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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 needed fof]
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

Chinese medicine (medicinal plants, animals and minerals) originates from a wide variety of different
sources of supply. The production documentation is handled differently by each company and important
manufacturing steps are usually not fully documented. Several companies are usually involved in the
manufacturing process of Chinese medicine and relevant information is often not passed on fully from
one company to the other. This makes it very difficult for manufacturers and consumers to retrace the
entire production process (e.g. cultivation, harvesting, processing, storage and logistics) and to assess
the quallty and safety of the Chinese medicine. The lack of transparency 1n the manufacturlng process
) litional Chinese
medlicine. Therefore a supply chain traceablllty systemis needed Wthh ensures that the docymentation
of a]l product-relevant information is standardized and available at all times. Such a system will enable
conjpanies to better evaluate their suppliers and to convince end users of the quality and safety of their

5 document is consistent with ISO 18668-1, ISO 18668-2, ISO 18668-3 anddSO 20333. It includes the
ication of these documents and provides a solution to improve the management of al] processes
ting to Chinese medicine, contributes to the establishment of the~traditional Chines¢ medicine
ply chain traceability system and quality-investigating mechanisi; €nhances product quality and
conjpetitiveness, protects consumers' rights and ensures safe and effective application in CI;E'lical use.

Thif document can promote the process of standardizationnformatization and modernization for
traditional Chinese medicine.

© IS0 2022 - All rights reserved v
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Traditional Chinese medicine — Requirements for process
traceability system of Chinese materia medica and
decoction pieces —

Part 2:
Elpectroniclabeliiing

1 [Scope

Thip document specifies the content of electronic labelling in the form of QR codes on the outer packing
of Chinese materia medica and decoction pieces. This document is applicable to the ¢ultivation,
profuction, sales, use units and consumers of Chinese materia medica and decoction pieces.

2 |Normative references

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

[SO|18668-2, Traditional Chinese medicine — Coding.System for Chinese medicines — Part 3: Codes for
decgction pieces

[SO|18668-3, Traditional Chinese medicine —~€oding system for Chinese medicines — Part 3: Codes for
Chinese Materia Medica

[SO|20333, Traditional Chinese medicine~— Coding rules for Chinese medicines in supply chain management
[S0|22217, Traditional Chinese medicine —Storage requirements for raw materials and decoctipn pieces
1SO[23963-1, Traditional Chinese medicine — Requirements for process traceability system|of Chinese
materia medica and decoetion pieces — Part 1: Components

3 |Terms anddefinitions

For|the purpeses of this document, the following terms and definitions apply.

[SOland IEC maintain terminology databases for use in standardization at the following addyesses:

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

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

3.1

QR code

two-dimensional bar code

error-correcting matrix symbology, consisting of an array of nominally square modules arranged in
an overall square pattern, including a unique finder pattern located at three corners of the symbol and
intended to assist in easy location of its position, size and inclination

[SOURCE: ISO 22742:2010, 3.33, modified — Notes to entry removed.]

©1S0 2022 - All rights reserved 1
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3.2
electronic

labelling

text, graphics, symbols and all instructions presented on the terminal device after scanning the QR

code

3.3
licence

legally binding agreement which permits an organisation to manufacture or distribute a traditional
Chinese medicine product

3.4

trusted thfird-party platform

entity that

4 Requ
4.1 The

4.2 The
platform w

4.3 The
revision off

4.4 Each
labelling.

4.5 Ifthg

4.6 The
products w

4.7 If the
according

5 Contg

facilitates interaction between two parties, both of which trust the third party

jrements of electronic labelling
ontent of electronic labelling shall be based on ISO 23963-1.

organization providing the electronic labelling services shallsbe a trusted third-p:
hich is independent from all companies involved in the supply chain.

content of the electronic labelling shall be fixed and thesuser has no right to modify it.
the content of the electronic labelling is carried out byia trusted third-party platform.

batch of Chinese materia medica or decoction pieces shall correspond to a unique electr

re is more than one distributor, its information can be added according to 5.3.

anguage for electronic labelling shall'be in the official language of the country in which
ill be sold.

o the area of the product package.

nt of electronic labelling

5.1 Basic information

5.1.1 Pr

bductiiame

\rty

The

bnic

the

QR code can be scanned(acgcurately and quickly, the size of the QR code can be determined

11 1 3= idad sl
TOVIOCUT aCCOTUTIT

to

The specif

ISO 18668-

5.1.2 Ba

4 e £ Cl: oz = d_d 43 3 L
ICacroT O G e ST nrateTra et aarra aCCOTTIoT pretes—31rarT Ot~

2 and ISO 18668-3.

rcode

Provide a barcode according to ISO 20333.

