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Company Profile

Company name

Osstem Implant Co., Ltd.

CEO

Haesung KIM

Date of Incorporation

January 8, 1997

Headquarter

3, Magokjungang 12-ro, Gangseo-gu, Seoul, Korea

No. of employees

6,620 (Number of domestic and global employees as of 2025)

Business Operation

[Overseas subsidiaries] 37 subsidiaries in 33 countries
[Overseas production headquarters] 3 (USA,China and Brazil)
[Domestic subsidiaries] 8 subsidiaries

Capital 5.6 million US dollars *
Sales 960 million US dollars * (2024)
Website www.osstem.com

Main Businesses

Dental implant and medical equipment, production and
distribution of dental materials, quasi-drug, Production and
distribution of orthodontic materials, software development
and sales, interior solutions for clinics, etc.

* Based on exchange rates as of May 26, 2025(1$=1,370.08 won)



¥ Introduction of major domestic business sites and subsidiaries

OSSTEM®

IMPLANT

Production Headquarters(K1) Production Headquarters(K2)

Production of implants, materials,
equipment, etc.

Production of implants, materials,
equipment, etc.

QSSTEM® OSSTEM®

CARRIQ GLOBAL

OSSTEM VASCULAR CO,, LTD OSSTEM GLOBAL CO., LTD

Development and production of
dental medical devices

Manufacture and sale of
cardiovascular medical devices

OSSTEM®

PHARMA

Logistics Division, Dental

Equipment Production Division OSSTEM: FHARMACO,. 11D

OSSTEM ORTHODONTICS Inc.

Manufacturing and sale of
pharmaceutical(quasi-drugs)
product

Logistics and inventory
management, Unit Chair
Manufacturing
Co a’hn

=

Manufacture and sale of
orthodontic materials

OSSTEM “INTERIOR KDEI

—
=

OSSSTEM INTERIOR CO., LTD KDEI CO., LTD

Cozahn CO., LTD

Cultivate and educate hospital
administrative managers

Manufacture and sale of interior
furniture

Sales of digital prosthetics,
orthotic devices



R&D Center

R&D Center : Osstem Technology Center of Excellence

Dentistry Institute

Orthodontic R&D Center Implant R&D Center Derttal Research
* Houses 20 specialized research institutes Lol
Tissue Regeneration Institute
. Recognized as the foremost research Dental Material R&D Center Bone Science R&D Center Periodontal Science R&D Center
organization in dentistry Plastic Material R&D Center Ceramic Material R&D Center Unit Chair R&D Center

Digital Equipment R&D Center | Imaging Equipment R&D Center |  Dental Scanner R&D Center

* Allocates 11% of annual sales to R&D
SS Education R&D Center

Design R&D Center Interior R&D Center

* Hold the leading R&D position in the

Korean dental industry MPMS R&D Center
SW Product R&D Center PMS R&D Center
OW Development
Headquarters R&D Center OW Planning R&D Center

Information System R&D Center




Business
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Dental .
Implants Equipment8& Dental Clinic I|.1terior C|II‘IICE‘:I| Broadcasting
Pharmaceuticals IT & SW Design Education & Portal
The world's most Development and sales

advanced surface
treatment technology
designed to accelerate

osseointegration

Crafted technology
optimized specifically
for the oral
environment

Exceptional quality
control, world-class
production capacity

of medical equipment
including unit chairs, CT
scanners, and panoramic
imaging systems

Development and sales
of dental materials,
including bone graft
materials, impression

materials, and
whitening materials

Development and
sales of dental
pharmaceutical

products (and quasi-

drugs)

Development and
distribution of S/W for
processing insurance

claims, managing

dental clinics, etc.

