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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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Annex 1

Inspection Points and Judgment Principles of Cosmetic Good

Manufacturing Practices

(Draft for Comments)

In order to regulate the quality management of cosmetics production and protect the
legitimate rights and interests of cosmetics producers and operators, the National Medical
Products Administration has organized and formulated the Inspection Points and Judgment
Principles of Cosmetic Good Manufacturing Practices in accordance with the Cosmetic
Supervision and Administration Regulations (CSAR), Supervision and Administration
Measures on Cosmetics Manufacture and Operation and other laws and regulations and

rules for implementation of the Good Manufacturing Practices for Cosmetics (the Practices).
I. Application Scope of Inspection Points

() Inspection of cosmetics registrants, notifiers and entrusted production enterprises
engaged in cosmetics production activities in accordance with the “Inspection Points of
Cosmetic Good Manufacturing Practices” (Actual Production, see Attachment 1).
Attachment 1 lists 82 inspection items in total, covering 29 key items (including 5 critical

items and 24 other key items) and 53 general items.

(1) Inspection of cosmetics registrants and notifiers entrusting production in accordance
with the “Inspection Points of Cosmetic Good Manufacturing Practices” (Entrusted
Production, see Attachment 2). Attachment 2 lists 24 inspection items in total, covering 9

key items (including 2 critical items and 7 other key items) and 15 general items.

(1) Separate inspection of cosmetics registrants and notifiers both engaged in cosmetics
production activities and entrusting production respectively in accordance with the

Attachments 1 and 2.

|http://cosmetic.chemlinked.com
14F, #3 Bldg., Haichuang Technology Center, No. 1288 Wenyi West Road, Hangzhou, China. PC: 311121

Tel: +86 571 8609 4444 | Fax: +86 571 8700 7566 | Email: cosmetic@chemlinked.com



http://cosmetic.chemlinked.com/
mailto:cosmetic@chemlinked.com

CHEM

Il. Inspection Classification and Judgment Principles

Inspection Points and Judgment Principles...

(I) On-site inspection of production license

Medical products administration departments shall conduct on-site inspection of production
license for cosmetics production license applicants in accordance with Attachment 1. After
inspection, if all inspection items comply with the provisions, the applicants shall be judged

as “eligible for cosmetics production license”.

If one of the following circumstances exists, the applicants shall be judged as “ineligible for

cosmetics production license”:
1. Having 1 or more critical items not complying with the provisions;

2. Having 6 or more defective critical items and other key items not complying with the

provisions in total,

3. Having 16 or more key items not complying with the provisions, defective key items, and

general items not complying with the provisions in total.
(I1) On-site inspection after renewal of production license

Medical products administration departments of provinces, autonomous regions and
municipalities directly under the Central Government shall, within 6 months from the date
of re-issuing new cosmetics production license to the applicants for the renewal of
cosmetics production license, conduct on-site inspection of the enterprises in accordance
with Attachment 1. If the inspection result complies with one of the above three
circumstances of “ineligible for cosmetics production license”, the medical products
administration departments shall revoke the cosmetics production license thereof in

accordance with the law.
(111 Daily supervision and inspection

1. Supervision and inspection of cosmetics registrants, notifiers and entrusted production
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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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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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