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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.
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Introduction

Packing material used for the inner pack of decoction pieces should meet basic quality criteria, because
the inner packaging comes into direct contact with the decoction pieces. At present, there are no
internationally recognized standards that define the specifications for inner packaging. Therefore, the
inner packaging is often not standardized, not in compliance with hygienic requirements, not suitable
for the packaging of medicines and not applicable to the nature of decoction pieces. Hence, the inner
pack should be standardized to ensure the quality, safety and efficacy of decoction pieces.

In view of the current situation where there is often no inner pack of decoction pieces or the inner
pack is not in compliance with relevant requirements, this document promotes the harmonisation
of parkaging for decoction pieces, leading to reduced trade barriers. This document] along with
ISO 18668-1, ISO 18668-2 and ISO 20333, can promote the process of standardization, infprmatization
and nodernization of Chinese medicines.

© IS0 2023 - All rights reserved v
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pecifies requirements for the inner pack of decoction pieces of Chines

locument is applicable to the manufacturing, inspection, operation, circulation, use
anagement of inner pack of decoction pieces.

ormative references

bllowing documents are referred to in the text in such a way thab some or all of
tutes requirements of this document. For dated references, only the edition cited
ed references, the latest edition of the referenced document(including any amendmg

1615, Health informatics — Identification of medicinal products — Data elements and {
ique identification and exchange of regulated medicinal\product information

ation of 1SO 9001:2015, with reference to good manufacturing practice (GMP)

B668-1:2016, Traditional Chinese medicine <=-Coding system for Chinese medicines — H
for Chinese medicines

B668-2, Traditional Chinese medicine;— Coding system for Chinese medicines — Par
{ion pieces

0333, Traditional Chinese medicine — Coding rules for Chinese medicines in supply chain

1371, Traditional Chinese medicine — Labelling requirements of products intended for g

217, TraditionallChinese medicine —Storage requirements for raw materials and decod

3963-1, Traditional Chinese medicine — Requirements for process traceability syste
ia medicagnd decoction pieces — Part 1: Components

3963%2; Traditional Chinese medicine — Requirements for process traceability syste
iamedica and decoction pieces — Part 2: Electronic labelling

e medicines,

supervision

their content
applies. For
ents) applies.

tructures for

5378, Primary packaging materials for medicindlproducts — Particular requirements for the

art 1: Coding

L 2: Codes for

management

ral or topical

tion pieces

ns in Chinese

im of Chinese

ASTM D3981, Standard specification for polyethylene films made from medium-density polyethylene for
general use and packaging applications

ASTM D4635, Standard specification for plastic films made from low-density polyethylene and linear low-
density polyethylene for general use and packaging applications

3 Terms and definitions

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

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

[SO Online browsing platform: available at https://www.iso.org/obp

© IS0 2023 - All rights reserved


https://www.iso.org/obp
https://standardsiso.com/api/?name=4b701e5ef0cb32069cf98a5c01c6a682

ISO 4904:2023(E)

31
inner pack

[EC Electropedia: available at https://www.electropedia.org/

package in direct contact with decoction pieces (3.2)

3.2

decoction piece
prescription medicinal processed from Chinese Materia Medica in accordance with traditional Chinese
medicine and processing methods for Chinese medicines, which can be directly used in clinical practice
or the production of prepared medicines

[SOURCE: IS
1 to entry ha

3.3
colour code

s been merged into the definition.]

different colours used on the package or label of decoction pieces (3.2) for indicating dif

specification

3.4
colour card

s, including colour card (3.4) number, RGB and HEX/HTML

specific coloyir definitions are provided by different companies and are"used for colour communi

systemsin v

3.5

inner pack
materials
decoction pie

irious areas, including printing, textile, plastics, drawingand digital technology

aterials

WIliCh are used to manufacture the packaging bags which are in direct contact wit

ces (3.2)

4 Physical property requirements for.inner pack of decoction pieces

4.1 The ph
Bags for the
without any

4.2 Visual
pleats.

4.3 For col
transparent

4.4 For hig

ysical properties shall be in accerdance with ISO 15378, ASTM D3981 and ASTM D

Hamage, aging or foreign matter attached, delamination or other abnormalities.

inspection shall beunder natural light, the surface of packaging should be smooth w

hnd its length shall be 220 mm.

rh-Cost decoction pieces, effective measures such as double packaging shall be tal

avoid losses

) 18668-1:2016, 3.3, modified — "under guidance” replaced by "in accordance with"} Note

Ferent

ration

h the

4635.

inner pack of decoction pieces shall be sealed air tight and the surface shall be clean and

thout

1tinuous innér packaging, the connection part between two adjacent packages shoyld be

fen to

and contamination resulting from damaged packaging in the process of storag

b and

transportation due to loading and unloading collision.