Development and

distribution of software
for establishing a digital
dental care environment

Create an optimal
environment with
customer-oriented
and patient-focused
interior design

Deliver One-Stop
Service from
contract to design,
construction, and
continuing support

Clinical Education
Tailored for
Global Dentists

Host academic implant
symposiums, Osstem
Meeting, Osstem
World Meeting

Comprehensive dental
portal “DENALL" in
operation

A unified platform
offering easy access to
diverse content and
information, including
TV, shopping,
education, job listings,

and software (SW)




Total Solution Provider

Dental

Materials

Dental
Medical
Equipment
. Total
OSSTEM" - e Solution
IMPLANT .
Provider

Dental
Medicine

Customer
Care

Solidify our position as a Total
Solution Provider offering One-Stop
Service, from the initial setup of dental
clinics to post-opening guidance

Clinic
Interior
Design



Customer-oriented

Clinical Training for Dentists

Training confidently perform of experienced dentists in sharing their expertise through
implant procedures handling complex cases informative lectures

Goals of Clinical 1 Empower beginners to ; 2 Enhance the capabilities Eg Facilitate implantologists in

Contribute to . . ; 5 o ;
B sts Clinical Worldwide, high-quality clinical education fuels

Development the advancement of dentists' skills and clinical development

OSSTEM"

IMPLANT




Global Network

Exporting to 100 countries and pioneering the global dental industry with

advanced technology and unparalleled quality

' Trading dealer countries of the Korean headquarters

1)CAMBODIA 2)COSTA RICA 3UAMAICA
4)MYANMAR S)PAPUA NEW GUINEA B)PERU
| ] 7)SRI LANKA 8)VENEZUELA

{7 The trading dealer countries of the Russian subsidiary
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@ Subsidiary

- Production headquarters located in South Korea, USA, China and Brazil

@ 1st-stage subsidiaries(2005~2007) @ 2nd-stage subsidiaries(2011~2015) @ 3rd-stage subsidiaries(2017~2018) @ 4th-stage subsidiaries(2019~)
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Obtained Quality Certifications from Leading Countries

KGMP, Korea

Korea Good
Manufacturing Practice

DOH, Taiwan

Department of
Health

ISO 13485

International Organization
for Standardization

CERTIFICATE
OF REGISTRATION

GOST, Russia
USSR State
Standards

FDA, USA

Food and Drug
Administration

CFDA, China

China Food and Drug
Administration

PRAR AN

CE, Europe

Food and Drug
Administration

17

DET NORSKE VIRITAS
O CrmTow e AL QuALT

TGA, Australia

Therapeutic Goods
Administration

CMDCAS, Canada

Canadian Medical Device
Conformity Assessment System

MEs - s

QMS, Japan
Quality Management
System




Strengths of Osstem’s RA department

* Establish an overseas corporation and Local sales

-> Understanding of regulation and Licensing system are highly required.

Operating RA staff in 22 countries

— Understand the laws and regulations of the country in charge and establish a licensing strategy for
each country.

It is possible to establish a global expansion plan immediately after the Korean license.
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Cases of difficulties and issues in the
process of overseas licensing



Case #1

@ Chinese legal requirements require the
submission of "proof documents” sold by the
manufacturer
-> Submitting my MFDS license

@ Countries other than China Check the
manufacture country's sales and permits with the
Certificate of Free Sale (CFS/FSQ)

-> Chinese law does not use the word
"certificate of free sale.",
Therefore, the NMPA (china) speculates
that Korean manufacturers are demanding
a MFDS Certificate to confirm whether the
same product as the product licensed in
Korea is sold in China

Osong Health
Cheangiu-

Ministry of Food and Drug Safety

Osong-cup, Heungdoek—gu,
. Fax:

Korea, 28159 Tel:

Certificate of Free Sales
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Case #1 China

@ Also, there is no product description in permits from other countries, but there is in Korea
-> For example, in the United States, products of LISTING are simply identified with the
product's code and there is no description of the product
-> Sales specifications may vary from country to country, but only the same product as the
Korean Certificate can be licensed in China because the characteristics of the product are

all described in the Korean license
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Case #2 Turkiye

m Differences in regulations related to extention of transition period

between CE MDR vs UTS Turkiye

(a) those devices continue to comply with Directive 90/385/EEC or Directive 93/42/EEC, as

applicable;
A (b) there are no significant changes in the design and intended purpose;
CE MDR Trasfer regulation £ : : P
(EU 20 3/607) (c) the devices do not present an unacceptable risk to the health or safety of patients, users or other

persons, or to other aspects of the protection of public health;

(d) no later than 26 May 2024, the manufacturer has put in place a quality management system in
accordance with Article 10(9);

no later than 26 May 2024, the manutacturer or the authorised representative has lodged a tormal
Bpplication with a notitied yin accordance with Section 4.3, first subparagraph, of Annex VII
tor conformuty assessment 1n respect of a device referred to in paragraph 3a or 3b of this Article

or in respect of a device intended to substitute that device, and.fno later than 26 September 2024,
Khe notified bod

and the manufacturer have signed a written agreement in accordance with
m Section 4.3, second subparagraph, of Annex VII.

