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Samsung Medical Rubber
Company Presentation

Your partner for primary rubber packaging components

We introduce the business and technology of Samsung Medical Rubber Co.,
Ltd., which has specialized in the production of pharmaceutical and medical
rubber products since its establishment in 1979.

46 years since 720 million units Operation of the new
founding produced annually factory in Hwaseong
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Company Overview

Specialized manufacturer of pharmaceutical
and medical rubber products

Samsung Medical Rubber Co., Ltd. has specialized in the production of
pharmaceutical rubber products since its establishment in

March 1979. Under the company motto of “Health, Abundance,
Fulfillment,” we contribute to the healthy lives of society and pursue
the abundance and fulfillment of everyone.

1979 46 7.2 Billion

Year of Years since Annual production
establishment founding capacity(20mm Base)

9,082m’ 7,500 m’

Site area Building area

Company Name: Samsung Medical Rubber Co., Ltd. |
CEO: Jaehak Jeong

Samsung Medical Rubber

Address

56, Jeongoksandan 4-gil, Seosin-
myeon,

Hwaseong-si, Gyeonggi-do, South
Korea (18554)

Homepage

www.samsungrubber.com



http://www.samsungrubber.com/
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History

We have grown steadily, focusing on quality certification, patents, research and development, and the construction of new factories.

1979

1998

1999

2000

2008

Samsung Medical Rubber

Company established (Samsung Medical Rubber Co., Ltd.)

ISO 9001 Certification

Patent acquired for ETFE-coated stoppers

Selected as an Excellent Technology-Competitive SME by
the Korean government

FDA DMF Type Ill Registration

ISO 15378 Certification

R&D: Extractable Test (Toxicon) Completion

Completion and relocation to new Hwaseong factory

Patent registered for manufacturing method of rubber blanks

coated with fluoropolymer film on both top and bottom surfaces

Introduction of the True Traceability System ™ and securing
securing manufacturing technology for coating gaskets for
gaskets for PFS/syringes
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Organization

Production Headquarters

Headquarters
Maintenance Production R&D
Team Team
Personnel 82 persons 60 persons
composition persons persons
All Production

Samsung Medical Rubber

CEO

Quality Team

Operation Headquarters

Overseas Sales Domestic Management
Team Sales Team Support Team

Production 73%

o Management 27%
73%

22 persons

persons

Management Quality, research, and sales support organizations are connected on top

of a production-oriented organization to handle customer responses.
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Manufacturing Process

We manage quality through a consistent process from formulation to final inspection.

Final

Compounding >  Mixing >  Cutting >  Forming —> Trimming <  Washing - Drying Inspection
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Kneader Mixing Roller Mixing Forming

Washing / Drying Final Inspection

Samsung Medical Rubber
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Product Portfolio

We provide a wide range of key rubber components required for pharmaceutical packaging, from syringes and vials to Vs and PFS.
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Serum Stopper Freeze-drying Stopper
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IV PORT DISC Disposable Syringe GASKET

Samsung Medical Rubber
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Film Coated Stopper

1mIPFS plungent 3PS punger SlPFS punger omiFFSTipesn 10m PFS Plungerstopper

PREFILLED SYRINGE
PLUNGER
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Product Portfolio | Major Product Group A

4-1 Serum Stopper
We e P

e Offering a wide range of designs

¢ High-performance products tailored to
machine characteristics

e Shapes that meet customer requirements

Samsung Medical Rubber

4-2 Freeze-drying Stopper

e Customized formulations available

e Low gas/vapor permeability and low
moisture absorption formulations

e Standard and custom designs

e 13mm / 15mm/ 20mm / 32mm

4-3 Film Coated Stopper

o @
. o

e Exclusive film coating technology
¢ Domestic patent registered

e Fluorofilm coating

e Excellent barrier properties
e Suitable for injectable and intravenous use

Top / Bottom coating structure
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Product Portfolio | Major Product Group B

4-4 Intravenous injection 4-5 Disposable Syringe 4-6 PLUNGER FOR
(IV PORT DISC) GASKET PREFILLED SYRINGE
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¢ Smooth Gliding Force

* Design for glass bottles / plastic bags * 100% Latex-free product
e Low Extractabilit
* Functional product featuring penetration * 100% Latex product (Isoprene blend) Y
and shape retention available upon request « ETFE Coated Section: Prevents
. . . . . contamination of liquid contact area
¢ Quality meeting global standards e High quality and long shelf life

¢ Non-coated Section: Maintains sealing
power

¢ Sizes 0.3mL~ 100mL

Samsung Medical Rubber
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Customer Services

We provide services tailored to customer requirements, ranging from processing, packaging, inspection, testing, and clean supply.

