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Experience of New TCM Preparations Declaration and Registration in Our Hospital
HUANG De-hong, WANG Bing-e, WAN Hong, JIAO Yu(Dept. of Pharmacy, The Affiliated Hospital of Hubei
University of TCM/Xiangyang Hospital of TCM, Hubei Xiangyang 441000, China)

ABSTRACT OBJECTIVE: To provide reference for more effective and standardized declaration and registration of new prepara-
tions in medical institutions. METHODS: According to requirments of Management Regulations for Hospital Preparation Registra-
tion in Hubei Province and Advices about TCM Preparations Management in Medical Institution, the situation of new preparation
declaration and registration, the experience of 7 kinds of new TCM preparations declaration and registration were summarized in
our hospital. RESULTS & CONCLUSIONS: There are 5 preparations of 7 preparations in our hospital approved by the specialists.
The experience of declaration and registration is as follows: the declaration of TCM preparations must be located reasonably and
play features; declaration preparations should cooperate closely with the development of the hospital specialist, and require certain
clinical foundation and declaration sections carry out careful screening of prescription; the declaration of the preparation at least
have more than five years of planning; performance standards are required for all TCM decoction piece, and limiting test should be
carried out for toxic TCM to provide controllable quality standards and ensure the safety of the preparations; clinical studies should
collect enough cases and the data of adverse drug reactions; experimental data is able to validate methodology, and all verified da-
ta, photos and map should be attached to the draft of quality standards; the specificity and applicability of experimental methods
should be enhanced to fully embody the controllability of the quality of the preparations.
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