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Enlightenment of the Classification Management of Japanese Kampo Preparations to the Management of
Chinese Patent Medicines

ZHAO Jing, JIANG Rong, SHAO Rong'(China Pharmaceutical University, Key Laboratory of Drug Regulatory
Innovation and Evaluation, Nanjing 211198, China)

ABSTRACT: OBJECTIVE To analyze the management system of Japanese cold medicine Kampo preparations, to analyze
the approval and reimbursement management of typical preparations of Gegen decoction Kampo preparations, and to put forward
relevant suggestions to promote the development of Chinese patent medicines in China. METHODS The literature analysis
method was used to check the literature, official policies and standards of Kampo preparations in Japan, sort out the classification
management system of Kampo preparations in Japan, and analyze the situation of medicines. RESULTS The classification and
management system of Kampo preparations in Japan was relatively mature, and there was a special simplified approval process
for non-prescription Kampo preparations. CONCLUSION It is recommended that China may clarify the scientific
classification management system of proprietary Chinese patent medicines, improve the contents of the instructions of
proprietary Chinese patent medicines, and simplify the review and approval of proprietary Chinese patent medicines with rich
clinical experience and low risk.

KEYWORDS: Kampo preparations; classified management; Chinese patent medicines; simplified approval; case analysis;
Gegen decoction
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Tab.1 Classification and definitions of Japanese medicines
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Tab. 2 Differences in the management of Kampo preparations
for medical use and general Kampo preparations
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Tab. 3 Approval application materials for Kampo preparations
for medical use
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Tab.4 Application of test items for general Kampo preparations
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Tab. 5  Compatibility and dose standards of Gegen
decoctionl®!
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Tab. 6 Variety analysis of Kampo preparations for medical
use of Gegen decoction
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Note: Expression of function and indication: A—common cold, headache,
shoulder stiffness, muscle soreness, hand and shoulder pain; B-the
following symptoms were severe but no spontaneous sweating, headache,
fever, chills, shoulder pain, etc. Colds, nasal colds, early febrile diseases,
inflammatory diseases(conjunctivitis, keratitis, otitis media, tonsillitis,
mastitis, lymphadenitis), stiff shoulders, upper body neuralgia, urticaria;
C-headache, fever, chills, no spontaneous sweating, stiff shoulders, back
or diarrhea. Cold, nasal cold, empyema, tonsillitis, conjunctivitis, mastitis,
eczema, hives, stiff shoulders, neuralgia, migraine.
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Tab. 7 Prescription coefficient and number of Kampo
preparations for general use of Gegen decoction
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Fig. 1 Amount of extracts taken by adults per day in Gegen
Decoction generally uses Kampo preparations.
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Tab. 8 Comparison of the usage and dosage of Gegen
decoction granules for medical use and general use Gegen
decoction granules in the instructions
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