on good manufacturing
practices [GMP)
for herbal medicines




WHO Library Cataloguing-in-Publication Data

WHO guidelines on good manufacturing practices (GMP) for herbal medicines.
1.Medicine, Herbal - standards. 2.Plants, Medicinal. 3.Quality control. 4.Drug industry - standards. 5.Guidelines. |.World Health Organization.

ISBN 978 92 4 154716 1 (NLM classification: QV 766)

© World Health Organization 2007

All rights reserved. Publications of the World Health Organization can be obtained from WHO Press, World Health Organization, 20 Avenue
Appia, 1211 Geneva 27, Switzerland (tel.: +41 22 791 3264; fax: +41 22 791 4857; e-mail: bookorders@who.int). Requests for permission to
reproduce or translate WHO publications — whether for sale or for noncommercial distribution — should be addressed to WHO Press, at the
above address (fax: +41 22 791 4806; e-mail: permissions@who.int).

The designations employed and the presentation of the material in this publication do not imply the expression of any opinion whatsoever on the
part of the World Health Organization concerning the legal status of any country, territory, city or area or of its authorities, or concerning the
delimitation of its frontiers or boundaries. Dotted lines on maps represent approximate border lines for which there may not yet be full agreement.
The mention of specific companies or of certain manufacturers' products does not imply that they are endorsed or recommended by the World
Health Organization in preference to others of a similar nature that are not mentioned. Errors and omissions excepted, the names of proprietary
products are distinguished by initial capital letters.

All reasonable precautions have been taken by the World Health Organization to verify the information contained in this publication. However,
the published material is being distributed without warranty of any kind, either expressed or implied. The responsibility for the interpretation and
use of the material lies with the reader. In no event shall the World Health Organization be liable for damages arising from its use.

Printed in France



WHO guidelines on
good manufacturing practices (GMP) for
herbal medicines

\yv World Health
Wy £3.) Organization






Contents

Contents

ACKNOWIEAEEMENLS .....o.ooviiiiiiiiiiiic e v
Preface ... vii
SCHON I ..o 1

WHO good manufacturing practices (GMP): updated supplementary guidelines
for the manufacture of herbal medicines

SECHION I ..o 21
WHO good manufacturing practices (GMP): main principles for pharmaceutical
products

ANNEX T oo 67
List of participants of WHO Consultation on Quality Control of Herbal
Medicines, Abu Dhabi, United Arab Emirates, 13-15 June 2005

Table of contents of Quality assurance of pharmaceuticals: a compendium of
guidelines and related materials, Vol. 2, 2nd updated edition, Good
manufacturing practices and inspection



WHO guidelines on good manufacturing practices (GMP) for herbal medicines




Acknowledgements

Acknowledgements

The World Health Organization wishes to express its gratitude for the generous
support provided by the Nippon Foundation for printing these guidelines as one
publication.

WHO thanks Health Canada, especially the Natural Health Products Directorate,
which hosted and supported the WHO Working Group Meeting on quality
control of herbal medicines, held in Vancouver, Canada, in February 2004.
Thanks are also due to the General Authority for Health Services for the Emirate
of Abu Dhabi, who hosted the WHO Consultation on quality control of herbal
medicines, Abu Dhabi, United Arab Emirates, in July 2005, in collaboration with
the Ministry of Health of the Government of United Arab Emirates, and the
logistic support of the Zayed Complex of Herbal Research and Traditional
Medicine, Abu Dhabi, now a WHO Collaborating Centre for Traditional
Medicine.

WHO also acknowledges its indebtedness to the more than 250 reviewers,
including members of the WHO Advisory Expert Panel on Traditional Medicine
and on Pharmaceutical Specifications, WHO Collaborating Centres for
Traditional Medicine, and national authorities, in over 105 countries who
provided comments and advice on the draft texts of the updated supplementary
guidelines for the manufacture of herbal medicines. Preparation of these
guidelines also benefited from the technical support received from relevant
United Nations agencies, international organizations and nongovernmental
organizations.

Special thanks are due to the participants at the WHO Consultation on Quality
Control of Herbal Medicines, held in Abu Dhabi, United Arab Emirates in July
2005 to review the draft guidelines (see Annex 1) and to experts who attended
the working group meeting held in Vancouver, Canada, in February 2004.

WHO also thanks the WHO Expert Committee on Specifications for
Pharmaceutical Preparations, who met in 2004, 2005 and 2006, for their review of,
technical guidance on, and adoption of the supplementary guidelines.

Acknowledgement of his work in preparing the original text of the updated
supplementary guidelines is also due to Professor Tamas Paal, Hungary.



WHO guidelines on good manufacturing practices (GMP) for herbal medicines

MR EER, ol S ix

https://www.yunbaogao.cn/report/index/repo




