International
Standard

ISO 25003

Traditional Chinese medicine — First edition
Gentiana scabra, Gentiana 2026-02
manshurica, and Gentiana triflora
root and rhizome

Meédecine traditionnelle chinoise — Rhizome et racine de
Gentiana scabra, Gentiana manshurica et Gentiana triflora

Documents
Reference number .
ISO 25003:2026(en) © 1SO 2026 Document Sharing Hub

Full document details: ISO 25003:2026 Traditional Chinese medicine — Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome


http://www.avadocuments.com/doc/iso-25003-2026-traditional-chinese-medicine-gentiana-scabra-gentiana-manshurica-and-gentiana-triflora-root-and-rhizome
http://www.avadocuments.com/doc/iso-25003-2026-traditional-chinese-medicine-gentiana-scabra-gentiana-manshurica-and-gentiana-triflora-root-and-rhizome

ISO 25003:2026(en)

COPYRIGHT PROTECTED DOCUMENT

© 1S0 2026
All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below
or ISO’s member body in the country of the requester.

ISO copyright office

CP 401  Ch. de Blandonnet 8

CH-1214 Vernier, Geneva

Phone: +41 22 749 01 11

Email: copyright@iso.org

Website: www.iso.org
Published in Switzerland

Documents
© IS0 2026 - All rights reserved Document Sharing Hub
ii

Full document details: ISO 25003:2026 Traditional Chinese medicine — Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome


https://www.iso.org
http://www.avadocuments.com/doc/iso-25003-2026-traditional-chinese-medicine-gentiana-scabra-gentiana-manshurica-and-gentiana-triflora-root-and-rhizome
http://www.avadocuments.com/doc/iso-25003-2026-traditional-chinese-medicine-gentiana-scabra-gentiana-manshurica-and-gentiana-triflora-root-and-rhizome

ISO 25003:2026(en)

Contents Page
FOTE@WOTM..........c et iv
IIUETO@UICTION . ... A%
1 SCOPI ...ttt 1
2 NOTTNATIVE T@EETEIICES .........ocoo et 1
3 Terms and AeFIMETIONIS ...t 1
4 DI@SCIIPTIOIIS ...t 2
5 Requirements and recommendations ...

51 Morphological features..........cee

5.2 Microscopic identification ...,

5.2.1 Transverse SeCtioN. ...
5.2.2  POWAET ..o

5.3 1Y o) 13 o0 0

5.4 B oY= U = R o

5.5 Acid-insoluble ash ...,

5.6 Water-soluble extractives.......e,

5.7 Thin-layer chromatogram identification

5.8  Marker compound ...

59 Heavy Metals. ...

5.10 Pesticide reSidues ...

L0 I SIS U1 U0l 50 ) e (<O

SAIMPIIIIG .. 5

B SR o 04 L 0 10 Yo OO

7.1 Macroscopic identification

7.2 MiCTOSCOPIC IAEMEIFICATION ....oo e

7.3 Determination Of MOISTUIE COMEEINT ... eeeeee e 5

7.4 Determination of total ash content

7.5 Determination of acid-insoluble ash CONEENT ... 5

7.6 Determination of water-soluble eXtractives CONTEINT ... 5

7.7 Thin-layer chromatogram identification

7.8 Determination of Marker COMPOUING ...

79 Determination of heavy Metals COMTENT ...

710 Determination of pesticide residues content

711 Determination of SUIfUT diOXIAE CONMEEIES ...
8 TESTTE@POT T ...k 6
9 Packaging, storage and tranSPOTTATION . ... 6
10 Marking and LAD@ITIIIEG . ... 6
Annex A (informative) Determination of water-soluble eXtractives.............: 7
Annex B (informative) Thin-layer chromatogram identification..................e 8
Annex C (informative) Determination of gentiopicroside by HPLC-UV ... 9
Annex D (informative) Referenced information of national and regional requirements......................... 11
Annex E (informative) Referenced information for differentiating Gentiana scabra Bunge,

Gentiana manshurica Kitagawa, and Gentiana triflora Palls ... 13
BIDLEOZIAPIY ...ttt 16

Documents
© IS0 2026 - All rights reserved Document Sharing Hub
iii

Full document details: ISO 25003:2026 Traditional Chinese medicine — Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome


http://www.avadocuments.com/doc/iso-25003-2026-traditional-chinese-medicine-gentiana-scabra-gentiana-manshurica-and-gentiana-triflora-root-and-rhizome
http://www.avadocuments.com/doc/iso-25003-2026-traditional-chinese-medicine-gentiana-scabra-gentiana-manshurica-and-gentiana-triflora-root-and-rhizome

ISO 25003:2026(en)

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 document 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
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) principlesin the Technical Barriers to Trade (TBT), see www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 249, Traditional medicine, Subcommittee SC 1,
Traditional Chinese medicine.

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

Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome is the dried root and rhizome
of Gentiana scabra Bunge, G. manshurica Kitagawa, and G. triflora Palls (Fam. Gentianaceae), which is known
as Longdan (J¢JH in Chinese) in China. Gentiana scabra, Gentiana manshurica, and Gentiana triflora root
and rhizome is a commonly used Chinese herbal medicine with a long history and is documented in Divine
Farmer's materia medica. It has a long history of medicinal use in East Asian countries and is traditionally
valued and reported to eliminate damp-heat and quench fire of the liver and gallbladder.