High-cost decoction pieces may include Ophiocordyceps sinensis also commonly known as Cordyceps
sinensis, Panacis ginseng, Gastrodia elata and other similar decoction pieces.

4.5 Decoction pieces for toxic, anesthetic and psychotropic shall be double packaged and marked

notably with

a corresponding warning sign on the inner pack.

Decoction pieces for toxic, anesthetic and psychotropic uses may include realgar, Datura stramonium

flower, Aconi

tum brachypodum root and other similar ones.
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5 Requirements for inner pack materials of decoction pieces

5.1

EXAM

ISO 4904:2023(E)

Inner pack materials shall be purchased from qualified manufacturing enterprises, which
obtained a licence to produce packaging material for food and medical use. Toxic materials with
"chlorine” and recycled toxic materials shall be prohibited. It is recommended to use packaging
products that are breathable and non-toxic, such as plant fibres, or polypropylene materials with a
stronger chemical structure, which can be degraded in a short time without polluting the environment,
and which can be recycled.

PLE

qualified to deliver packaging material for the inner packaging of decoction pieces.

5.2
decod

affect

5.3
or pa

Inner pack materials shall be non-toxic, sterile, clean, dry, without contamination and
'tially transparent, to keep decoction pieces visible from outside. The-reuse of packa
for packaging and the use of toxic materials is prohibited. In addition, inher pack materials

Packaging material manufacturers which fulfill the BRCGS packaging materials standard are

Inner pack materials and containers shall be selected in accordance with the }Lroperties of
tion pieces, which shall not have chemical reaction with the content decoctionpieces
the quality of the decoction pieces.

and shall not

transparent

ring material

shall possess

certaln characteristics of permeability, moisture-resistance, presstive-resistance and erjvironmental
friendliness, and should be recyclable or degradable.

5.4 [Inner pack materials of decoction pieces shall be dispesable.

5.5 |[Types of inner pack materials which should bexised, and the relevant scope of their] applications
are shown in Table 1.

Table 1 — Types of inner pack materials
Scope Type Subtype Material

Suitable for decoction pieces  |Polyethylene plastic film |— Plastic

whicl do not easily become

moulfly or damaged by worms

Suitable for decoction pieces (| Polyethylene blown film Paperboard composite film |Paper gnd plastic
suscejptible to mould and for packaging applications [pip e composite film Fibre ahd plastic
worny, including decoction - — - -
piecep with essential oils; Multi-layer composite film  |Plasticfnd plastic
high-fost decoction.pieces and Aluminium foil composite  |Aluminium and

toxic decoction piec€s film plastic

Suitaple for tetnporary pack- |Paperboard film Paperboard film Paper

aging not covered by Annex A Wax-paperboard film Wax anld paper
Suitablefor decoction pieces |Containers Metal containers Metal

with essentiat-oits Glass container Glass

NOTE See ASTM D3981 and ASTM D4635.

6 Setting of packing dose specifications

6.1

Setting principles

Set the minimum number of specifications to the maximum extent possible to meet the needs of the
clinician's prescription.

© IS0 2023 - All rights reserved
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6.2 Specification requirements

6.2.1 There are 15 inner pack weight specifications for decoction pieces: 1 g,3g,5g,6g,9g, 10 g,
12g,15g,30g,50g,75g,250g,500¢g,1 000 gand >1 000 g.

6.2.2 Deviation requirements: deviation of packaging amount of inner pack decoction pieces shall be
consistent with the requirements of Table 2.

Test method of packing weight variation for the specifications of 1 g to 30 g: taking 10 test packages and
weighing the weight of the content of every package respectlvely (the Welght that is weighed shall be
with an accur ight tak h h ckage
to the markdd packing weight. No more than two packages can exceed the permitted packingweight
variation andl none of them can surpass twice the permitted variation.

