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Disclaimer

ChemLinked provides translation services to assist clients in understanding the content
of regulatory documents. We strive for the accuracy and reliability of our translations, but

we do not warrant the accuracy, completeness, or suitability of the translated content.

Clients are responsible for the risks inherent in utilizing our translation services and
should consult with professional legal advisors as required. ChemLinked disclaims any

liability for any losses or damages arising from the use of our translation services.

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 contact@chemlinked.com

Website: http://www.chemlinked.com | Email: contact@chemlinked.com
Tel: +353 1 8899 951 / +86 (0)571 8609 4444
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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 translations of CSAR
and supporting rules.

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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Foreword

This document was drafted in accordance with the provisions of GB/T 1.1-2020
Directives for Standardization - Part 1: Rules for the Structure and Drafting of

Standardizing Documents.

Attention is drawn to the possibility that some of the contents of this document may be
the subject of patent rights. The issuing body of this document shall not be held

responsible for identifying any or all such patent rights.
This document was proposed by the National Medical Products Administration (NMPA).

This document is under the jurisdiction of the Sub-Technical Committee on Ingredients
and Packaging Materials of the Technical Committee on Cosmetic Standardization under

the NMPA.

The drafting units of this document are as follows: Zhejiang Institute for Food and Drug
Control, Shandong Institute for Food and Drug Control, Shenzhen Institute for Drug

Control, and Zhejiang Peptites Biotech Co., Ltd.

The main drafters of this document are as follows: Cheng Qiaoyuan, Chen Cen, Ma
Linke, Li Qiyan, Wang Xiaowei, Huang Yi, Li Yu, Yan Lingi, Zhang Liyuan, Li Zehua, Cui

Beizhou, Wang Zixiang, Niu Shuijiao, Qin Meirong, and Wang Jinmei.
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Introduction

With the rapid development of the cosmetic industry and continuously increasing
consumer requirements for product safety and efficacy, acetyl hexapeptide-8 has been
increasingly widely used in cosmetics. At present, however, there are no national or
industry standards for this ingredient, leading to inconsistent product quality on the
market, prominent potential safety risks, and constraints on the healthy development of
the industry. To strengthen the quality control of the cosmetic ingredient, ensure product
safety and efficacy, and improve the overall technical level of the industry, it is of great
significance to establish a unified, scientific, and practical standard for acetyl

hexapeptide-8.

This document possesses the following technical characteristics and innovations: It
systematically specifies, for the first time, comprehensive quality indicators for acetyl
hexapeptide-8, covering sensory, physicochemical, microbiological, hazard substances
and other related aspects. It establishes methods for identification, purity (area
normalization method), and peptide content (external standard method) determination
based on the high-performance liquid chromatography, and standardizes testing
procedures for technique-related impurities, including acetic acid, trifluoroacetic acid, etc.
This document will help unify the industry quality thresholds, promote the development of
ingredient production towards higher standards and better quality, and provide a basis for

quality control in cosmetic enterprises.

This document applies to acetyl hexapeptide-8 powder or loose bulk, in either acetate or
salt-free form, prepared from glutamic acid, methionine, glutamine and arginine, as the
starting ingredients through chemical synthesis, purification, and lyophilization. It does
not apply to aqueous formulations, pre-dissolved forms, or analogues with other amino
acid sequences. The technical requirements herein provide guidance for the quality
control, product safety assessment, and quality and safety administration of the cosmetic

ingredient.

Website: http://www.chemlinked.com | Email: contact@chemlinked.com
Tel: +353 1 8899 951 / +86 (0)571 8609 4444



http://www.chemlinked.com/
mailto:contact@chemlinked.com

Make Sure Your Products Entering Global Market
with Compliance

What we can do for you?

+ Responsible person (RP) service in China

+ Cosmetic formula and label compliance review

+ Product registration and notification

+ New cosmetic ingredient (NCI) registration and notificaion
+ Ingredient safety information submission

+ Cosmetic efficacy evaluation

+ 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

M Team of qualified toxicology and regulatory experts

CONTACT US | & +353 18899 951/ +86 (0)571 8609 4444 [ cosmetic@cherhlinked.corn
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SUBSCRIBE TO
CHEMLINKED NOW

REMOVE COSMETIC REGULATORY BARRIERS
EXPEDITE GLOBAL 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

[;_:r] Information & Knowledge Databases
News, Reports, Expert Analysis Regulatory Database, English Translations
Pedia-articles Inventories/Lists
Solutions Trainin

X

Regulatory Compliance Service, On-demand Webinars, Online Course
Translation, Advertisement Service, Tailor-made Offline Events

Service, E-commerce Solution

Paramount Court, Corrig Road, Sandyford, Dublin 18, Ireland
CHEMLINKED.COM Tel: +353 1 8899 951 / +86 (0)571 8609 4444 / E-mail: cosmetic@chemlinked.com

Visit our website for more information about global cosmetic news & regulation updates f in D %






