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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
ChemlLinked.

For further clarification and questions, you can read our Privacy Polices or contact

us at cosmetic@chemlinked.com
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Attachment 1
Good Manufacturing Practices for Cosmetics

(Second Draft for Comments)

Chapter | General Provisions

Article 1 Purpose and Basis In order to regulate the quality management of cosmetics
production, these Practices are hereby formulated in accordance with the Cosmetics
Supervision and Administration Regulations (CSAR), Supervision and Administration

Measures on Cosmetics Manufacture and Operation and other regulations and rules.

Article 2 Scope of Application These Practices are the basic requirements for quality
management of cosmetics production. All cosmetics registrants, notifiers and entrusted
production enterprises within the territory of the People’s Republic of China shall abide by
these Practices.

Article 3 General Requirements Cosmetics registrants, notifiers and entrusted
production enterprises shall be honest and self-disciplined and establish a production
guality management system to realize the control and traceability of the entire process of
cosmetics material purchase, production, testing, storage, sales and recall, so as to
ensure continuous and stable production of cosmetics that meet the quality and safety

requirements.

Chapter Il Institutions and Personnel

Article 4 Organizational Structure Cosmetics registrants, notifiers and entrusted
production enterprises (hereinafter referred to as the “production enterprises”) engaged in
cosmetics production activities shall establish an organizational structure that is
compatible with the type, quantity, and production license items, etc., of the cosmetics
they respectively produce, and define the responsibilities and authorities of quality
management, production and other departments. They shall also be equipped with the
management personnel, technical personnel and testing personnel that are compatible

with the type, quantity, and production license items, etc., of the cosmetics.

The quality management department of production enterprises shall be set up
independently, perform quality assurance and quality control responsibilities, and

participate in all activities related to quality management.

Article 5 Quality and Safety Responsibility System Production enterprises shall

establish a cosmetics quality and safety responsibility system, specifying the
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responsibilities of the enterprises’ legal representative (or the person chiefly in charge, the
same below), person in charge of quality and safety, person in charge of the quality
management department, person in charge of the production department, and the posts
related to cosmetics quality and safety. The personnel in each post shall be responsible
for cosmetics quality and safety level by level, and implement the main responsibility for
cosmetics quality and safety.

Article 6 Legal Representative Legal representatives shall be fully responsible for the
guality and safety of cosmetics, and shall be in charge of providing necessary resources,
rationally formulating and organizing the implementation of quality policies, and ensuring

the realization of quality objectives.

Article 7 Person in Charge of Quality and Safety Production enterprises shall assign a
person in charge of quality and safety who shall master professional knowledge related to
cosmetics quality and safety such as cosmetics, chemistry, chemical engineering, biology,
medicine, pharmacy, food, public health or legal science, etc., and be familiar with
relevant laws and regulations, mandatory national standards, technical specifications, and

have more than 5 years of experience in cosmetics production or quality management.

The person in charge of quality and safety shall assist the legal representative to
undertake the following corresponding product quality and safety management and

product release responsibilities:

(1) Establishing and organizing the implementation of the enterprise’s production quality
management system, implementing quality and safety management responsibilities, and
regularly reporting the operation of the quality management system to the legal

representative;

(2) Making decisions on product quality and safety issues and issuing relevant

documents;

(3) Review and management of product formulas, production techniques, material

suppliers, product labels, etc.;

(4) Material release management and product release;

(5) Monitoring and management of cosmetics adverse reactions;
(6) Product recall management.

The person in charge of quality and safety shall perform his responsibilities independently

and shall not be interfered by other personnel of the enterprise.

Article 8 Person in Charge of Quality Management Department The person in charge
of the quality management department shall master professional knowledge related to
cosmetics quality and safety such as cosmetics, chemistry, chemical engineering, biology,
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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 B3 cosmetic@chemlinked.com-
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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
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