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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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Guidelines for Handling Approval of Registration...

I. Name and Code of the Administrative Licensing Item
Approval of Registration of Special Cosmetics (00017214900Y)

() Name of the Licensing Item: Approval of Regqistration Renewal of Imported Special

Cosmetics

(II) Code of Handling Guidelines:

(Ill) Implementation List for the Corresponding Government Service Item:

(IV) Implementation Code: 11100000MB0341032Y 1000172046001

(V) Code of the Business Handling Item: 11100000MB0341032Y100017204600102

Il. Subitem Name and Code of the Administrative Licensing Item and Business

Handling Item
(I) Subitem: Approval of Registration of Imported Special Cosmetics (000172149002)

() Business Handling Item: Approval of Registration Renewal of Imported Special

Cosmetics

lll. Competent Authority

National Medical Products Administration (NMPA)
IV. Basis for Setting and Implementation

(I) Setting Basis:

Article 4 of the Cosmetic Supervision and Administration Regulations (CSAR): Classified
management is implemented for cosmetics and new cosmetic ingredients according to
the degree of risk in China. Registration management and notification management are

respectively implemented for special cosmetics and general cosmetics;

Article 17: Special cosmetics can only be produced and imported after being registered

with the medical products administration department of the State Council.
(I1) Implementation Basis:

Article 17 of the CSAR: Special cosmetics can only be produced and imported after being

registered with the medical products administration department of the State Council.

(Ill) Regulatory Basis:
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1. Article 64 of the CSAR: If any false information is provided or other deceptive means

Guidelines for Handling Approval of Registration...

are adopted when applying for administrative license for cosmetics, the administrative
license shall not be granted; if administrative license has already been obtained, the
administrative license shall be revoked by the department that made the decision on
granting the administrative license, and the cosmetics related license application
submitted by the applicant shall not be accepted within 5 years, while its illegal gains and
cosmetics already produced or imported shall be confiscated. Where the value of the
cosmetics already produced or imported is less than 10,000 yuan, a fine between 50,000
yuan and 150,000 yuan shall be imposed; where the value of the cosmetics exceeds
10,000 yuan, a fine of 15 to 30 times the value of the cosmetics shall be imposed. The
legal representative or main person in charge, directly responsible person in charge, and
other directly responsible persons of the unit involved in violations shall be fined not less
than 3 times but not more than 5 times the income thereof obtained from the unit in the
previous year, and they shall be prohibited from engaging in cosmetic production and

operation activities for life.

Article 24 of the CSAR: The period of validity is 5 years for the registration certificate for
special cosmetics. If the registration needs to be renewed upon the expiration of the
period of validity, an application for renewal shall be submitted 30 working days before
the expiration of the period. Except for the situations stipulated in the second paragraph
of this article, a decision shall be made by the medical products administration
department of the State Council on approving the renewal of the registration certificate
for special cosmetics before the expiration of its period of validity; if no decision is made
within the deadline, it shall be deemed as having approved the renewal. When one of the
following situations occurs, the registration renewal shall not be granted: (1) the registrant
fails to submit an application for renewal of registration within the prescribed time limit; (I1)
the mandatory national standards and technical standards have been revised, and the
cosmetics involved in application for renewal of registration cannot meet the

requirements of these revised standards.

Article 6 of the Administrative Measures on Cosmetic Registration and Notification: The
medical products administration departments of provinces, autonomous regions, and
municipalities directly under the Central Government shall be responsible for the
notification management of domestically produced general cosmetics within their
respective administrative regions. They shall, within the scope of entrustment, implement
the notification management of imported general cosmetics in the name of the NMPA,
and assist in on-site verification of registration of special cosmetics.
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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 | * & +86 57186094444 = 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
[;_: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

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 f in D %
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