- Completed formal MDR conformity assessment application
to NB (until 24.05.26)

- Written agreement with NB on formal MDR conformity
assessment (until 24.09.26)

» EU applies MDR transfer period extension if conditions are that

E|27|0] MDR ™%t

—— Turkiye UTS Extension Conditions
1. Manufacturer's self-declaration, MDR agreement
2. MDR NB Confirmation Letter
(guarantees monitoring responsibility/authority)
3. Transfer Agreement
(guarantee monitoring responsibilities/authorities)

» Request real data differently from Europe



OSSTEM®

Case #2 Turkiye OSTE|

-> In EU2023/603, Confirmation letter and transfer agreement are not mandatory

-> Many NB's can't apply for MDR at that time

am Products TUVRheinland
Centification Department
LGAN
Precisely Right

-> No procedures or methods have been establishe:

for the issuance of confirmation letters(C/L) and

aaaaaaaaaaaaa
4auu Fepuu of Kor

the Trasfer Agreement(T/A)
by the NB agency at that time

Notified Body Confirmation Letter
Reference. OSSTE_MDR Application 2024-08-05; order #156165626

TRANSFER AGREEMENT FOR SURVEILLANCE OF LEGACY DEVICES

specifying the terms of the transfer of the il iviti ;r;;g; and
according to Article 120 (3e) of Regulation (EU) 20171745 rds the

in respect of legacy devices covered by a certificate issued in accordance with
Directive 90/385/EEC or Directive 93/42/EEC

=> For the first time in Korea,

C/L and T/A documents were e P

66-16, B 513beon-gil, Busa , 48002 Republic of Korea

- hereinafter referred to as *CERTIFICATION HOLDER'" -

proceeded and issued together with e

The notified body with the identification number: <0187>

< TUV Rheinland LGA Products GmbH >
<TillystraBe 2, 90431 Nirnberg, Germany >

hereinafter referred to as “INCOMING NB® -,

and

The notified body with the identification number: <2460>

<DNV Product Ass: e AS>
<Veritasveien 11:6:Hwnk

- hereinafter referred to as *OUTGOING NB" -

Have concluded the following Agreement under the TRANSFER DATE effective on 2024/05/17.

s smended by Regulation (EU) 20230807 of the Eurcpesn Parllament and of the Council of 15 March 2023

MS-0048873 Rav.0 page 1 of 16



Case #3 Veitnam OSSTEM®

m Issues in which Korea CFS (issued by NIDS) is not accepted
-> In accordance with Vietnamese regulation(98/2021/Nb-CP), CFS issued in Korea is
legally required as the basis for the fast track licensing through the Reference Agency system

98/2021/ND-CP Article 29.2

2. Cases of quick issuance of a new registration number:

a) The medical device has been granted the CFS (Certificate of Free Sale) or marketing
authorization by one of the following authorities or countries: U.S. Food and Drug Administration
(FDA). Australian Therapeutic Goods Administration (TGA). Health Canada. Japanese Ministry of
Health. Labour and Welfare (MHLW) or Pharmaceuticals and Medical Devices Agency. EU state
members, UK, Switzerland. National Medical Products Administration (NMPA) - China, Ministry
of Food & Drug Safety (MFDS) - Korea, or other CFS issuing authorities recognized by Vietnam
(hereinafter referred to as “reference countries™):

-> Korea is issuing CFS by the MFDSand the NIDS according to the class(1~4)
-> However, the Vietnamese regulations state that only CFS issued by the manufacturer’s

Ministry of Food and Drug Safety is recognized
Do not accept NIDS-issued CFS

m In consultation with the MFDS of Korea, NIDS was issued by adding to the CFS issued by NIDS
that the authority was delegated by the MFDS to explain that the authority was properly issued
by the MFDS



Case #4 Philippines

OSSTEM®

IMPLANT

@ Reducing licensing costs through grouping registration of products

-> Previously, medical device permits in the Philippines must be approved based

on the product name written on the label

* More permits, more expensive

-> Our RA team submitted an official statement to the FDA in the Philippines

- Grouping system comparison across all ASEAN countries

- the need for a system in the Philippines

- Include an analysis of current Philippine regulations

» Why Grouning Anproval is Needed?