5.1 Silicone treatment

SECT (Samsung Emulsion Coating Treatment)
SLPC (Silicone Low Particle Coating)
SLFC (Samsung Medcal Fluid Coating Treatment)

Process Supplying

5.3 Special treatment

Gamma irradiation upon customer request

5.5 Rubber fomulation verification

KP-USP-EP-JP Standard COA
Extractable Study / GLP test

Samsung Medical Rubber

5.2 packaging

RTS/RTU / RTP
Clean Room SO 5/1SO 7

5.4 Camera inspection

SICV™ (Samsung Inspection Camera Vision)

5.6 Supply of clean rubber stoppers

Bioburden <5 CFU/100 cm?
Endotoxines < 0.25 EU/m
Particle < 2.5~3.4 PCI

Clean manufacturing / Washing and drying / Packaging environment

Camera Vision Inspection and Process Control

10
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Traceability

6.1 MES-Based Transparent
Manag ement

Barcode-based MES system applied to all
production processes, enabling full traceability from
raw materials to finished products.
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Barcode system Production label

Raw Materials - Mixing/Forming -
Washing/Inspection -> Finished Product

Samsung Medical Rubber

6.2 True Traceability System ™

Upon customer request, our patented Hybrid Laser Marking
technology can be applied, enabling individual traceability of
each and every product

t RHERPT EREUS S SYWLICE
. in accordance with the Patent Act, & patert for the invention
at the Korean Intefiectual Property Office.

Patent-based marking technology and an individual
product identification system enable rapid traceability and
response in the event of quality issues.

11
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CERTIFICATES

BUREAU VERITAS

Cortiticaton

Samsung Mcdlcal Rubbor Co Ltd.

180 15378:2017

Scupe of cevsifcavon
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Connectors)

Criginal cycle start w25 Sepsember 2015
e Srgrarrr 2078
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ISO 15378 CERTIFICATE
BUREAU VERITAS, FRANCE

Samsung Medical Rubber

Dus»gn Dovolopmonl Producllon and Distribution of
I Rubber s, and

o e conlinued sstefaciory oerston of the atior's MaraGeTane

BUREAU VERITAS [

Conification

Samsung Medtcal Rubber Co. Ltd

20, J0ngoaRania 4-gh, Secm frirre oG- Oyworgs o, Kores

ISO 9001:2015

Seope of cornfoution

Design, Development, Production and Dlauibuuon of
Medical Rubber Prod (S kats and
Connuclors)

Orighel e slart cate 15 Septembar 2012
Sy dale of prwdcus cycde: 34 Septamter 3018
Cartfhcaton / Meceri fcaton Auck tdvie: 26 August 3018

Miosin cyude starl dut. 07 Seplemter 2015

weatuctory ozealon of the srpanleaton & MaeagaTact
s o 24 September 2031
Vierwion 1, Paviakon cae: 07 Sagsvter 10
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St P
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ISO 9001 CERTIFICATE
BUREAU VERITAS, FRANCE

Quality
assurance
system

¢ |SO 15378-based manufacturing process
management

e Operation of ISO 9001-based quality management
system

e Documentation and traceability system suitable for
pharmaceutical and medical rubber parts

e Quality verification and assurance activities tailored
to customer requirements

Manufacturing Process Guarantee

Quality Management System

12
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PATENTS

Registered Application /
patent Additional
Technology

e Patent No. 10-1772010 — Method for regenerating recycled rubber using

electron beams and recycled rubber produced therefrom e Patent Application No. 10-2218574 — Method for marking rubber stoppers

e Patent Application No. 10-2163593 — Method for manufacturing a rubber

e Patent No. 10-1810839 — Rubber stopper manufacturing apparatus and
stopper with upper and lower surfaces coated with fluoropolymer film

method for manufacturing a rubber stopper using the same

e Patent Application No. 10-2500336 — Method for manufacturing a

e Patent No. 10-1810839 — Medical rubber stopper and method for
fluoropolymer film-coated gasket (plunger) for PFS and syringes

manufacturing the same

Samsung Medical Rubber 13
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Samsung Medical Rubber Co., Ltd.
Growing Together with Customers

As a stable partner for pharmaceutical and medical rubber products, we
will continue to provide customized customer support and maintain our
quality competitiveness.

Samsung Medical Rubber Co.,Ltd.
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