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A Practical Guide to
Licensing Herbal Medicinal Products

Do you manufacture herbal products?
Have you applied for registration of your products yet?

Licensing of herbal products in the UK and European Union is changing. The Traditional Herbal Medicinal
Product Directive (THMPD) was implemented in the UK in 2005 and allows herbal products to be registered
under medicines law. By 2011, every pharmaceutical company manufacturing herbal medicines that are sold
in the UK and European Union must have obtained a market authorisation.

As a manufacturer of such products, you need to ask the following:

e What type of herbal products are you manufacturing?
e Areyou required to license your herbal products and what type
of license do you need?
Would your product comply with regulations?
What evidence and manufacturing data do you need
to provide?
e What are the packaging and leaflet requirements for
your product?

And most importantly:
e How do you apply for a license?

A Practical Guide to Licensing Herbal Medicinal Products is a
handbook soon to be published by Pharmaceutical Press that
answers all these questions and also provides full guidance on
license application, including how forms should be filled in, who
they should be submitted to and what costs are involved. As part
of the publication process, the text was subjected to rigorous
review by eminent experts in the field, including the Medicines and
Healthcare products Regulatory Agency (MHRA).
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All the official legal guidelines and forms are included within the
book, which also includes step-by-step guidance on filling out the -
application forms. Available:
May 2009
Price: £250.00

ISBN: 978 0 85369 784 8

Published in ring-binder format - this book will be easy and
practical to use in guiding you and your company from the initial
decision making process through to receiving a license.

Written by experts in the field, authors include:

Thomas Brendler, Director of L Denzil Phillips is Founder Director ~ Stefan Spiess is Managing Director
Plantaphile, is a consultant and of Denzil Phillips International, a of Gruenwalder Gesundheitsprodukte
ethnobotanist with a number of company specialising in commercial GmbH. Stefan is a qualified pharmacist
phytomedicine books and publications  research and development in the field and food chemist. As head of regulatory

to his credit. As well as developingand  of medicinal and aromatic plants and control for the Hexal group, he
managing projects for industry on the related botanical substances. Denzil has  supervised over 300 product license
use of plants in medicine, food and worked on developing herbal products  applications. He is a QP and a specialist
cosmetics, he is involved in medicinal with international corporations, private  on pharmaceutical expert reports,
plant research around the world, exporters, banks, governments and stability testing and registration
focusing on Africa and the international development agenciesin  strategies.

Pacific Islands. more than 30 countries.

*This offer ends 31st May 2009. Simply enter the promotion code LHMPO03 when ordering online at www.pharmpress.com
(BP) This discount is made available to delegates by RPSGB in collaboration with RPS Publishing
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Herbal Medicines - 3rd Edition

Joanne Barnes, Linda A Anderson and J David Phillipson

Herbal Medicines provides a comprehensive single source of scientifically
rigorous, impartial information on over 150 of the most commonly used
herbal medicinal products. This third edition has been extensively revised
and updated, providing rigorously scientific, impartial information and
extensive references to primary and secondary literature. Written by
experts in the fields of pharmacognosy, phytochemistry, phytopharmacy,
clinical herbal medicines, phytopharmacovigilance and regulation of
herbal medicinal products.

978085369 623 0 | 2007 | Hardback | 276 x 219 mm | 720 pp | £75.00

Complementary and Alternative Medicine - 2nd Edition
Edited by Steven B Kayne

This book is a comprehensive introduction to the most commonly used
complementary disciplines, covering theory, practical aspects, safety
and current scientific thinking. This second edition has been updated
and expanded with three important new chapters covering integrative
medicine, pharmacovigilance and complementary and alternative
medicine in the United States.

978 085369 763 3 | 2008 | Paperback | 234 x 156 mm | 624 pp | £34.95

FASTtrack: Complementary and Alternative Medicine
Steven B Kayne

Based on the successful textbook, Complementary and Alternative
Medicine, this FASTtrack book is a concise guide to all the main types of
Complementary and Alternative Medicine providing both theoretical and
practical information.

