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PIC/S GMP certified manufacturing and production1.6

The first protein biopharmaceutical plant in 
Taiwan to obtain an EMA certification

As the development process before the launch of an innovative drug is time-consuming and requires considerable amounts 
of capital investment, and the risks are high, hence the formation of a full-scale industrial chain takes a long time. Therefore, 
after domestic companies consider factors such as technology, capital needs, talents, and industrial resource integration 
capabilities, very few will invest in the construction of protein pharmaceutical plants. In order to achieve the goal of a fully 
integrated biopharmaceutical company, the Company completed the construction of the Taichung biopharmaceutical 
manufacturing plant in 2012 and obtained the GMP certification in 2013, laying a solid foundation for the R&D and 
manufacturing potentials of biopharmaceutical factories. In 2018, it became the first protein biopharmaceutical plant in 
Taiwan which passed the evaluation from EMA and obtained a GMP certification for our protein drug plant. Our proprietary 
Besremi® was also approved and obtained an EMA marketing authorization approval in February 2019. In October 2019, 
the EMA conducted the first routine inspection on the Taichung plant and the Taipei plant after the start of commercial mass 
production. The two plants had no critical findings and no major deficiencies and successfully passed the routine inspection 
of the EMA at one time. The newly established filling plant also obtained approval from the TFDA evaluation and the GMP 
and Good Distribution Practice (GDP) in April 2020, completing the last piece of the puzzle of all the licenses required for the 
production of Ropeginterferon alfa-2b (P1101). The Company has currently established a complete and vertically integrated 
supply chain. It is now an international biopharmaceutical company with leading capabilities. From full production, quality 
control, filling, and shipment, it can expand to the global markets.
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