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Disclaimer

This is an unofficial document provided by ChemLinked (chemlinked.com), a platform of

REACH24H Consulting Group, as an informational service to assist non-Chinese
companies to better understand Asia Pacific especially China Chemical, Cosmetic, Food,

Agrochemical and Drug regulatory issues.

This document should only be used as a reference and in case of any discrepancy between

the English and original versions the original version shall prevail.

Nondisclosure:

You may not disclose this document to anyone else without the written permission of
ChemLinked.

For further clarification and questions, you can read our Privacy Policies or contact
us at cosmetic@chemlinked.com
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Attachment 3

Technical Guidelines for Compatibility Evaluation of Cosmetics with
Packaging Materials (Draft for Comments)

1 Scope

This "Guidelines" specifies the requirements, test methods, and result evaluation for
compatibility evaluation of containers or carriers in direct contact with cosmetic contents

with the products.
2 Terms and Definitions

2.1 Extractable substance: a substance that exists in packaging materials of cosmetics
and can be extracted using solvents, including additives, residual monomers, degradation

products, efc., present in packaging materials of cosmetics.

2.2 | eachate: a substance obtained from migration tests that migrates from packaging

materials or is generated in tests and enters cosmetics.
3 Requirements

The packaging materials that come into direct contact with cosmetics shall be safe and not
react chemically with cosmetics, and must not migrate or release toxic or hazard

substances that pose a threat to human health.

Compatibility studies shall be conducted to investigate whether there is a mutual influence
between cosmetics and their packaging materials, which can lead to safety risks in

cosmetics.

The compatibility studies between cosmetics and their packaging materials shall be
initiated in the early research and development stages of cosmetics or during the selection
of packaging materials, and run through the entire research and development process of
cosmetics. If it is found that cosmetics interact with their packaging materials, causing an
impact on the quality and safety of the cosmetics, the cause shall be identified and
corresponding measures shall be taken, including replacing packaging materials, changing
storage conditions, efc. When conducting the compatibility test between cosmetics and
their packaging materials, a sensitive and exclusive testing method shall be established. If
necessary, a method research can be conducted. During sampling, attention shall be paid

to taking representative samples of blank packaging materials and cosmetics.

4 Test Methods
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For conducting the compatibility studies, the first step is to determine the packaging
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containers and materials that come into direct contact with cosmetics, understand or
analyze the composition of the packaging materials, the contact methods and conditions
between the packaging materials and the cosmetics, and the production technique and
process of the cosmetics; subsequently, an extraction test shall be conducted on the
packaging materials used to obtain information on the extractable substances and predict
potential leachates; through an interaction study, the degree to which components in the
packaging materials migrate into or react with the cosmetics shall be investigated under
the accelerated test and long-term stability test conditions, i.e. to obtain information on the
leachate levels; a safety assessment shall be conducted for the leachate levels and then
a conclusion shall be drawn on whether the packaging materials are suitable for the

cosmetics concerned.
4.1 Extraction test

It is a test study on blank packaging materials using suitable solvents for the purpose of
obtaining information on extractable substances in the packaging materials to clarify the
target leachates for migration tests. Based on the type and level information on the
extractable substances obtained in the extraction test study, a sensitive and exclusive
analytical method shall be established to provide guidance on subsequent leachate studies

(migration tests).

The extraction solvents shall usually have physicochemical properties that are compatible
or similar to those of the cosmetics, with a focus on the pH value, polarity, and ion strength,
efc., of the solvents. The extraction conditions shall generally refer to the technique
conditions of cosmetics, and as much extractable substances shall be extracted as
possible by appropriately increasing the heating temperature and prolonging the heating

time.
4.2 Interaction study

The interaction study includes a migration test and an adsorption test. The interaction study
shall be conducted using actual samples under accelerated test and long-term stability test
conditions (referring to the "Technical Guidelines for Stability Evaluation of Cosmetics").
The cosmetics shall be placed in such a way that they are in full contact with the packaging

materials.

The migration test is a study conducted based on predicted target leachates, including
extractable substances and their degradation products in packaging materials, as well as
products produced by reactions between packaging materials and cosmetics, etc. The
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analytical method used in the migration test shall undergo a method validation to confirm
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its sensitivity, accuracy, and stability in testing leachates in cosmetics. If the packaging
material is composed of different layers of materials, it is not only necessary to assess the
possibility of the components of the innermost layer migrating into cosmetics, but also to
consider the potential of the components of the middle and outer layers migrating into
cosmetics; at the same time, it is also required to investigate whether the ink or adhesive
in the outer layer will migrate into cosmetics. If necessary, an adsorption test can be
conducted to investigate the effect of packaging material adsorption on cosmetic

ingredients.

When conducting the migration test, targeted test plans shall be designed based on the
materials of different packaging materials and the types of cosmetics, focusing on the

following items.

(1) For plastics, migration of residual monomers, additives, and their degradation products;

migration of ink or adhesive in the outer layer of plastics.

(2) For glass, the effect of released basic ions on the pH of cosmetics; migration of harmful
elements; migration of additives in light-proof glass containing colorants. For glass
containers with internal coated with films, migration of additives in the films, efc., shall also
be considered.

(3) For metals, migration of metal ions; corrosion of metals by contents; the integrity of

metal coatings before and after test, as well as migration of additives in the coatings, efc.

