. 4494 - ¢ % Chinese Traditional and Herbal Drugs 35 47 % 2524 # 2016 £ 12 A

[ ] %?%g [ ]
BREA RY 5 EE M A - mE IR St R A

& &, | AR, B, And
MREPEAGKE T AZFEEER, L7 Ma 210023

OE. HOEYZREL TS, TR R I R T 30 R 2 B A B EE R S, AR A A R E R
TE WK AR T T G 1 2 Dk 1 S A 2B T B TE R R SRAT 2 5 By 1) LT B A, S5 T L Al SR L L 0 247 7 o DT LR L
SRAZ T ZH R a5 R 2 5 V0 (0 R DB 8 S RORE S 7 TLEAT M7, e 44 R [ o B 24 7= o 1 T R 3 v A PR A O
L.

KHEIR: 2004/24/EC #54; WML PRz WCEREMZ LR HYZEM

PESES: R288 XEAFRERS: A XE/HRS: 0253 -2670(2016)24 - 4494 - 05

DOI: 10.7501/j.iss1.0253-2670.2016.24.031

Analysis on current status of assessment on herbal medicinal products in EU and
its enlightenment
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Abstract: It is of great importance to bring proprietary Chinese medicines to EU as its herbal medicinal product is world-leading, yet
the current status for registrations from China is full of challenges. The routes for registration of herbal medicinal products are
introduced at first and then the current registration status on the overall assessment of the products, the characteristics of combinations,

the utilization of EU monograph and main indications are analyzed. Suggestions on registering proprietary Chinese medicines are made

in the end.
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Fig. 1 Routes for herbal medicinal products registration in EU
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Fig.2 Granted status of medicinal combination products
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