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  李世裕  博 士 /社團法人中華無菌製劑協會  

  鄭模池  處 長 /宣捷生物科技股份有限公司品保處 
      

時    間    表 
 

13:00-13:30 報      到 

13:30-13:40 長  官  致  詞 TFDA 

風管組代表 

13:40-15:00 
 分析方法確效(一) 

中華藥典的分析方法確

效、移轉及確認指引  

TPDA 
李世裕 

GMP顧問 

15:00-15:20 休                息 

15:20-16:00 
 分析方法確效(二) 

ICH-Q6B 及 EU ATMP GMP
對分析確效之要求  

TPDA 
李世裕 

GMP顧問 

16:00-16:40  GMP 輔導分享  
宣捷生技 

鄭模池 

處長 

16:40-17:00 交流討論/課後測驗 
TFDA 

風管組代表 
及講師 
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• �R!:E-'8ffl•t1�J�Donor Eligibility Determination, Screening and Testing
Eligibility determination for Donors of Human Cells, Tissues, and Cellular and Tissue-based 
Products US FDA, 2007 
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• itJJ��m-WJchemistry, Manufacturing, and Control of hUC-MSCs
Follow the acts of Good Human Organ, Tissue and Cell Practice, Regulations for Good 
Clinical Practice of Cell Therapy Products, Regulations for Registration of Cell Therapy 
Products and Pharmaceutical Good Manufacturing Practice Regulations (US FDA/Taiwan 
FDA) 
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Specimens of 
Donor pregnant women 
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case screening 

Final Formulated End of Production Cell (EOP) Master Cell Bank (MCB) 

Primary screening 

... 

Specimens of 
pregnant women 

are taken and tested 

Umbilical Cord 

....J 
Product hUC-MSCs production 
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