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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
Reform Tracking

— CSAR —
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Instructions for Toothpaste Notification Dossiers
(Draft for Comments)
Chapter | General Rules

Article 1 Overview For the purpose of regulating the administration of toothpaste
notification, ensuring the standardized submission of various toothpaste notification
documents, these Instructions are hereby formulated in accordance with the requirements
of “Cosmetic Supervision and Administration Regulations” (CSAR) and “Administrative

Measures on Toothpaste” and other relevant laws and regulations.

Article 2 Application Scope The submission of documents for notification of toothpastes
that are produced and operated within the territory of the People’s Republic of China shall

meet the requirements of these Instructions.

Article 3 General Requirements The toothpaste notifier shall follow the principles of risk
administration, based on scientific research, be responsible for the authenticity, legality,
and completeness of the submitted notification documents, and bear corresponding legal
responsibilities. The overseas toothpaste notifiers shall supervise the notification of

domestic responsible persons.

Article 4 Requirements for Text and Translation The toothpaste notification documents
shall use standardized Chinese characters published by the State. Except for registered
trademarks, website addresses, patent names, names and addresses of overseas
enterprises, etfc., which must use other languages, all other texts shall be fully and
normatively translated into Chinese, and the original texts shall be attached following the

corresponding translation.

Article 5 Requirements for Signature and Seal The toothpaste notification documents
shall comply with the relevant national provisions on the use of seals, be with complete
signatures and seals, and have legal effect. According to provisions, if overseas
enterprises and other organizations do not use the official seal, the documents shall be
signed by the legal representative or the person in charge of the enterprise (other

organization).

Except for the document originals issued by the competent government departments or
relevant institutions, notification testing institutions, notary publics, efc., the notification
documents shall be stamped with the official seal page by page by the domestic notifier or
domestic responsible person. The user who uses the official seal with the electronic
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encryption certificate can directly stamp the electronic official seal on the electronic

documents.

Article 6 Requirements for Standardization China’s legal measurement units shall be
used in the toothpaste notification documents. If other measurement units are used, they
shall be converted into China’s legal measurement units; references shall be cited
accurately, and the citation format shall comply with the relevant national standards of
China; the use of punctuation marks, diagrams, terminology, efc. shall be standardized to

ensure that all the contents of the documents are accurate and standardized.

Article 7 Requirements for Consistency The contents of the same item in the
toothpaste notification documents shall be consistent; if there are relevant certification
documents, the item contents shall be accordant with the those included in such

certification documents.

Article 8 Requirements for Format and Display The main text in the toothpaste
notification documents shall be black, and the contents shall be easy to identify.
Appropriate line spacing and page margins shall be set to ensure that no text information

is lost during printing or binding.

Article 9 Requirements for Paper and Printing For the paper documents of toothpaste
notification, the internationally standard A4 size paper shall be used, with contents
complete and clear, which shall not be altered. If larger size paper is needed for the
unfolding pictures of toothpaste packaging, other sizes of paper can be used to ensure
that it is properly placed in the A4 size documents. The carrier and writing materials of
paper documents shall meet the durability requirements.

Chapter Il Requirements for User Information Related Documents
Section | Document Items and Requirements

Article 10 User Information Related Document Items When handling toothpaste
notification for the first time, the following user information related documents shall be
submitted:

(I) Notifier Information Form (see Attachment 4) and the resume of the person in charge of

quality and safety;
(INOverview of Quality Management System of Notifier (see Attachment 5);

(1 Overview of Adverse Reaction Monitoring and Evaluation System of Notifier (see
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Make Sure Your Products Entering Global Market
with Compliance

What we can do for you?

+ 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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Free trial
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Corporate

SUBSCRIBE TO
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

14th Floor, Building 3, Haichuang Technology Center, 1288 West Wen Yi Road, Hangzhou, China (311121)
CHEMLINKED.COM Tel: +86 (0)571 8609 4444 / Fax: +86 57187007566 / E-mail: cosmetic@chemlinked.com

Visit our website for more information about AP cosmetic News & Regulation updates § jn O &
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	第一章 总则
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	第九条（纸张和打印要求）牙膏备案纸质资料应当使用国际标准A4型规格纸张，内容完整清晰、不得涂改。牙膏的包装展开图片等确需更大尺寸纸张的，可使用其他规格纸张，确保妥善置于A4规格资料内。纸质文件资料的载体和书写材料应当符合耐久性的要求。
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	第十一条（质量安全负责人简历要求）质量安全负责人的简历应当包括质量安全负责人的教育背景、工作经历以及证明其符合相关要求的其他内容。
	第十二条（质量管理体系概述要求）质量管理体系概述是对备案人质量管理控制能力和过程的总结描述，应当如实客观地反映实际情况。语言应当简明扼要，体现出质量控制关键点设置和日常执行管理要求。
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