5.1.3 Code
Provide 17 bits of code for Chinese materia medica and decoction pieces, according to ISO 18668-2 and
ISO 18668-3.
2 © IS0 2022 - All rights reserved
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4 Brand

trademark and brand registered by the manufacturer.

5 Place of origin

origin is accurate to the county level, according to ISO 20333.

6 Harvest time

tisYYYY-

MM

5.1

Pro

5.1

Thd
pac

5.1

The

51
Des

«

no

5.1

Des
as

5.2

5.2
The

5.2

“hot clear yet.”

vest time of snecifichatches of Chinese materiamedica Qparﬂ'{:ir‘ tothemanth The form

| 4
-DD, e.g. 2022-01-30.

7 Processing method

cessing method of a specific batch of decoction pieces.

8 Specification

unit is g/pack, e.g. 1 g/pack, 3 g/pack, 5 g/pack, 6 g/pack, 9 g/pack, 10 g/pack, 12 g/j
k, 30 g/pack.

9 Efficacy

efficacy of Chinese materia medica and decoction pieces by law.

10 Adverse reaction

cribe the adverse reaction of Chinese mateiia medica and decoction pieces. If none, desc
 clear yet.”

11 Contraindication

cribe the contraindications of Chinese materia medica and decoction pieces. If none, des

Manufacturer information

1 Manufacturer

name oftheé manufacturer, which is registered.

2 «Address

back, 15 g/

ribe this as

cribe these

Th

P2 A | £ £ 4 o o 21 | i)
dUUrIrcsos Ul HHIadITuliacttur Ty, dttuldit tU L1IIT UUUT TTUIIITuTl.

5.2.3 Telephone number

The manufacturer's contact number: country code - area code - telephone number.

5.2.4 Website

The manufacturer's website is required. The format is www.***.com/cn/jp/co.kr, e.g. www.iso.org.

©IS
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5.2.5 Product time

The date of planting, harvesting, processing and production is required. The format is YYYY-MM-DD,

e.g. 2022-01-30.
5.3 Distributor information

5.3.1 Distributor

The name of the distributor, which is registered.

5.3.2 Achress

The addregs of the distributor, accurate to the door number.

5.3.3 Telephone number

The distrijutor's contact number: country code - area code - telephone numbep:

5.3.4 Wgbsite

The distrijutor's website is required. The format is www.***.com/cn/jpy/co.kr, e.g. www.iso.org.
5.3.5 Parking time

The date of packing is required. The formatis YYYY-MM-DDyé:g. 2022-01-30.

5.4 Addjtional information

5.4.1 Stgrage method

Implement|the provisions of ISO 22217.

5.4.2 Applied standards

The docun]ents implemented, sueh.ds ISO 18668-2 and ISO 18668-3.

5.4.3 Pic¢ture

A picture df decoction-piece samples shall be provided by the manufacturer.

5.4.4 Decocting method

A stain

less steel casserole is recommended for decocting, followed by stainless-steel pots or ceramic

pots. Iron, aluminium or copper pots shall not be used.

Decoction pieces shall be soaked for 20 min to 30 min before decoction. Adjust the soaking time
according to local temperature, humidity and the texture of the decoction pieces.

The amount of water can be 2 cm to 3 cm higher than the decoction pieces in the pot.
Generally, first use a high heat to decoct, then use a low heat to maintain the state of boiling.

Special decoction pieces or decoction pieces for the elderly and children shall be decocted according
to doctors' instructions.

© IS0 2022 - All rights reserved
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5.4.5 Administration method

The decoction shall be taken warm. Special decoction shall be taken according to doctors' instructions.

5.4.6 Other information

Other relevant information.

© IS0 2022 - All rights reserved 5
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