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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 and Agrochemical 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 Polices or

contact us at cosmetic@chemlinked.com
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You can now catch up with the latest updates
of China CSAR on ChemLinked:

Stay tuned for more translations:

We will provide English, Japanese and Korean
translations of CSAR and supporting rules soon.

Watch our webinars:

Interpretation of China's Cosmetic Supervision
and Administration Regulation

Check out the breaking news:

China Finalises the Long-Awaited Cosmetic
Supervision and Administration Regulation

Visit the featured page for more information:

Featured — China Cosmetic Regulatory
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Technical Guidelines for Cosmetic Safety Assessment

The Guidelines are hereby formulated to ensure the use safety of cosmetics, regulate the

safety assessment of cosmetics, and guide the implementation of related work.
1. Application Scope

The Guidelines are applicable to the safety assessment of cosmetic ingredients and

products.
2. Basic Principles and Requirements

2.1 Safety of ingredients is the precondition of safety of cosmetic products. Risk
assessment of cosmetic ingredients includes assessment of ingredients themselves and
of the risk substances that may be brought in; cosmetic products are generally recognized
as a combination of various ingredients and shall be assessed based on all the
ingredients and risk substances. If certain ingredients are confirmed to have chemical
and/or biological and other interactions, the risk substances generated and/or the

potential safety risk arising from the interactions shall be assessed.

2.2 Safety assessment of cosmetics shall follow the principle of weights of evidence and
be based on the existing scientific data and related information, abide by the principles of
science, fairness, transparency and case-by-case analysis. During the assessment

implementation, the independence of the safety assessment work shall be ensured.

2.3 References cited in the safety assessment of cosmetics shall be technical reports,
notices, professional books or academic papers publicly published in the full text form,
and the data or risk assessment documents issued by international authorities, etc.; when
unpublished research results are used, the consent of the owner of the data shall be
obtained, and the scientificity, accuracy, authenticity and reliability of the results shall be

analyzed.

2.4 Safety assessment work of cosmetics shall be carried out by qualified safety
assessors in accordance with the requirements in the Guidelines, with an assessment

report issued.

2.5 Cosmetic registrants and notifiers shall carry out safety assessment by themselves or
by entrusting a professional institution to form an assessment report, and be responsible

for the authenticity and scientificity of the report.
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2.6 Safety assessment documents of cosmetics shall be updated timely as needed, and
shall be kept for not less than 10 years after the shelf life of the last batch of marketed

products expires.

2.7 Cosmetic safety assessors, when carrying out safety assessment, shall take the
Guidelines as the reference basis, and perform analysis according to the specific

conditions of ingredients and products.

2.8 Resumes of assessors shall be attached to the assessment report, which shall include
the assessors’ educational experiences, cosmetics related working experiences,

professional training experiences, efc.
3. Requirements for Cosmetic Safety Assessors
Cosmetic safety assessors shall meet the following requirements:

3.1 They shall have professional knowledge related to cosmetic quality and safety, e.g.
medicine, pharmacy, biology, chemistry or toxicology, efc., know production process and
quality and safety control requirements of cosmetic finished products or ingredients, and

have more than 5 years of relevant professional working experiences.

3.2 They shall be able to consult and analyze literature information related to chemistry

and toxicology, efc. and analyze, assess and explain relevant data.

3.3 They shall be able to analyze cosmetic safety fairly and objectively, and carry out
safety assessment work on the basis of comprehensively analyzing all the available data
and exposure conditions, and shall be responsible for the scientificity, accuracy,

authenticity and reliability of the assessment report.

3.4 They shall be able to, by receiving corresponding professional training regularly and
other ways, learn safety assessment related knowledge, understand and master new

safety assessment theories, technologies and methods, and apply them in practice.
4. Risk Assessment Procedure

The risk assessment procedure of cosmetic ingredients and risk substances consists of
the following four steps:

4.1 Hazard Identification
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+ Responsible agent service

+ Cosmetic formula and label compliance review
+ Product registration and filing

+ New cosmetic ingredient registration

+ Cosmetic formula and label compliance review
+ EDI Notification

+ Cosmetic QC test service

+ Functional cosmetic registration

+ Ingredients registration by ICID

+ Marketing license application

+ Cosmetics notification

+ Ingredients analysis and full ingredient list translation
+ Cosmetic test service

+ Label & advertisement review

+ Responsible Person (RP) service in the EU & UK
+ Cosmetic Product Notification Portal (CPNP)

+ Cosmetic Product Safety Report (CPSR)

+ Preparation of Product Information File (PIF)

+ Cosmetic formula and label compliance review

+ FDA Voluntary Cosmetic Registration Program (VCRP)
+ California Safe Cosmetics Program (CSCP)

+ Toxicological Risk Assessment (TRA)

+ INCI application

What makes us unique?

¥ Connect with officials and associations [ Flexible consulting service packages

™ Team of qualified toxicology and regulatory experts

CONTACT US | " & +86 5718609 4444 [ cosmetic@chemlinked.com.
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REMOVE COSMETIC REGULATORY BARRIERS
EXPEDITE ASIA MARKET ACCESS

- In-time regulatory information and market access requirements
- Supported by local and experienced technically adept technical team
- Strategic partnerships with competent authorities and industrial associations worldwide

- Customized consulting service for complete compliance solutions.
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