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Overview of Korean biosimilar products registration management system

MA Yu-qin, ZHANG Xiang-lin

School of Business Administration, Shenyang Pharmaceutical University, Shenyang 110016, China

Abstract: With the development of biotechnology industry, South Korea has begun to focus on the promotion of biomedical
manufacturing and clinical standards, and gradually from the production of generic drugs to the development of more new molecular
entities, biological products, and biosimilars. In 2009, South Korea issued the “Guidelines on the Evaluation of Biosimilar Products”
and introduced cGMP in 2010. Most factories in South Korea have passed inspections by the FDA and the EMA, and the cooperation
between Korean companies and multinational biopharmaceutical companies is more closely. A framework review of the registration
classification, registration procedures, and technical guidance system of Korean Biosimilar registration and management system are
made in this article.
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Table 1 Admissions requirements of pharmaceuticals required for data evaluation
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O: information that should be submitted; A\: If the submission is not important or impossible, taking into account the nature of the drug, it can be

absolved; X: absolution
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Table 3 Korean scientific guidelines for the biosimilar assessment
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