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Enlightenments of Padma Circosan Capsules to registration of compound
Chinese materia medica products in European Union
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Abstract: The European Union (EU) law 2004/24/EC has simplified the registration of traditional herbal medicines, which makes it
possible for Chinese materia medica (CMM) to enter the EU as medicines. To register CMM products in the EU is an important way to
realize the internationalization of CMM. Compound combination is the main clinical application form of CMM under the guidance of
CMM syndrome differentiation. How to register compound CMM products in EU has become one of the important realistic topics for
the internationalization of CMM. A total of 630 applications for traditional herbal medicinal products have been approved by the EU
member states since the implementation of the Directive 2004/24/EC in 2005. Among these products, Padma Circosan Capsules was
the only approved one originated from CMM area. The course of this product lead us with the enlightenment for the compound CMM
products in three aspects: The literatures and evidence about safety and traditional use of “related product” are the core components in the
non-clinical and clinical application materials for the registration of both combination and mono-component CMM products; The
traditional application and safety evidence of “related products” as well as the relevant materials and data of EU monograph constitute the
important content for the registration and approval of compound CMM products in EU member states; Applicants should pay more
attention to the study of genotoxicity and the systematic collection of post-marketing pharmacovigilance data.
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%1 Padma 28 BIZ5IRZE AR
Table 1 Medicinal composition of Padma 28

s € YA T4 TEIMRTE (ng)
1 A costus root Saussurea costus (Falc.) Lipschitz 40
2 UKEEE iceland moss Cetrariaislandica (L.) Ach. 40
3 BB neem fruit Azadirachta indica A. Juss 35
4  NEHERE cardamom fruit Elettaria cardamomum (Roxb.) Maton var. minuscula 30

Burkill
5 T myrobalan fruit Terminalia chebula Retz. 30
6 R red sandalwood Pterocarpus santalinus L. f. 30
7 EHEHAR allspice Pimenta dioica (L.) Merr. 25
8 E[EEAR bengal quince Aegle marmelos (L.) Corréa 20
9 fE gypsum Gypsumm Fibrosum 20
10 B3 columbine Aquilegia vulgaris L. 15
11 H® liquorice root Glycyrrhiza glabra L. 15
12 FERrE ribwort plantain Plantago lanceolata L. 15
13 MWHEXR knotgrass Polygonum aviculare L. 15
14 BRWKPESE  potentilla golden herb Potentilla aurea L. 15
15 T clove Syzygium aromaticum (L.) Merr. et L. M. Perry 12
16 IS kaempferia galangal thizome  Kaempferia galanga L. 10
17 OMETERS  heart-leaved sida Sida cordifolia L. 10
18 HFEAR valerian root Valeriana officinalis L. 10
19 ER lettuce leaf Lactuca sativa L. var. capitata L. 6
20 &HRAE calendula flower Calendula officinalis L. 5
21 LA camphor oil Cinnamomum camphora (L.) Sieb. 4
22 53k monkshood Aconitum napellus L. 1
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Table 2 Main content of Padma Circosan Capsules
reviewed by UK MHRA
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