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@.o European Medicine Agency (EMA)

® Questions & Answers (Q&A) on Quality of Herbal Medicinal Products/Traditional Herbal Medicinal Products.
(EMEA/HMPC/@e&oo/woeo Rev. &)

® Guideline on quality of herbal medicinal products/traditional herbal medicinal products
(EMA/CPMP/QWP/oxee/oo Rev. )

® Guideline on quality of combination herbal medicinal products/Traditional herbal medicinal products
(EMEA/HMPC/CHMP/CVMP/woc=oe/woob)

® Specifications: Test Procedures and Acceptance Criteria for Herbal Substances, Herbal Preparations and
Herbal Medicinal Products/Traditional Herbal Medicinal Products. CPMP/QWP/lecgloo/co Rev. o
(EMEA/CVMP/z@&/o0 Rev. b)

® Reflection paper on Markers used for Quantitative and Qualitative Analysis of Herbal Medicinal Products and
Traditional Herbal Medicinal Products. (EMEA/HMPC/o&mbloc/ o)

® Reflection paper on microbiological aspects of herbal medicinal products and traditional herbal medicinal
products (EMA/HMPC/x&sec/woemn)

® Declaration of Herbal Substances and Herbal Preparations in Herbal Medicinal Products/Traditional Herbal
Medicinal Products. EMA/HMPC/CHMP/CVMP/omei¢ne/o& Rev. @)

® The use of Fumigants (EMEA/HMPC/elo¢&ols/ob)

® Good Agricultural and Collection Practice for starting materials of Herbal Origin (EMEA/HMPC/o@omas/o)
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® Non-Clinical Documentation for Herbal Medicinal Products in Applications for Marketing Authorization
(Bibliographical and Mixed Applications) and in Applications for Simplified Registration
(EMEA/HMPC/mlo@eo/o&)
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® (linical assessment of fixed combinations of herbal substances/herbal preparations
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<. Yanuaangs (Common Technical Document ;CTD)

European Medicine Agency (EMA)

® Notice to Applicants : Medicinal products for human use, Presentation and format of the dossier Common

Technical Document (CTD)

® Guideline on the use of the CTD format in the preparation of a registration application for traditional herbal

medicinal products (EMA/HMPC/eleoce/wooe Rev. @)
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