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A Study on Regulatory Law for Management System of
Combined Medical Device

Yong Jun Choi* - Mi Lim Choi** - Jeong Chan Leex#* - Yong Gyu Jung#s#s*

ABSTRACT

According to recent trends in technological advances and globalization, medical device industry may
improve the constitution to meet worldwide medical equipment management system. Also it is holding a
strand of mitigation to reach the level of international regulation. In addition, recent legislation tends are
to stay limited ranges of industry regulations at least and take as open attitude for integration of new
technologies combined medical devices. A greater environmental risk is not likely to work in medical
technology, Combinded medical device is used as close to zero risk in most of the human body, which
is classified as Class 1. Even medical device such as little or no risk in handling, it is possible to minimize
the unnecessary administrative power and a waste of time to occur. For the medical device may be improving
people's choices and access, medical equipment operator is expanding to include dealers, because this will
be exalted to particular area of the business of the company. In this paper, we investigate the legal
prerequisites for the establishment of a medical device. And propose improved regulations in topics in order

to facilitate the repair and distribution markets for fair trade.

Keywords: Combination Medical Devices, Distribution Order, Medical Equipment, Fair Trade, Medical
Device Industry
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