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A Study on the Changes in Regulations Regarding Approval, Notification and Review
of Herbal Medicinal Preparations and Crude Drug Preparations
— From 1948 to 2012 —

Seok—Ki Eom

Dept. of Medical Consilience, Graduate School of Dan-Kook University
Nexia Nano Cancer Institute, Dan-Kook University

Objectives : The purpose of this study was to analyze and identify the problems of the changes in regulations that are relevant to
approval, notification, and review of herbal medicinal preparations and crude drug preparations.

Methods : | collected the regulations of approval, notification, and review of medicinal products mostly from official gazettes, analyzed
enactment and amendments regarding herbal medicinal preparations and crude drug preparations, and studied it from the view point of
Korean medicine field.

Results : Regulations in regards to approval, notification, and review of herbal medicinal preparations and crude drug preparations were
first established in 1978. Herbal drugs started to be categorized as crude drug preparations in 1981 and the regulatory outlines were
completed in 1999. From 2008 to 2012, the regulatory standards that let crude drug preparations be new drugs from natural products were
established. Through those procedures, the followings became crude drug preparations: 1) wholly new prescriptions that are not recorded in
Korean Medical Classics, 2) prescriptions that are recorded in Korean Medical classics but prepared with new standard, composition and
efficacy, 3) prescriptions that are recorded in Korean Medical classics but prepared with new formulation, and 4) herbal drugs. In case of
herbal medicinal preparations, however, only regulations that are related to 1) drugs prepared with new compositions that are not recorded
in Korean Medical Classics, 2) drugs with same prescription and same formulation, and 3) drugs with new formulation were arranged.

Conclusions : Actual circumstances on crude drug-oriented regulations regarding approval, notification and review and future forms of
prescription and drug administration in Korean Medical Institutions can be expected due to expansion in range of herbal medicinal
preparations and shrink in that of on-site preparations. Reasonable improvement in efficient usage of modemized herbal medicinal
preparations in Korean medical institutions and prospective cooperation from related pharmaceutical industry are needed.
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