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Lighting the way with diagnostics
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Sysmex by the Numbers

This section uses numbers to introduce Sysmex’s businesses,

characteristics and strengths.
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Sysmex by the Numbers “sysmex

Global NO.1

in Hematology

Sysmex holds the No. 1 share of the global market in the
hematology field (the field of in vitro diagnostics that
determines whether precise testing is necessary by analyzing
the number, type and size of red, white and other blood cells).
To ensure that accurate testing results are delivered swiftly, we
provide products of high quality and high usability and offer
extensive after-sales support.

The Basics of

Hematology » About Blood
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more than ] § ()

Countries around the World

Sysmex’s business is in the /in vitro diagnostics field. We are an
integrated manufacturer that conducts everything from R&D to
manufacturing, sales and after-sales services on the

instruments, reagents and software used to analyze blood, urine
and cell specimens. We provide products and after-sales support
to customers in more than 190 countries around the world.

Introducing Our
Business Activities

P Sysmex Near You ]
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Circulating blood cells are too small to be seen with the naked
eye. Sysmex helps people remain healthy through its
technologies for measuring these blood cells, which have a
diameter of around 2 micrometers. (One micrometer is one-
millionth of a meter, or 0.001 millimeters.)

Research and

» About Blood
Development
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100,000

Cells per Second

Nearly 100 years before automation in the field of hematology, healthcare professionals
used microscopes to measure and count the number of blood cells. In 1963, Sysmex

became the first company in Japan to achieve automation in hematology. Now, we have
developed technology that allows for the automated counting of around 100,000 blood
cells per second with higher testing precision and efficiency.

The Basics of
Hematology

.\ ,.
V Automated Measurement

- of Blood Cells 1 O0,000 cells

- 1 second .
Y

V4 N
£ Back to the top g - O ® ‘ ‘
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Around the Clock, 3 6 5

Days a Year

Sysmex provides medical instruments that are closely connected with people’s
lives. For this reason, we have in place call centers for customer service
contacts staffed with highly knowledgeable, dedicated staff that operate
around the clock, 365 days a year .

In Japan and at our regional headquarters overseas, we provide call center
support to our customers. We also operate the Sysmex Network
Communication Systems (SNCS"2), which provides real-time monitoring and

remote maintenance.

*1 Aseparate agreement is required.*1

*2 SNCS is a support service for the online provision of remote instrument maintenance
and quality control by connecting the Customer Support Center and customers’
products via an online network.*2

10
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1 person,1 treatment method

Disease states differ by person, so it is understood that the

same treatment method may not be appropriate even for

people with the same disease. In recent years, progress in

genetic analysis technology has made it possible to determine

optimal treatment methods for individual patients. Selecting

the optimal treatment method can help reduce the physical l l

burden on patients, as well as curtail medical expenses.

[ P About Personalized Medicine ]

Q

Past Future
Same treatments and drugs to all Treatments and drugs optimized for individuals
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* TOA MEDICAL ELECTRONICS CO.,, LTD. )
DTl SSEAET GRRER) BXsi ) SQ' @)v(
J
» Launched the corporate brand name "Sysmex."

* Formulated the Sysmex Group corporate philosophy,

— —
' sysmex

\\

» Redesigned Sysmex’s logo (the 40th anniversary)

2008
J | Sysmex Way
~
- Established Sysmex TAIWAN Co., Ltd (STW) Mission
) Shaping the advancement of healthcare.
Value
~
We continue to create unique and innovative values,
* New STW (merged San Tung Instrument Co. Ltd.) while building trust and confidence.
J
Mind
) With passion and flexibility,
. we demonstrate our individual competence and
¢ NeW STW relocatlon unsurpassed teamwork.

J The automated hematology analyzer CC-1001

12
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Sysmex Way sysmex

Mission
Shaping the advancement of healthcare.
F AR TR

Value
We continue to create unique and innovative values,
while building trust and confidence.

SRR B UL SUREEE SR R

Mind
With passion and flexibility,

we demonstrate our individual competence and unsurpassed teamwork.
A PSR FiEDB AL FER 0 ERE - E - B -



¥ sysmex

STW & GDP




2y

smex

STW & GDP s

2011

STW established

15
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® MIRDC started GDP promotion
® STW participated in related seminars actively

16
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2014~

@y a5

® TFDA released GDP draft
® STWjoined in GDP counselling plan

Import Distribution
ﬁ » » .

We realized GDP is more important to our distributer
than to STW.

STW: License holder, importer
ST: Distributor, responsible for storage, transportation and distribution.

17
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® STW got "Good performance” of GDP in counselling plan
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® New STW was established
(merged SAN TUNG instrument Co. Ltd.)