(4) For rubbers, migration of residual monomers, additives, and their degradation products.
For film-coated rubber accessories, migration of additives in the films, efc., shall also be
considered.

(5) For ceramics, migration of harmful elements in ceramic glazes. For ceramic containers
with internal coated with films, migration of additives in the films, efc., shall also be
considered.

(6) For mask cloth, migration of additives such as fluorescent whitening agents.
(7) For capsule shells, migration of additives such as colorants.

(8) For others, design a migration test protocol based on the aforementioned contents of
packaging materials to be concerned to investigate the compatibility between the
packaging materials and the cosmetics.

5 Result Evaluation
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Based on the information on the extractable substances obtained from the extraction test
and the leachate information obtained from the migration test, the types and contents of
the leachates shall be analyzed and summarized, and necessary compound assignment
or structural identification shall be conducted. If there are limit requirements in the "Safety
and Technical Standards for Cosmetics", such requirements shall be met; otherwise, a
safety risk assessment shall be conducted to ensure that there is no harm to the human
health under normal, reasonable, and foreseeable application conditions of cosmetics.
When necessary, the interaction between cosmetics and their packaging materials can be
comprehensively assessed based on the stability test results. It shall be analyzed that
whether the compatibility between packaging materials and the cosmetics will affect the
quality and safety of the cosmetics. For new or high-risk cosmetic packaging materials, a
comprehensive evaluation shall be conducted based on the interaction study to confirm

their biocompatibility.
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Drafting Explanation of "Technical Guidelines for Compatibility Evaluation of
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Cosmetics with Packaging Materials (Draft for Comments)”

In order to strengthen the supervision and administration of cosmetics and further improve
the safe use of cosmetics, the National Institutes for Food and Drug Control (NIFDC)
organized the research and development of the "Technical Guidelines for Compatibility
Evaluation of Cosmetics with Packaging Materials" (hereinafter referred to as the

"Guidelines"). The relevant work is explained as follows:
1. Drafting Principle

The compatibility test between cosmetics and their packaging materials is a technical study
conducted to investigate the interaction between cosmetics and their packaging materials.
Due to the numerous materials and shapes of packaging materials, as well as the wide
types of packaged cosmetics, this "Guidelines" was hereby formulated to facilitate and
effectively conduct the compatibility studies and support the implementation requirements

for the complete safety assessment of cosmetics.
2. Drafting Process

The development and revision of the "Guidelines" were initiated in January 2024, led by
the Institute for Packaging Materials and Pharmaceutical Excipients Control under the
NIFDC, with the participation of the Institute for Food and Cosmetics Control and the
Shanxi Institute for Food and Drug Control. Through discussions within the group,
conversations with cosmetic enterprises, and other working forms, the development ideas
for this "Guidelines" were preliminarily determined based on reference to medical products
and foods related standards and combined with the current situation of the cosmetic
industry. The overall framework was prepared by the end of January. Comments were
solicited from the Department of Cosmetic Regulation under the National Medical Products
Administration (NMPA), experts in the Standardization Administration, and some industry
representatives, discussion meetings were held on the overall framework, and suggestions
on revision were proposed. Subsequently, based on the discussion results, the framework

was further revised and supplemented to form this "Guidelines".
3. Relevant Existing Standards

Compared to foods and medical products, there are relatively less studies on the
compatibility in the cosmetic industry. In the field of medical products, the "Guidelines for
Compatibility Test of Packaging Materials with Medical Products" was introduced in the

"National Standard for Packaging Materials of Medical Products" in 2002 in China. Since
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2012, NMPA has successively released compatibility guidelines such as the "Technical
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Guidelines for Compatibility Study of Chemical Medicine Injections with Plastic Packaging
Materials (Trial)" based on the current situation of compatibility studies of medical products
with packaging materials in China, and has begun to put forward corresponding
requirements for the compatibility of medical products with different types of packaging
materials. In the field of foods, there are also relevant requirements such as GB 31604.1-
2015 "National Food Safety Standard General Rules for Migration Test of Food Contact
Materials and Articles" with regard to testing and study of the interaction between food
packaging materials and foods. At present, there are relatively few testing standards and
related regulations for packaging materials in the cosmetics field both domestically and
internationally. The testing of toxic and hazard substances in cosmetic packaging materials
mainly refers to relevant regulations in the fields of foods and medical products. On the
basis of referring to the relevant existing guidelines in China, this "Guidelines" was drafted
basically following scientific and rational principles, taking into account the current testing
conditions of cosmetic enterprises and the implementation requirements for complete

safety assessments.
4. Main Contents

This "Guidelines" consists of six parts, clearly defining the scope, terms and definitions,

requirements, compatibility test methods, result evaluation, and references respectively.
5. Other Issues that Need Explanation

This "Guidelines" specifies that packaging materials that require compatibility studies are
packaging containers and materials that come into direct contact with cosmetic ingredients
or products, excluding the outer packaging of cosmetics or accessories in cosmetics or

packaging that do (does) not come into long-term contact with cosmetics.

Compatibility studies need to be based on the actual situation of cosmetics, including the
types of cosmetics, types of cosmetic packaging materials, contact methods, efc., and
targeted protocols shall be designed for studies to ensure the quality and safety of

cosmetics.
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