Clinically, Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome is applied in cases
of jaundice, prolonged erection, eczema accompanied with itching, bloodshot eyes, poor hearing, pain in the
costal regions and bitter taste in the mouth, convulsion, etc. There are about 500 preparations and formulae
containing Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome and there is a 10 %
increase in the demand for Gentiana root and rhizome in the Chinese materia medica market at home and
abroad, about 2, 400 tons per year.

In terms of quality supervision of medicinal materials, the quality and safety of Gentiana scabra, Gentiana
manshurica, and Gentiana triflora root and rhizome are regulated in the Pharmacopeia of the People's
Republic of China, Japanese Pharmacopoeia, Korean Pharmacopoeia and Hong Kong Chinese Materia Medica
Standards. However, the requirements are not all the same among these pharmacopoeias and standards. The
standards of Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome have not yet been
unified at the international level, leading to the supervision being different by the regulatory authorities in
many countries.

In addition, Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome is ranked 85th
in ISO/TR 23975, which indicates its high priority. Therefore, it is necessary to establish an international
standard of Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome, which unifies the
quality and safety of Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome, ensures
the safety and effectiveness of the medication, and regulates trade in the international market.

This document aims to establish an international standard for Gentiana scabra, Gentiana manshurica, and
Gentiana triflora root and rhizome to guarantee the clinical effectiveness, safety, and controllability of this
valuable medicine in global commerce and trade.

As national implementation may differ, national standards bodies are invited to modify the values given in
5.4 and 5.5 in their national standards. Examples of national and regional values are given in Annex D.
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Traditional Chinese medicine — Gentiana scabra, Gentiana
manshurica, and Gentiana triflora root and rhizome

1 Scope

This document specifies the quality and safety requirements of Gentiana scabra, Gentiana manshurica, and
Gentiana triflora root and rhizome.

This document applies to Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome that
is sold and used as natural medicines in international trade, including in Chinese materia medica, in its
whole medicinal material, and in decoction pieces derived from these plants.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content constitutes
requirements of this document. For dated references, only the edition cited applies. For undated references,
the latest edition of the referenced document (including any amendments) applies.

ISO 18664, Traditional Chinese Medicine — Determination of heavy metals in herbal medicines used in
Traditional Chinese Medicine

ISO/TS 21310, Traditional Chinese medicine — Microscopic examination of medicinal herbs
ISO 21371, Traditional Chinese medicine — Labelling requirements of products intended for oral or topical use
[SO 22217, Traditional Chinese medicine —Storage requirements for raw materials and decoction pieces

[SO 22258, Traditional Chinese medicine — Determination of pesticide residues in natural products by gas
chromatography

[SO 22590, Traditional Chinese medicine — Determination of sulfur dioxide in natural products by titration

[SO 23723:2021, Traditional Chinese medicine — General requirements for herbal raw material and materia
medica

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

[SO and [EC maintain terminology databases for use in standardization at the following addresses:

— ISO Online browsing platform: available at https://www.iso.org/obp

— IEC Electropedia: available at https://www.electropedia.org/

3.1
marker compound
chemical constituent within a medicinal herb that can be used to verify its quality

Note 1 to entry: Usually described as active ingredients or chemicals that confirm the correct botanical identity of the
starting material.

Note 2 to entry: There can be one or more marker compounds for a medicinal herb.
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4 Descriptions

Gentiana scabra, Gentiana manshurica, and Gentiana triflora root and rhizome is the dried root and rhizome
of Gentiana scabra Bunge, G. manshurica Kitagawa, and G. triflora Palls (see Figure 1) collected in the spring
and autumn. Referenced information for differentiating the three species are given in Annex E.
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a plant of Gentiana scabra Bunge
b plant of Gentiana manshurica Kitagawa
c plant of Gentiana triflora Palls
1 aerial part
2 root and rhizome

Figure 1 — Structure of the plants of Gentiana scabra, Gentiana manshurica, and Gentiana triflora
root and rhizome

5 Requirements and recommendations

5.1 Morphological features

The rhizome is irregularly bundle-shaped, 1 cm to 3 cm long, 0,3 cm to 1 cm in diameter; the outer surface
is dark greyish-brown or dark brown; the upper part is with stem scars or remnants of stems, surroundings
and the lower part is bearing numerous slender roots. The root is cylindrical, slightly twisted, 4 cm to
20 cm long, 0,2 cm to 0,5 cm in diameter; the outer surface is pale yellow or yellowish-brown; the upper
part is usually with conspicuous transverse wrinkles, and the lower part is narrower and marked with
longitudinal wrinkles and rootlet scars. The texture is fragile, easily broken; broken surface is slightly even,
bark yellowish-white or yellowish-brown. The xylem is pale in colour. The odour is slight. The taste is very
bitter.

5.2 Microscopic identification

5.2.1 Transverse section

The exodermis consists of a layer of cells, the outer walls are slightly thick. The cortex is narrow, often with
cleft. The exodermis is distinct, cells are elongated tangentially, and each cell is divided by longitudinal walls
into several subsquare small cells. The phloem is broad with cleft. The cambium is indistinct. In the xylem, 5
to 10 vessels form groups. The parenchyma cells contain minute needle crystals of calcium oxalate. The pith
is distinct. Figure 2 shows the transverse section.
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