2017 <

19



STW & GDP

o
“sysmex

® New Quality Management System released

STW

Quality management system
Management responsibility
Resource management
Product realization

Measurement,
analysis and improvement

SOP #20

==

Distributor

Quality management system
Management responsibility

Resource management

Product realization

Measurement,

analysis and improvement

SOP #55

20
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2018

New STW
Quality management system
Management responsibility

Resource management
(human, environment, equipment)

Product realization

Measurement,
analysis and improvement

SOP #48
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® New STW got qualification of Pilot Audit Program.
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What STW did for GDP
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What STW did for GDP ¥ sysmex

® Top Management support on GDP establishment

® Cooperation with distributor to set up GDP system

® Warehouse visit to S-Corp in Japan to learn from their experience
® Internal audit training by Headquarter (S-Corp) in Japan

Techno Park (HRZERES) )
A TR(AREE)

METR(EAREE)

i-Square-MIBNTIE
(BEEE)

\ﬂ-

H : AN \ ®
5

/

Solution Center
(BPEH)
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Internal audit training sysmex

® |ectures
Description of the audit outline using of ISO 19011

® Training
Role playing

® Site tour of a factory warehouse and moc audit
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About STW’s warehouse
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Factors considered for choosing a warehouse sysmex

v’ Location (Industrial Area)
v’ Capacity

v' Workflow ®
v' Expense

Taoyuan Airport

AR

%ﬁifﬁ

@ STW TP office
B E

Nasbdll 3
B STW warehouse ibﬁlﬁ/

o | ERE —— /

50 min
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Capacity & Product information sysmex

Product information
> License: XX

> Product:
e Medical device: XX
e Non-Medical device: XX

> Storage conditions: Capacity
« 2~ 8C
~ o
- 2 ~10°C N
« 2 ~30°C
| 8 O | pEaakE BHER| ¥ O FTERAE o BEGERS HEHE [t )<
. 2 ~ 350C B EREMAR rﬁyﬁﬁ?*&&%{%ﬁ%%f HTEFR r#’fﬁﬁﬁﬁ%‘%ﬁf &1‘%#( BSR4 B

» Safety stock: XX months

WMo o | O | | e e e |
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Tips for energy conservation sysmex
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Tips for energy conservation sysmex

Heat Blocking Film
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What STW did for
New GDP regulation
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> Qualified Team Members
» Well Experienced

Management Representative

« With more than 15 years of experience in QMS
« Medical Technologist

« 1SO 15189 : 2012

« 1ISO 13485 : 2016

Quality Assurance Manager S

« With more than 5 years of experience in QMS
« 1ISO 13485 : 2016
« 1SO 14971 : 2019

Supply-Chain:Management-Manager

« With more than 5 years of experience in GDP
« ISO 13485 : 2016

AlIESTANEMEM P ENS
* Internal training of QMS and GDP

34
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Compare the difference between 2 versions 7sysmex

v' Compare GDP draft & GDP regulation
Check if the SOPs meet new regulation

Iﬁﬁﬁﬁﬁ;ﬂﬁ

GDP ISO 13485: SOP Note o FER |, e

3 41.1-4.1.3 STW-001 O BEBMEREHEAEKEE ISO 13485:20162= 5
B34 4.1 General requirements (4.1.1 -4.1.3)
4 4.1.4 STW-OO 1 A BAE 4.1 General requirements (4.1.4)
5 415 STW-002 X LT 4.1 General requirements (4.1.5)
£olE 4.2.1 General, Documentation requirements
""""""""" #74E 4.24 Control of documents
__________________ #8iE 4.2.5 Control of records
2ol 5.5.2 Management representative
""""""""" #1018 5.6.1 General, Management review
5.6.3 Review output

Copyright 2021 [TRI T#E @Mk

35
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® GDP regulation is harmonized with I1SO 13485: 2016

Risk Management

36



Strengthen supplier management (GDP #16-18)

Control list of
Qualified
Suppliers

Supplier Monitoring items*

Evaluation Form* & Records

* Quality-related procedures or items

<Note>
Supplier should send notification prior to implementation of
any changes that affect the ability of purchased product.

37
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Temperature Mapping (GDP #13) sysmex
v' Outsourced to qualified laboratory (ISO 17025) Point | Max | Min |Average
v' Conducted by qualified engineers Al 52 25 42
v' Calibrated all sensors within 1 year A2 4.2 22 39
y B1 5.0 2.1 4.0
B2 4.9 3.9 41
c1 48 36
C2 46 > 8 39
D1 5.4 3.4 46
D2 5.3 3.1 45
E1 5.1 3.0 4.2
Term: 2021/3/9 00:00:00 AM~2021/3/16 00:00:00 AM EZ 5 1 2 9 4 2
Temperature Mapping - . -
:
i 52 15 50 - s 34 5.3 51 51
5 L -— = > o i_ti____....---""": = —e .
! :z_ y - —— *"’F’-—r:‘.ﬁ_ 45 :2 o
3 39 40 = = ¥ 43
0

Al A2 81 B2 c1 2 0 D2 31 E2

(E%%%)

e 3 sl fin ==l Average
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Software Validation (GDP #20) s

<Note>

If any change to the computerized system,
evaluate the impact of the change and
decide whether validation is necessary.

Final report

a3
-/
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Visions of STW’s warehouse
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Visions of STW’s warehouse “sysmex

® Optimize the transportation monitoring process by strengthening
cooperation with third party

- . - » - T

by Third-Party logistics

® New ERP system
® ASRS, Automated Storage/Retrieval System
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Lighting the way with diagnostics



