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of Chinese Herbs-Studieson the GMP
| ssues and Regulatory Manipulations (2-2)

Rhei-Long Chen

Tajen University

ABSTRACT

Since March, 2005 the Traditional Chinese Medicine (TCM) Manufactures
were implemented the GMP. However, the guidance followed was current GMP
and other regulations. In this study, we would like to research the suitability of
these guidance and regulations are for the TCM manufactures.

In this study, we use literature research, questionnaire, technical staff interview,
plant visiting, manufacture consulting, and conference to accomplish above tasks.

Using the methodology above in this study, we conclude that the some
content in the GMP guidance and other regulations need to be modified to be
implement in TCM management, such as follow:

1. The manufacturing equipment requirement need to be modify,
2. Change control part,

3. Processreview,

4. The audit regulations,

5. Drug product commercial regulations,

6. Over the counter Sampling/audit practice.

Keywords : Good manufacturing practices, Chinese medicine, Western medicine
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