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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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 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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Attachment 2 

 

Drafting Instruction for Technical Guidelines for Filling in and Submitting 

Safety Information of Cosmetic Ingredients (Draft for Comments) 

 

To standardize and guide the filling and submission of cosmetic ingredient safety 

information, the Cosmetics Supervision Department of the National Medical Products 

Administration (NMPA) organized the National Institutes for Food and Drug Control 

(NIFDC) to draft the Technical Guidelines for Filling in and Submitting Safety Information 

of Cosmetic Ingredients (Draft for Comments) (hereinafter referred to as the Guidelines 

(Draft for Comments)) in accordance with the requirements of the Cosmetic Supervision 

and Administration Regulation (CSAR), Administrative Measures on Cosmetic 

Registration and Notification, and other relevant regulations and technical standards. The 

drafting information is explained as follows: 

I. Necessity 

The safety and effectiveness of cosmetic products are closely related to the quality and 

safety of the ingredients used. According to the Technical Guidelines for Cosmetic Safety 

Assessment 2021, when conducting cosmetic safety assessments, risk assessment 

procedures shall be followed for each ingredient and/or risk substance in cosmetics. 

According to the requirements of the Provisions for Management of Cosmetic Registration 

and Notification Dossiers, when registering and notifying cosmetics, safety information 

documents for the ingredients used in the formula shall be provided. In Annex 14 to the 

Provisions for Management of Cosmetic Registration and Notification Dossiers, the main 

contents and reference style of cosmetic ingredient safety information are provided. In 

order to further standardize the filling and submission of ingredient safety information, it is 

necessary to systematically sort out relevant technical issues and offer corresponding 

guidance. 

II. Principles of Formulation 

(I) The principle of compliance with the laws and regulations. The Guidelines (Draft for 

Comments) follow the principle of compliance with the laws and regulations, keep up the 

spirit of the CSAR, implement the requirements of relevant laws and regulation, and 

summarize relevant technical issues and principles in accordance with the work 
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附件 2 

《化妆品原料安全信息填报技术指导原则（征求意见

稿）》起草说明 

 

为规范和指导化妆品原料安全信息的填报，根据《化妆品监督管理条例》（以下简

称《条例》）《化妆品注册备案管理办法》等相关法规和技术标准要求，国家药监局化

妆品监管司组织中国食品药品检定研究院（以下称中检院）起草了《化妆品原料安全信

息填报技术指导原则（征求意见稿）》（以下称《指导原则（征求意见稿）》）。现将

起草的有关情况说明如下： 

一、必要性 

化妆品产品的安全性、有效性与所用原料的质量安全密切相关，根据《化妆品安全

评估技术导则（2021 年版）》，在开展化妆品安全评估时，应按照风险评估程序对化

妆品中的各原料和/或风险物质进行风险评估。根据《化妆品注册备案资料管理规定》

（以下简称《资料管理规定》）要求，在化妆品注册备案时，应提供配方所用原料的原

料安全信息文件，并在附 14 中，提供了化妆品原料安全信息的主要内容和参考式样。

为进一步规范原料安全信息的填报，有必要对相关技术问题进行系统性梳理，给予相应

指导。 

二、制定原则 

（一）依法依规原则。《指导原则（征求意见稿）》遵循依法依规原则，贯彻《条

例》精神，落实相关法律法规要求，按照化妆品技术指导原则制定和发布的工作程序，

对相关技术问题和技术原则予以总结。 

（二）科学导向原则。《指导原则（征求意见稿）》充分考虑了相关领域的科学研

究进展以及在化妆品行业的实际应用情况，对化妆品原料安全信息的填报进行基本的技

术指导，同时保留了企业自研进步空间，以科学为导向，积极引导企业开展化妆品研究

与创新。 

（三）公开透明原则。《指导原则（征求意见稿）》起草过程中，坚持“公开透明、

广泛参与”原则，充分参考国内外相关法规和技术标准，积极征求监管部门、专家、行

业协会意见，同时根据意见反馈情况及时修改完善。 

三、主要内容 

《指导原则（征求意见稿）》正文共包括十一个部分。 
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