Test method
and weighin
weight taken
of which sha
requirement
to the requir

of packing weight variation for the specifications of 2 250 g: taking threetest pac
b them respectively (the weight that is weighed shall be with an accuracy of 1 % pf the
) and calculating the packing weight of each package and the average packing weight both
| be in accordance with relevant requirements in Table 2. If one of them does not satisfy the
then another three test samples will be checked and all the three.of them should copform
ements.

kages

Table 2 - Requirements on packing weight deviation of decoction pieces with inner pagk

Permitted deviation from
the marked number

+10 %
6%
5%
+4 %
+3,5%
3%

Item number Marked weight or

packing weight
1g
3gand5g
6g,9gand10g
12g,15gand 30 g
50.g/and 75 g

250 g-500 g, 1 000 g and
>1000g

U |W|IN| -

6.3 Other

For any deco
there should

requirements

ction piece whose'desage unit is not considered in terms of weight, such as centipede
not be inner pack-weight specifications. Such decoction pieces should be processed

(one),
WS per

the dosage stated in the prescription.

7 Requinements for labels

71 A labellshsuld-beprinted-op-ormarked-ontheinner pf\n]r of decaoction pinnnc and chall £411

PrrcC o o o o IsSC O O o T cr T eI O O C CoOCTIoTpro o oot oSTIo T TOTT

requirements of ISO 11615 and ISO 21371.

w the

7.2 Theletters or characters on the label should be clear and easy to recognize. The expression should
be scientific, standardized and accurate and the marking should be clear and visible. There should be
no faded lettering and no loosely attached labels. Any addition or modification should not be made by
means of pasting, cutting or altering.

7.3 National or regional regulations can apply to the labels of toxic, psychotropic and narcotic
decoction pieces.

7.4 For decoction pieces with special requirements on storage, the requirements should be marked
on the notable place of the label.

© IS0 2023 - All rights reserved
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7.5 No words, audio/visual or other unapproved materials should be inserted into the decoction
pieces package to introduce or publicize the product or the enterprise.

7.6 The label of decoction pieces shall at least contain the following information:
a) trademark;

b) name (in accordance with standardized names listed in SO 18668-2);

c) Latin binomial name and part;

d) place of production;

e) preparation method;
f) ppcking weight;

g) bprcode (including QR code) (in accordance with ISO 18668-1, 1SO 20333, ISO P3963-1 and
1$0 23963-2);

h) product batch number;

i) dpte of production;

j) ekpiry date (if necessary);
k) storage condition;

1) ukage warnings;
EXAMPLE Forbidden for pregnant and lactating women.

m) rIanufacturing enterprise;

2
t

e quality standard implemented-

8 Requirements for quickresponse (QR) codes

8.1 |QR code area

For fdst recognition,the QR code area should be bigger than one sixteenth of the area of the inner pack
material. The QR codé should be attached to the inner pack material with adhesive stickers and labels
or bedirectly printed on the inner pack material.

8.2 |QRcode scanning results

R daccanning racultc chall fallan I1ISO 22062 .1 and 1S 2202 9D
cddeZseanningresults-shalfolow 150239631 and 150-23963-2

atleastinelude-the following

an.
TITT

information:

a) enterprise name;

b) product name;

c) productbar code;

d) product category;

e) codes for decoction pieces based on ISO 18668-1 and ISO 18668-2;
f) brand;

g) specification/type;

© IS0 2023 - All rights reserved 5
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h) place of production;

i) preparation method

j) expiry date (if necessary);

k) storage condition

1) storage methods based on ISO 22217;

m) net content;

n) executivestandards (relevant standards);

o) descriptjon of products (effect);

p) enterprife website;

q) manufadture factory;

r) production address;

s) period of validity for records.

9 Requirements for colour codes

9.1 Colour|code application principles: The application of colour codes should follow the princi
markedness pnd obvious chromatic aberration. Different varieties of the same specification shou

the same col
are presente

9.2 The co
the inner pag
one fourth of

9.3 Colour]
a) Print dif
colour st
b) Use self
represer|
fully-tra
6

lour code shall be attached to the packing bag or label and marked on the central a

pur. Specifications of inner pack of decoction-pieces and their corresponding colout
d in Annex A.

k material in the form of a colour stiipe. The area of the colour strip should be bigge
the area of the inner pack material.

codes adopt the followingprinting methods:

ripe printing labels-and directly prints dedicated labels on transparent plastic bags.

tadhesive papers with several different underpaintings to print labels. Each ¢
ts a specifieation. This method is applicable to inner packs with labels attached, st
hsparentplastic bags.

ple of
d use
code

rea of
" than

ferent colours directly on the inner pack. This method is applicable to inner pack thaf uses

olour
Ich as
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