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The Study of GMP Management in Medicinal Gases

SZU-YU LEE, YUNG-KANG CHAO, WEN-HAO HSIEH, YING-HUA CHENG,
CHYN-LIANG HUANG, MING-SHIN LEE AND HWEI-FANG CHENG

Division of Risk Management

ABSTRACT

The domestic pharmaceutical industry has already progressed towards international standard
because of the promotion of PIC/S GMP guide by the relevant authority. Nowadays, the relevant
authority has announced “the implementing timeframe of Good Manufacturing Practice (GMP) for
medicinal gas manufacturers” in January 6, 2011 to strictly protect public health and safety. After
January 1, 2012, new established and relocated factories, and newly registered manufacturers should
comply with the standards for establishment of pharmaceutical manufacturers. The medicinal gas
manufacturers which own manufacturing licenses should be confirmed with its GMP compliance status
before December 31, 2013. Since May 31, 2011, 42 medicinal gas manufacturers have completed the
registration of 100 medicinal gas manufacturing licenses, and two of them have already applied for
GMP assessment. According to the former assistant report, most of the medicinal gas manufacturers
will follow the GMP policy in medicinal gases. The cooperation of industry and regulator shall
accelerate to completely comply with international GMP, cross a new milestone of pharmaceutical
manufacturing authorization system, and attain the win-win status of consumer, pharmaceutical
industry and government.

Key words: medicinal gases, Good Manufacturing Practice (GMP), The Pharmaceutical Inspection
Convention and Pharmaceutical Inspection Co-operation Scheme (PIC/S)



