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摘要 

台灣藥品 GMP自 1982年實施至今；前後已近 30年歷史。其間；為因應全

球化趨勢及達成與世界接軌的目的；政府部門不斷參考國際先進製藥規範；引進

國內輔導實施；民間製藥業界也投入龐大資源更新設備及吸取最新管理手法。幾

經變革；台灣藥品製造及品質已與國際趨於一致。迄今；台灣163家製藥廠已完

成第三階段確效評鑑；藥品製造管理水準已邁入世界先進國家之列。 

在施行確效的過程中；為達成政府限期完成電腦化系統確效的目標；國內藥

廠不惜投入大量硬體設備及軟體資源，但礙於台灣軟體產業特性及藥廠經營規

模；目前藥廠的電腦化系統中仍普遍存著：人員的存取管控、資料的可追溯性...

等資訊安全議題的潛在風險。 

本論文以已通過全面確效的藥廠電腦化系統建置經驗為例；提供如何兼顧藥

廠嚴格的生產驗證程序；又能依循系統發展生命週期模型；使電腦化系統過程能

逐步驗證；以確保電腦化過程中資料的安全性及自動化設備所製造出藥品的品

質。 

關鍵詞：藥品 GMP，確效，電腦化系統確效，存取管控，可追溯性，系統

發展生命週期，驗證。 
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Abstract 

 
It has been nearly 30 years since the adoption of Taiwanese Good Manufacture 

Practice(GMP) in 1982. Within this period, in order to achieve the objective of  

connecting to the world standard and meeting the global trend, the Taiwanese 

government has been following the international medicinal production guideline and 

put into practice domestically. The local medicinal industry has also invested a great 

deal of resources in replacing hardware facilities and learning the latest management 

practices. After having several runs of improvement, Taiwanese medicinal product 

manufacturing and quality level have been in line with the international standards. 

There are 163 Taiwanese medicinal product manufacturers who have finished the 3rd 

stage validation qualification and their quality level of manufacturing management 

has been among the same level as most of the developed countries. 

During the process of adopting the validation practices, in order to achieve the 

goal of Computerized System Validation(CSV) in the scheduled deadline requested by 

the government, Taiwanese Pharmaceutical companies have invested a great deal of 

resources in hardware equipments and software technologies. However, there still 

exist in these CSVs some potential risks involving the information safety issues such 

as the loophole of data access control and traceability. These problems are caused by 

the specific characteristics of Taiwan software engineering industry and the business 

scale of pharmaceutical companies. 

This thesis use a verified pharmaceutical CSV system as an example to 

demonstrate how to validate the stringent manufacturing process control at the same 

time stick to the requirement of software development life cycle model. By doing that, 
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the development and operational processes for the computerized systems can be fully 

verified to ensure the data safety in the computerization processes and the quality of 

the automated-produced medicinal products. 

Keywords: Good Manufacture Practice; GMP，Validation，Computerized System 

Validation; CSV，Access Control，Traceability，System Development 

Life Cycle; SDLC，Verify 
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