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Suggestions of Summary of Pharmaceutical Research
for New Drug Application of Traditional Chinese Medicine

MA Xiu-jing, YANG Chang-ming, HE Yan-ping”®

( Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China)
[ Abstract | Summary of pharmaceutical research data of traditional Chinese medicine should present an
overall profile of studies, analysis and self-evaluation, playing an important role for those applicants and reviewers
who have a profound understanding of product and its manufacturing process. As booming acknowledge of new drug
studies, based on these related guidelines and evaluation experience of authors, this paper gives suggestions
contents and main consideration about summary of pharmaceutical research of new drug application for researcher
and reviewers, including varieties profiles, prescriptions and accessories, production process, quality research
and standards, inspection reports, stability test, instructions, packaging, labeling, analysis and evaluation,
which will help to improve quality and efficiency of drug registration.
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