. X Ol x| I | = Alokx] oIxl
Manufacturer's Perspective HEXEE B2 NaH uY

157418 @ 15715 3 222 qolEHol2
1. Reduced Approval Costs " ~

2,67 4 a8t EEE:U
2. Streamlined application process 3.4 HE B8H 22| LT AANE A B A
3. Efficient management of multiple products 5 52 A7t Bzt 3. 28 7| Ee] YA g

4, Time savings during registration

FDA Philippines Perspective

1. Easier database management due to a significant reduction in the number of certificates
2. Reduced Administrative Burden with Single Review
3. Consistency with International(ASEAN) Standards

4. Improvement of public health through faster registration of advanced medical device

Countries P
m Philippines

Groping Category

Groping Criteria

*Note. Excludes
categories for
IVD Test KIT/
IVD Cluster for
each country.

Similarities

Differences

Conclusion

Singapore Malaysia Thailand Indonesia
1. Family 1. Family 1. Family 1. Family
N/A  2Sustem 2 System 2.System 2 System
3.Group 3.5ET 3.5ET 5. Group
N/A L Famiy 1. Family 1. Family 1. Family
Same Praduct owner, Same Manufacturer, Same Manufacturer, same Manufacturer,
Rick classification, Classification, Classification, Trade name and product type,

intended purpose,
design and manufacturing process,
permissible variant

Risk classification,
Intended use,

design and manufacturing process,
[permissible variant

2. System 2 System

Same Manufacturer, same product owner,

Intended use for achieve, Intended to Combination intended purpose, Comp
enable combination use, atible system,

System Labeling System Name,

System Labeling

medical device proprietary name,
ntended purpose,

design and manufacturing process,
permissible variant

2. System

Same Manufacturer,

Combination intended purpose,
Compatible system,

System Name,

System Labeling

Intended purpose,

Common design,
Manufacturing process,
Permissible variants

2.5ystem

Same product owner,
Combination intended purpase,
Compatible system,

System Labeling

3.SET

Collection of upper then Single,

SET Packaging and label,

Proprietary SET Name,

SET Intended use,

Aplied highest classification with in
the SET

Most ASEAN countries have adopted Grouping categories as Family, System, and Group(or SET).

- For Family Grouping, same intended use, manufacturer with the same design and manufacturing process, allowing permissible variants.

3.5ET

Same trade name,
Specified SET name,
Commaon SET Intended use

3. Group

Single proprietary Group name,
Group Packeging and label,
Same intended use

3. Group
Collection of upper than Single,
Group Packaging(SET),

SET Name,

SET Intended use

- For System Grouping, all countries require compatible system and system name.
- In Set Grouping, they demand the same trade name and common intended use

- Singapore and Vietnam allow Group category, but Malaysia, Thailand, and Indonesia use the Set category.(There is no essential difference, only th
~There are slight differences in labeling eriteria between Philippines and other ASEAN countries.

Vietnam

1. Family
2 System

3. Group

1. Family

Same Product owner,

Risk classification,

Common intended purpose,

Gommon design and manufacturing pr
ocess,
[permissible variant

2 5ystem

Same product ewner,
Combination intended purpose,
Compatible system,

System Name,

System Labeling

3.set
Same trade name,
Specified SET name,
Common SET Intended use

e name is different.)

Most ASEAN countries, including Singapore, Malaysia, Thailand, Indenesia, and Vietnam, have adopted Grouping systems such as Family, System, and SET{or Group).
These countries rationally group products that have the same manufacturer and similar intended use, allowing them to manage products more efficiently.

This grouping approach redues administrative burden and approval costs, benefiting both regulatory authorities and manufacturers,

=> About two months after the submission, the Philippine FDA will release a draft Grouping guideline
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