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Our Group 



• Founded in 1952 by Dr. Lee 

• Numerous FDA approved products  

• Obtained various certified patents both domestic 

and international. 

• Human drugs, veterinary drugs, cosmeceutical 

products, Health supplements, Raw 

Pharmaceutical materials, Specialized 

chemicals, diagnostic agents, in-house health 

care products. 
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Yung Shin Group 

Introduction 
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Yung Shin Group 

Yung Shin Social Welfare Foundation 

• National volley ball tournaments  

• YSP Song-bo-yuan 

Nursing Home •  Built Yung Shin Recreational 

Park 

•   Tian-de Lee Bio-medical Award 



1965 YUNG SHIN PHARM. IND. CO., LTD. 

1978 YUNG ZIP CHEMICAL IND. CO., LTD. 

Pharmaceutical Manufacture 

API Manufacture 

． TAIWAN 

Yung Shin Group-

Taiwan 
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Pharmaceutical Manufacture 

． CHINA 

Yung Shin Group- 

Global 
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USA 
JAPAN 

MALAYSIA 

1990  

CARLSBAD TECHNOLOGY,INC. 

． 

． 
． 

1994  

YUNG SHIN PHARM.IND.(KS) CO.,LTD.  

1990  

Y.S.P. INDUSTIES (M) SDN.BHD. 

2013   

CHEMIX INC.  

Pharmaceutical Manufacture 

Pharmaceutical Manufacture 

Agent 
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Company 
Introduction 



SERVICE 

INNOVATION 

EFFICIE

NCY 

“ Providing the best pharmaceutical products,  

Improving health of human beings. ” 

SERVICE 

INNOVATION 

EFFECTIVENESS 

Operation principles 
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• Established in June of 1978 (experience over 35 

years)  for manufacturing and supplying the active 

pharmaceutical ingredients (APIs) to Yung Shin 

Pharma. 

• In 2001 listed in the OTC market and approved by 

US FDA. 

• Capital USD$14,000,000 

• Supported over 6% annual sales on R&D 

• SAP system in 2010 

 

 

 

 

 

 

Background 
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Total employees:  

130 people 

Organization 

13% 

7% 5% 

QA QC 

40% 
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President Staff Office 

 

Service Dept. 

 

Production Dept.  Factory Affair Dept. Sales Dept. 

Board of Stockholders 

Board of Directors 

Supervisor 

Chairman of the Board 

Management & Executive Committee 

President 

R&D Dept QA Dept. 



• Sales volume distributed by Domestic market and 

Export market. 

 

 

 

 

 

 

Business Concept 

Exported to 
32 countries  
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2016 Sales volume 

Domestic

Export

30% 

70% 



Taichung City 

      Taoyuan     

International airport 

Location  
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Inspection by 

International Authorities 

2015 

USFDA 

2009 

UK 
MHRA 

2000 

Iran 
MHME 

2007 

KFDA 

2013 

PMDA 

2015  

TFDA 
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Manufacturing plant  (7,730 m2) 
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                Warehouse 

 

(2,110 m2) 
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 Reactor ： 

        20L～12,000L 

 Temperature ：  

       -60℃～160℃ 

 

Capabilities 
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Products & 
Services 
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• APIs 

• Excipients 

• Contract manufacturing  

• New development 
 



APIs 

Product DMF Pharmacopoeia 

Diclofenac 
Epolamine 

USDMF In-house 

Diclofenac 
Potassium 

TDMF/USDMF/ USP/EP/BP 

Diclofenac Sodium TDMF/USDMF/JPD
MF 

USP/EP/BP/JP 

Mefenamic Acid TDMF/USDMF/CEP USP/EP/BP/JP 

Indication: Osteoarthritis, Dysmenorrhea ,       

mild to moderate pain 
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APIs 

Product DMF Pharmacopoeia 

Acyclovir TDMF/USDMF/JP

DMF 

USP/EP/BP/JP 

Famciclovir Under Process USP 

Valacyclovir 

Hydrochloride 

JPDMF USP/EP/BP 

Indication: Herpes 
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APIs 

Product DMF Pharmacopoeia 

Econazole Nitrate TDMF/USDMF USP/EP/BP 

Miconazole Base USDMF USP/EP/BP  

Miconazole Nitrate TDMF/USDMF/JP

DMF 

USP/EP/BP/JP 

Indication: Tinea, Vaginal yeast, candidiasis  
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APIs 

Product DMF Pharmacopoeia 

Clonidine 

Hydrochloride 

TDMF/USDMF USP/EP/BP/JP 

Metoprolol Succinate USDMF USP/EP/BP 

Indication: Hypertension  
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Excipients 

• Sodium Starch Glycolate (DST®) 
• Using potato starch as starting material (from Europe) 

• It is used as tablet and capsule disintegrant. 

