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Sysmex’s History

1968

• TOA MEDICAL ELECTRONICS CO., LTD. 

•東亞醫用電子（現希森美康）株式会社

1978
• Launched the corporate brand name "Sysmex."

2007

• Formulated the Sysmex Group corporate philosophy,

• the “Sysmex Way.”

2008
• Redesigned Sysmex’s logo (the 40th anniversary)

2011
• Established Sysmex TAIWAN Co., Ltd  (STW)

2017
• New STW (merged San Tung Instrument Co. Ltd.)

2020
• New STW relocation
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Sysmex Way 

Mission
Shaping the advancement of healthcare.
實現發展保健醫療系統。

Value
We continue to create unique and innovative values, 
while building trust and confidence.
我們持續追求獨創價值，以贏得客戶信賴。

Mind
With passion and flexibility, 
we demonstrate our individual competence and unsurpassed teamwork.
我們透過熱忱及靈活的個人工作態度，以展現單一無二的卓越團隊。
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STW & GDP
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2011

STW established



STW & GDP
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2013

⚫ MIRDC started GDP promotion
⚫ STW participated in related seminars actively



STW & GDP
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2014~ 
2015  

⚫ TFDA released GDP draft
⚫ STW joined in GDP counselling plan

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

Import

輸入

Storage

儲存

Transportation

運送

Distribution

銷售

STW  ST

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



STW & GDP
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2016

⚫ STW got ”Good performance” of GDP in counselling plan



STW & GDP
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2017

⚫ New STW was established
(merged SAN TUNG instrument Co. Ltd.)



STW & GDP
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2018

⚫ 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

New STW

Quality management system

Management responsibility

Resource management
(human, environment, equipment)

Product realization

Measurement, 

analysis and improvement

SOP  #48



STW & GDP
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2020

⚫ New STW got qualification of Pilot Audit Program.



What STW did for GDP



What STW did for GDP

⚫ 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
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Internal audit training

⚫ Lectures

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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Sysmex i-Square

Sysmex Seishin



About STW’s warehouse



Factors considered for choosing a warehouse
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Taoyuan Airport

STW warehouse

STW TP office

20 min

50 min

✓ Location (Industrial Area)
✓ Capacity
✓ Workflow 
✓ Expense 



Capacity & Product information

Product information
➢ License: XX
➢ Product:  

• Medical device: XX
• Non-Medical device: XX

➢ Storage conditions:
• 2  ~   8℃
• 2  ~ 10℃
• 2  ~ 30℃
• 2  ~ 35℃

➢ Safety stock: XX months

Capacity



Layout & Workflow

大
門

辦公室

茶水間

庫存品 庫存品 庫存品 進貨暫存

大
門

庫存品 庫存品 庫存品
包裝區 出貨

暫存區
辦公室

報廢品 不合格品 包材 茶水間

✓ 進貨暫存區
✓ 庫存區
✓ 包裝區
✓ 出貨暫存區
✓ 不合格品區
✓ (報廢區)
✓ 短效期品區

圖例: 人流
物流

(僅供參考)



STW’s cold room



Tips for energy conservation



Tips for energy conservation

Heat Blocking Film

1.5 M



What STW did for 

New GDP regulation



Set up a Working Group

• With more than 15 years of experience in QMS

• Medical Technologist

• ISO 15189 : 2012

• ISO 13485 : 2016

Management Representative

• With more than 5 years of experience in QMS

• ISO 13485 : 2016

• ISO 14971 : 2019

Quality Assurance Manager

• With more than 5 years of experience in GDP

• ISO 13485 : 2016 

Supply Chain Management Manager

• Internal training of QMS and GDP

All STW members
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➢ Qualified Team Members
➢ Well Experienced 



Compare the difference between 2 versions

GDP 

regulation

ISO 13485: 

2016

SOP Note 

3 4.1.1~4.1.3 STW-001 O 

4 4.1.4 STW-001 ▲

5 4.1.5 STW-002 X

…… …… ……

…… …… ……

…… …… ……

…… …… ……

…… …… ……
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✓ Compare GDP draft & GDP regulation
✓ Check if the SOPs meet new regulation



Risk Management 

Supplier 
Management

Temperature 
Mapping

Software 
Validation

Evaluate the 
effectiveness of 
recall procedure 

every year
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⚫ GDP regulation is harmonized with ISO 13485: 2016

Compare the difference between 2 versions



Strengthen supplier management  (GDP #16-18)
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Supplier 
Evaluation Form*

Control list of 
Qualified 
Suppliers

Monitoring items* 
& Records

Reassessment

＊Quality-related procedures or items

＜Note＞
Supplier should send notification prior to implementation of 

any changes that affect the ability of purchased product. 



Temperature Mapping (GDP #13)
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✓ Outsourced to qualified laboratory (ISO 17025)
✓ Conducted by qualified engineers
✓ Calibrated all sensors within 1 year

(僅供參考)



Software Validation (GDP #20)

39

Set up a working group

List URS (user requirement specification)

Categorization

Set CSVP (computerized system validation plan),

Including items, method, criteria, schedule….

CSV (computerized system validation) ,

including IQ, OQ PQ

Final report

＜Note＞
If any change to the computerized system,

evaluate the impact of the change and

decide whether validation is necessary.



Visions of STW’s warehouse



Visions of STW’s warehouse

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

⚫ New ERP system
⚫ ASRS, Automated Storage/Retrieval System

Import

輸入

Storage

儲存

Transportation

運送

Distribution

銷售

by Third-Party logistics




