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Survey and Classification of Pharmaceutical Excipients

In-Sook Park', Sang Aeh Park, Eun Jung Kim, Hyo Min Park, Chong Hui Hong, Joo Yeon Jung,
Ho Jung Kim, Ji Hyun Lee, Eui Sik Han, Shin Jung Kang and Sun Hee Lee

Drug Evaluation Department, Korea Food and Drug Administration, 194 Tongilro, Eunpyung-Gu, Seoul 122-704, Korea
(Received June 29, 2006 - Accepted August 11, 2006)

ABSTRACT - Due to the development of new dosage forms and the improvement of pharmaceutics, the pharmaceutical
excipients have become more specified and diverse, and the reclassification on them became necessary. Also with the
increasing interests on the kinds and usage amount, related provisions, and evaluation of the pharmaceutical excipients, the
systemic and effective control of them was in its demand. Therefore, in this research, we provided the following information
on excipients: the type, amount and specification. In order to provide the information, we investigated, analysed and sum-
marized the excipients that are approved by KFDA and published "Handbook of Pharmaceutical Excipients, . This hand-
book is expected to be used as a reference in the development of the pharmaceutics and evaluation in them. As the
importance of excipients in pharmaceutics are increasing, IPEC which consist of IPEC-America, IPEC-Europe and JPEC,
PDG and ICH have tried to make an international harmonization on excipient. This current status was not an exception to
Korea, therefore, the result of this research is expected to make a progress in the evaluation on the excipients to an advanced

level.

Key words — Excipients, Pharmaceutical excipients, Excipient type
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Table I-The Example of C/assiﬁcétion on the Excipient Type in
Ophthalmic Solutions

A &
A A

W24

R E A

A7 HAmg%) AN mg®h)
Azt 23 0.02(0.002)  0.5(0.05)

Table II-The E)‘<amp/e of Classiﬁcétion on the Excipient Type
and the Amount of Excipients

A7AE AE WBEA H mg®%) A mg%)
BwEA 01001 1.0(0.1)
a4 314 0.01(0.001) 54.5(5.45)
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