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Foreword

ISO (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 proce@lures used to develop this document and those intended for its further maintenanee
described In the ISO/IEC Directives, Part 1. In particular the different approval criteria neededfor
different types of ISO documents should be noted. This document was drafted in accordance 'with
editorial ryles of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).
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Introduction

As the pharmaceutical materials extracted from natural and botanical products have become
increasingly attractive, significant progress has been achieved in identifying new sources of natural
products for traditional and alternative medicine. In particular, Chinese traditional medicine has been
the focus of tremendous research, development and applications worldwide. Accordingly, Chinese
medicinal materials are increasingly being used in countries around the world. Currently, there are
more than 70 countries that have established administrative systems to regulate Chinese medicine. At
present the annual sale of Chinese medlcmes has reached more than USD 16 billion and is increasing
of harm to
fore, many
I synthetic
, fhis brings

Ir sale. For
ing system
difficult to
challenges

and

ystem that
hd monitor
for Chinese

ed in plant
handbooks

guidelines of GS1 General standard, centralproduct classification (CPC), and ISO/IEC
codes help translate complicated names\of a wide variety of decoction pieces, Ching

15420, etc.
se Materia
Fansparent

ts. In this way, each Chinese mediciné-corresponds to a unique code as its identification.

coding system for Chinese medicines aims to promote standardization and digitalization for
inese medicine, to ensure authenticity, equality, fairness, and transparency in internatiorfal markets
trade and to facilitate gevernment supervision and regulation of Chinese medicine. [t is hoped
that it will help pharmaceutical enterprises to manage workflow and increase economic|returns. It
will help healthcare delivery organizations, such as hospitals and dispensaries, improve information
management systems that can ensure the accuracy of dispensing, ensuring the safe and effegtive use of
pregcribed mediciné.

Chi
Chi
Chi

traditional
b, including
pscriptions
d, Chinese

hese medicinesare substances or combinations of substances used under the guidance of
hese medicine (TCM) theory for medical care and the prevention and treatment of diseas
hese Materia Medica, decoction pieces, granule forms of individual medicinals for pr
(GFIMP),\and Chinese patent medicines (CPM). As it has been previously acknowledgs
decpction pieces are processed products of Chinese Materia Medica, which are also known as raw
matertats Thus, whem designing the coding systent for Chinese medicines, it s feasibietitat one set of
rules could incorporate all the features of each category of Chinese medicines, as they share the same
medicinal source and medical part. To be specific, their divergence and commodity attributes can be
clearly described in one of the layers (layer 8) in this set of coding rules. Granule forms of individual
medicinals for prescriptions are innovative products made from decoction pieces. Based on the same
considerations of feasibility and cost-control, the granular forms can be included within the same set of
rules for decoction pieces.

However, although Chinese patent medicines (CPM) are made from decoction pieces, their coding rules
are more complicated and differ from decoction pieces. Therefore, this coding system is not fit for CPM,
and coding rules for CPM need to be formulated separately.

© IS0 2017 - All rights reserved
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Traditional Chinese medicine — Coding system for Chinese
medicines —

Part 4:
Codes for granule forms of individual medicinals for

prescriptions

1 [Scope

Thif document encodes 777 kinds of granule forms of individual medicinals fofprescriptiond, according
to the rules in ISO 18668-1.

Thif document is suitable for coding of granule forms of individual medicinals for prescriptipns, as well
as granule forms of individual medicinals for prescriptions in the fieldsof clinical medication, scientific
res¢arch, teaching, statistics and management.

2 |Normative references

The following documents are referred to in the textgn such a way that some or all of their content
conptitutes requirements of this document. For dated references, only the edition cited dpplies. For
undated references, the latest edition of the referenced document (including any amendmengs) applies.
[SO|18668-1, Traditional Chinese medicine — Coding system for Chinese medicines — Part 1: (Joding rules
for Chinese medicines

3 |Terms and definitions

For|the purposes of this document, the terms and definitions in ISO 18668-1 apply.

[SOJand IEC maintain tepminological databases for use in standardization at the following addresses:
— |IEC Electropedia:available at http://www.electropedia.org/

— |ISO Online brewsing platform: available at http://www.iso.org/obp

4 |Coding principles

4.1 —Yniqueness

Each variety and processed form corresponds to a unique code.

4.2

Scientificity

By applying scientific research to decide the classification methods and principles, the most stable
properties, attributes, and characteristics of each Chinese medicine are used as basis for classification
and coding. Thus, the structure of 17 digits with 10 layers as coding rules for Chinese medicines covers
the information on medicinal source, medicinal part, specification, and processing method, which
respectively represent the basic characteristics, commercial attributes, and professional attributes of
Chinese medicines.
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4.3 Scalability

The coding rules allow sufficient space for expansion.

4.4 Compatibility

The coding rules are consistent with relevant existing International Standards.

4.5 Stability

1 . . . 1 1 . 1
The COde f(l’l UCCOCLIOI PICCCS TCIIAIILS UIICIIdIIged OIICC dAS5515TICU.

The code fgr each Chinese medicine remains unchanged once assigned, as long as the basic characteristic
of the medjcinal does not change. Even if some Chinese medicines are discontinued for produetion pnd
use, their godes should still be kept.

5 Coding structure

Coding rules are represented by 10 layers with 17-digit Arabic numerals_ imyorder. The structure is
encoded a¢cording to the rules in ISO 18668-1 as shown in Figure 1. See ISO 18668-1 for technical
requirements.

0 6 X XXX X XX XXX XX XX X

‘ —l_V Layer 10: Check digit
Ldyer 9: Processing code of Chinese medicines

Layer8: Category and specification code of CMM, decoction pieces, and GF|MP

—» Layer'7: Varieties code of Chinese medicines

Layer 6: Subdivided code of medicinal part

> Layer5: Main code of medicinal part

> Layer'4: Subdivided code of medicinal source

»
> Layer 3: Main code of medicinal source

> Layer 2: Product code of Chinese medicines

> layer1: Main category of agriculture, forestry, pasture husbandry, fishery, and Chinese medicineg

Figufe,T — Coding structure of Chinese medicines

6 Codes for granule forms of individual medicinals for prescriptions

Codes for granute-forms of individual medicinals for prescriptions are given in Table 1.

2 © IS0 2017 - All rights reserved
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