978 085369 774 9 | 2008 | Paperback | 234 x 156mm | 208pp | £16.95

Homeopathic Practice Edited by Steven B Kayne

Homeopathic Practice uniquely approaches the subject of homeopathy
by demonstrating how the theoretical principles underpinning practice
directly translate to day-to-day practice. Contributions from international
experts highlight how homeopathy is practised in a variety of different
environments around the world. Case studies and personal accounts
demonstrate the wide breadth of involvement in homeopathic practice.

978 085369 726 8| 2008 | Paperback | 234 x 156 mm | 384 pp | £34.95

Homeopathic Prescribing Pocket Companion
Steven B Kayne and Lee R Kayne

This concise pocket book offers all the basic information that
pharmacists need in relation to homeopathic medicines. Part one
provides a general introduction to homeopathy and the related
disciplines of anthroposophy, biochemic tissue sorts and flower
therapy. Part two includes decision tree prescribing flowcharts
supported by supplementary information to assist in choosing
the appropriate homeopathic medicine to treat a range of
conditions.

978 085369 697 12007 | Pvc| 80 x 100mm | 208pp | £19.95

Dietary Supplements - Third Edition Pamela Mason

This edition of Dietary Supplements has been completely revised and
updated to include the latest findings on the most commonly used dietary
supplements. This publication will help professionals weed through the
information and obtain up-to-date information on safety and efficacy and
regulations relating to dietary supplements in UK, Europe & the USA.

978 085369 653 7 | 2007 | Hardback | 246 x 189 mm | 416 pp | £39.95

ordering online at www.pharmpress.com
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Dietary Supplements Pocket Companion Pamela Mason
Based on the reference work, Dietary Supplements, this pocket companion
is a concise, quick reference for health professionals. It includes 100
monographs arranged alphabetically for use in everyday practice and a
brief assessment of the latest evidence.

978085369 761 9| 2008 | Pvc | 180 x 100mm | 296pp | £21.95

Nutraceuticals - 2nd Edition Brian Lockwood

This authoritative text assesses the medical and scientific evidence for the
use of nutraceuticals for prevention or treating important disease states.
This edition contains monographs on 25 nutraceuticals including soy and
tea and a discussion of nutraceuticals according to disease state.

9780 85369 659 9 | 2007 | Hardback | 234 x 156 mm | 448 pp | £29.95

Aromatherapy Science Maria Lis-Balchin

This unique book takes an analytical and scientific approach to
aromatherapy practices and principles based on the scientific evidence
to date. Sixty-eight monographs cover commonly used essential oils and
their therapeutic uses, details of toxicity, bioactivity, contraindications and
clinical studies, providing reliable scientifically based information on this
growing discipline.

978085369 578 3| 2005 | Hardback | 246 x 189mm | 480pp | £45.00

PhP Journal: Focus on Alternative
and Complementary Therapies
(FACT) Editor in Chief, Edzard Ernst

FACT systematically searches the world
literature to uncover articles on CAM research.
It provides a comprehensive overview of the
new research, as well as structured summaries
and critical appraisals of the most important
factual papers.

ISSN: 1465-3753 | 4 issues

For pricing and subscription information visit
www.pharmpress.com/FACT

PhP Journal: Journal of Pharmacy
and Pharmacology (JPP)

Editor David Jones

JPP, the flagship monthly journal from
Pharmaceutical Press, is read world-wide
publishing original research, critical reviews
and rapid communications on the latest
developments in the pharmaceutical sciences.
JPP boasts a respected editorial board and is
extensively abstracted and indexed including
Chemical Abstracts, BIOSIS, Embase, IPA, ISI
and Medline. In 2007 the impact factor for JPP rose again to 1.718

© Thomson Reuters Journal Citation Reports © 2008.

ISSN: 0022-3573 | 12 issues

For pricing and subscription information visit
www.pharmpress.com/jpp

**This offer ends 31st May 2009 and excludes journals. Simply enter the promotion code CAM0309 when



