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Good manufacturing practice of radiopharmaceuticals in Korea

Seung Jun Oh*

Department of Nuclear Medicine,Asan Medical Center, University of Ulsan College of Medicine, Seoul, Korea

ABSTRACT Good manufacturing Practice (GMP) regulation for diagnostic and therapeutic radiopharmaceuticals was
prepared at 2014. The mandatory GMP regulation becomes effective on 1%, July 2015,with two years of
grace periods. Korean radiopharmaceuticals GMP regulation was consisted of quality management, person-
nel, premise and facility, documentation, production, quality control and self-audit and they have a very sim-
ilar structure to European Union and PIC/S GMP regulation. Here, we describe detailed description of GMP
regulation each part and application to radiopharmaceuticals production. And we also compare Korea,
Japan and USA radiopharmaceuticals GMP regulation. GMP is a method to maintain quality of radio-
pharmaceuticals in daily production and it must be embedded on the manufacturing operation and management.
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