• Faster disintegrants 

• Non-GMO 

• Appearance: White powder, very few black spots 

• Good Fluidity  

• Strongly swelling superdisintegrants and Efficient 

• Registration: US DMF No. 7247 

• Specification: USP/EP/BP/JP/CP 

 

 

 

 

• Registration: US DMF No. 7247 

• Specification: USP/EP/BP/JP/CP 

• Expanding 25 times by rapid water absorption. 
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Sodium Starch Glycolate DST® 

*Effect of Different Sources of Starch on Disintegration 
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Sodium Starch Glycolate DST® 
Comparison of Dissolution Profile 

*Enhancing dissolution rate by adding DST® 

*Disintegration ability of DST® is better than other brands. 
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Sodium Starch Glycolate DST® 

Type A B 

Applications Conventional 
disintegrant for 
solid oral dosage 
forms. 

Designed to resist 

acidic pH and 

maintain stability 

in strongly acidic 

drug formulations.  

pH Between 5.5 to 7.5 Between 3.0 to 5.0 

Assay 2.8%~4.2% of 

sodium 

2.0%~3.4% of 

sodium 

The European Pharmacopoeia and USP/NF 

differentiate of Types A and B as following. 
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Contract Manufacturing 
 API 

 Natural extraction 
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Hydrogenation Drying Equipment 

Production 

Environment  
Equipment  Capability 

General 

production 

area  

Reactor:  17 PCS 
Right for alkaline and 

acid reaction 

 

Well-controlled 

Pressure 

 

Stabilized Temperature 

 

Capacity: 2,000L-12,000L 

Material: SUS 316；Glasslined  

Environmental 

control area  

Centrifuge (48”): 3 PCS 

Dryer: 5 PCS 

Drying capacity: 200L-4,000L 

Material: SUS 316；SUS 304 



•Development of 
Analysis methods 

•Analysis of starting 
materials, impurities, 
residual solvent, 
intermediate 

Lab Scale 

•Justification of 
analysis methods 
and raw material 
specification 

•Performance of 
stability studies 

Pilot Scale 
•Verification of the 

technology 

•Ready to transfer to 
mass production 

Validation 
Batches 
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New Development  

                                    
The pathway to new APIs 



New Development  

                                   Validation 

Product Indication Batch 

size 

Patent 

Deferasirox Chronic iron 

overload 

18kg 2019 (US) 

2020 (TW) 

2021 (JP) 

Olanzapine Chronic iron 

Thalassenia 

10kg Expired 

Updated:  June 16th, 2017 
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New Development 

                                    Lab Scale 

Updated:  June 16th, 2017 
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Product  Indication  Patent  

Mirabegron  Beta3-adrenoceptor   2023.11 

Dabigatran  Antithrombotic Agents 2025.09 

Glimperide Diabetes   

Thiamine Disulfide VIT-B1   

Zopidem Tartrate Insomnia   



Strength & 

Accreditation 
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1990 
• US FDA First Inspection! 

1992 
• US FDA 

1995 
• US FDA 

1997 
• US FDA 

2000 
• MHME 

2001 
• US FDA 

2007 • US FDA .  KFDA 

2009 
• MHRA   .  PMDA 

2011 
• IPEA 

2012 
• US FDA 

2013 
• PMDA  .  IPEA 

2015 
• US FDA 

Audited and Approved by  

6 international authorities! 

History of audits 

US FDA – Food and Drug Administration 
MHME – Ministry of Health and Medical Education 

KFDA – Korea Food and Drug Administration 
MHRA – Medicines and Healthcare products Regulatory Agency 

PMDA – Pharmaceuticals and Medical Devices Agency 
IPEA – International Pharmaceutical Excipients Auditing, Inc. 



Approved APIs 

USFDA 

MHRA 

MHME 

KFDA 

PMDA 

TFDA 

IPEA 

Acyclovir 
Diclofenac Sodium 
Miconazole Nitrate 

Acyclovir 
Clonidine Hydrochloride 
Clopidogrel Bisulfate 
Diclofenac Epolamin 
Diclofenac Potassium 
Diclofenac Sodium 
Econazole Nitrate 
Mefenamic Acid 
Miconazole Nitrate 
Metoprolol Succinate 
Sodium Starch Glycolate 

Acyclovir 
Diclofenac Sodium 

Sodium Starch Glycolate 

Acyclovir (2009) 
Diclofenac Sodium (2013) 
Miconazole Nitrate  (2013) 
Valacyclovir  Hydrochloride(2013) 

Acyclovir 
Diclofenac Sodium 
Miconazole Nitrate 
Mefenamic Acid 

Acyclovir 
Diclofenac 
Potassium 
Diclofenac Sodium 
Miconazole Nitrate 
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Asia 
Japan 
Singapore 
South Korea 
Taiwan 

Europe 
Belgium 
France 
Greece 
Iceland 
Ireland 
Italy 
Netherlands 
Norway 
Spain 
Switzerland 
The Republic of Cyprus 
United Kingdom 

Oceania 
Australia 
New Zealand 

America 
Canada 
United States 

Have registered 12 APIs DMF in 20 countries 

DMF availability 



Certificates 

36 

IPEA KOSHER HALAL 

MHRA USFDA TFDA PMDA 
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Thank You for Your Attention! 

 

YOU CAN TRUST FOREVER 


