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Revised GMP Ministerial Ordinance and current topics on regulations
of pharmaceuticals and medical devices in Japan
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FDA : Food and Drug Administration (K [ £/ 3,5 =)

GMP : Good Manufacturing Practice ([ 3 it [z O 3 544 i o0 B3 45 PRI OF e BUAE Bl o0 Bl )
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ICH : International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human

Use ([ 3 5 B ) AR 6] s 2 3k

PIC/S : Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme ([<3
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PMDA : Pharmaceuticals and Medical Devices Agency (3747 B A 15 S8 5 R R B2 S 1A% )

QMS : Quality Management System (/& & ELEEE > 2 7 4)
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WHO : World Health Organization (- AREEA%ES)
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