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Introduction

This draft standard is based on national and international discussions. Y our comments on this draft are invited and will assist in
the preparation of the consegquent standard.

For international standards, comments will be reviewed by the relevant UK national committee before sending the consensus
UK vote and comments to the international committee, which will then decide appropriate action. If the international standard is
approved, it is usual for the text to be published as a British Standard.

For national standards, comments will be reviewed by the relevant UK national committee and the resulting standards published

as a British Standard.

UK Vote

Please indicate whether you consider the UK should submit a negative (with supporting technical reasons) or positive vote on
this draft. Pleaseindicate if you are aware of any reason why this draft standard should not be published as a British Standard.

Submission of Comments
- Annotated drafts are not acceptable and will beregjected.

- All comments should be submitted online at https.//standar dsdevelopment.bsigroup.com/. You will need to register in

order to comment.

Template for comments and secr etariat observations

Date; xx/xx/20xx

Document: 1SO/DIS xxxx

lan alternative cannot be supported
as serious problems have been
lencountered in its use in the UK.

1 2 ©) 4 5 (6) 7
MB | Clause No./ Subclause Paragraph/ Type of Commend (justification Proposed change by the MB Secretariat observations on
No./Annex (e.g. 3.1) Figure/Table/Note comment for change) by the MB each comment submitted
31 Definition 1 ed Definition is ambiguous and needs |Amend to read '...so that the mains
clarifying. connector to which no connection...’
6.4 Paragraph 2 te The use of the UV photometer as  [Delete reference to UV photometer.
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Voting begins on:
Médecine traditionnelle chinoise — Racine d’Isatis indigotica 2025-05-01
ICS:11.120.10 Voting terminates on:
2025-07-24

THIS DOCUMENT IS A DRAFT CIRCULATED
FOR COMMENTS AND APPROVAL. IT

IS THEREFORE SUBJECT TO CHANGE

AND MAY NOT BE REFERRED TO AS AN
INTERNATIONAL STANDARD UNTIL
PUBLISHED AS SUCH.

IN ADDITION TO THEIR EVALUATION AS
BEING ACCEPTABLE FOR INDUSTRIAL,
TECHNOLOGICAL, COMMERCIAL AND
USER PURPOSES, DRAFT INTERNATIONAL
STANDARDS MAY ON OCCASION HAVE TO
This document is circulated as received from the committee secretariat. BE CONSIDERED IN THE LIGHT OF THEIR
POTENTIAL TO BECOME STANDARDS TO
WHICH REFERENCE MAY BE MADE IN
NATIONAL REGULATIONS.

RECIPIENTS OF THIS DRAFT ARE INVITED

TO SUBMIT, WITH THEIR COMMENTS,
NOTIFICATION OF ANY RELEVANT PATENT
RIGHTS OF WHICH THEY ARE AWARE AND TO
PROVIDE SUPPORTING DOCUMENTATION.
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Foreword

[SO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out through
ISO technical committees. Each member body interested in a subject for which a technical committee
has been established has the right to be represented on that committee. International organizations,
governmental and non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely
with the International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are described
in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the different types
of ISO documents should be noted. This document was drafted in accordance with the editorial rules of the
[SO/IEC Directives, Part 2 (see www.iso.org/directives).

[SO draws attention to the possibility that the implementation of this document may involve the use of (a)
patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed patent
rights in respect thereof. As of the date of publication of this document, ISO had not received notice of (a)
patent(s) which may be required to implement this document. However, implementers are cautioned that
this may not represent the latest information, which may be obtained from the patent database available at
https://www.iso.org/patents. ISO shall not be held responsible for identifying any or all such patent rights.

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to
the World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT) see
https://www.iso.org/foreword-supplementary-information.html.

This document was prepared by Technical Committee ISO/TC 249, Traditional Chinese medicine.

This second edition cancels and replaces the first edition (ISO 21316:2019) which has been technically
revised.

The main changes are as follows:
— Clauses 5.3 to 5.6: change mandatory requirements to recommendations;

— Annex D: update the edition dates of the Chinese Pharmacopoeia and the European Pharmacopeia; add
the data from the Korean Herbal Pharmacopoeia; remove all data from Taiwan Herbal Pharmacopoeia;

— pdate Normative References and Bibliography;
— minor editorial changes.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

Isatis indigotica root, dried root of Isatis indigotica Fort. (Fam. Brassicaceae), is one of the most commonly
used herbs in traditional Chinese medicine (TCM). It has a long history of use in East Asian countries to
remove heat and toxins, cool the blood and clear the throat.

Clinically, Isatis indigotica root is recognized as an important traditional Chinese herb for the prevention
and treatment of colds and malignant infectious diseases, especially SARS and H1N1. At present, Isatis
indigotica root and its processed products occupy a huge share of the international market. However, many
problems, such as different quality requirements among different countries and regions, adulteration with
Baphicacanthis root derived from the dried root and rhizome of Baphicacanthus cusia (Nees) Bremek (Fam.
Acanthaceae), and different packaging, transportation and storage conditions, can affect the quality of Isatis
indigotica root.

Therefore, the establishment of an international standard is necessary to establish the quality requirements
of Isatis indigotica root to support its clinical effectiveness and safety. This document consists of a
morphology observation of macroscopic characteristics, phytochemical indexes, and standardized physical
and chemical tests (moisture, total ash and acid-insoluble ash). Glucosinolates with multi-bioactivities are
specific compositions of the plant in the Brassicaceae family. Among them, (R,S)-goitrin with high specificity
reflects bioactivities relevant to the effects of Isatis indigotica root. Using (R,S)-goitrin as the marker, TLC
identification and HPLC assay methods are established in this document.

As national implementation may differ, examples of national and regional values are given in Annex D.
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