PrLIRTre
AMBA] and Lorva medical denices ksl coop. avcctatem (KMIICA)
Sre Korwin Commmrrroent fumd

PISIN 2005794 «TISN 1005 THIA

of 250 - 50 pm aftcr sandblastiog and ciching by bydao-

chlotic acid and sdfunc acid, thets waslving i & nitrogen

# sur

Thin surface foems o Ivdronyl baver andd han 2 lay
fo encrgy as 2 result of contact with waser, amxd mcreanes
the xleal contact beraven the implant and the surrosending
factars. The acevated surface i preserved and stocked 1n 2
physiological saline wlution to provide to deneal chnics
The chlomne jons, as anions, and hydroxyl ioas arc com
bined to protect the actvared surface from air and prevent
hydracarbon hinding** Based on previous studies, it had
been found that these surface properties significantly
increased bone to implane conmact and ressdred 0 an aced

erated healing process of osscointegration dunng the early

saage. This effect leads to enhanced smabdicy of the implant
and aids in heahag during the cnmical carly stages.”'
According to a eocenr smdy, laser ereated sarface implanrs
help impeove the osseotntegration process.”’ As a unigee
surface, this method of treanng implants prevems contams
mapan with exteancous facrars and has 2 high degree of sur
face punty, resulsing = excellont sueface roughness. Thar »,

the enire laser treased surface of the implamt has 3 porous

stracrure that is pure and not contamenated. This p

us

strucrure increascs the surface roughncss and, & 2 result

The Josansd of Adeasind Provibadariis 163

1 Koewan Acad Prosthodont | Voluswe 43, Numer 3, 200

RETROSPECTIVE MULTICENTER STUDY OF
CSM ENDOSSEOUS DENTAL IMPLANT

Eun-Young Park, D.D.S, M.5.D,
Department of Dentstry, College of Medicne, Youngnam Universty

Statement of problem. To work the L of dental smplant usage, some types
of domestsc implant have been developing. But, there have been seldom reported about the
chinucal success rate of them as yel.

Purpose. The aim of this retrospective multicenter study was to evaluate the performance
of CSM implants{CSM company, Daegu, Korea)

Material and methods. Thirty-five patients were rebabilitated with 150 CSM amplangs in this
multicenter study

Results. The sucoess rate was 96.2%. CSM Titanium fixtunes can obtain slightly highwer
stccess rate when a cover screw wis not used for implant installation than when used
However it doesn’ t show significant difference(p= 7615, Fisher' s Exact test).

Conclusion. This multicenter retrospective stusdy o 4 the efficacy of the CSM implant
in the treatment of variety of dinical manifestation of tooth loss. And it can be assumed that
whether a cover screw is used or not should no influence on the osseomtegration,

Key Words
CSM implants, Cover screws, Success rate

A application in partial edensulism. Furthermore, in
Ithough most denture-wearing patients the replacement of missing single teeth, # has
appear to adapt to wearing their prostheses, a sig- become an accepted form of treatment ™
nificant number do not.' The Introduction of But, within the country, implants have pot
osseointegrated implant for replacement of miss- been popularized as yot. A fear of the implant
ing or lost dentition by Brinemark et al. has surgery shoukd partially account for that, but
revolutionized restorative dentistry.”* After the the greatest reason seens 1o be a expersave foe due
Toronto Conference, universally began used to the high price of implant materials which
endosseaus implants for the restoration of eden- entirely have depend on an income.

tulous patients.** Initially, the concept of osseoin- Recently, in order to work this problem, some
tegration was only proposed for the treatment of types of domestic implant have been developing
edentudous patients™ However favorable extend- and the interest about them has Inceeased
od prognosts for ossecantegrated tastum implants Neverthless most of derdists are andous about the
i edentuloas patients’ has led to expanding use of domestic implants, because there have

421
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Thank you

csm200/@naver.com

+82 53 SO Z8EEH

https://www.csmimplant.com
B205, B201 TECHNO B/D, Kyung-Pook Uni, 47,
Gyeongdae-Ro 17 Gil, Buk-Gu, Daegu, Korea
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