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Guidelines for Research and Determination of Safe Consumption History...

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 Policies 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
Reform Tracking

— CSAR —
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l. Overview

According to the Provisions for Management of New Cosmetic Ingredient Registration and
Notification Dossiers (hereinafter referred to as the "Dossier Provisions"), new ingredients
applied for registration or handled for notification are categorized into six different
situations based on their functions, use history, and consumption history, and
requirements for corresponding toxicological test items are proposed based on risk
management concepts. Situation 5 is applicable to new cosmetic ingredients with a history
of safe consumption. The history of safe consumption of ingredients can serve as available
information or data for relevant toxicological endpoints (e.g. systemic toxicity) to a certain
extent, reducing the corresponding toxicological test items. In safety assessments, the use
safety of ingredients in cosmetics can be analyzed and assessed by combining the

adopted history of safe consumption and relevant information and data for the ingredients.

This Guidelines is developed in accordance with the requirements of the Cosmetic
Supervision and Administration Regulations (CSAR), Administrative Measures on
Cosmetic Registration and Notification, Dossier Provisions, and other relevant regulations
for the purpose of standardizing the research and evaluation of new cosmetic ingredients,
guiding the collection, determination, and application in safety assessments of safe
consumption history related data and information, and instructing registrants and notifiers
to reasonably select the corresponding situations when applying for registration or

handling notification of new ingredients.

This Guidelines is developed based on current regulations and standards, and level of
scientific understanding, and its applicability shall follow the principle of specific analysis of
specific issues. Adjustments will be made to this Guidelines in a timely manner with the
update and improvement of regulations and standards, and development of science and

technology.

Il. Application Scope

This Guidelines shall be applicable to the research and determination of safe consumption

history of new cosmetic ingredients (i.e. Situation 5 of the Dossier Provisions).

Registrants and notifiers of new cosmetic ingredients shall apply this Guidelines as per
relevant regulations and technical standards. If there are other applicable technical
guidelines or guiding principles, relevant technical requirements or suggestions shall also
be referred to.
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CHEMLINKED NOW

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.

OUR SERVICES

[;:] Information Training
News, Alerts Webinars, Online courses, Offline events
Knowledge Solutions
g Pedia-articles, Translation, Consultancy, Advertising,
Regulatory Analysis, Market Insights, Reports Tailored Regulatory Report,
Business-matching services,
Databases Tailored online and offline training

Regulatory Database,
English Translations, Lists/Inventories, Q&A
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