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Disclaimer

ChemLinked provides translation services to assist clients in understanding the content of
regulatory documents. We strive for the accuracy and reliability of our translations, but we

do not warrant the accuracy, completeness, or suitability of the translated content.

Clients are responsible for the risks inherent in utilizing our translation services and should
consult with professional legal advisors as required. ChemLinked disclaims any liability for

any losses or damages arising from the use of our translation services.

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 contact@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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l. Overview

New ingredients are classified into different situations based on their characteristics,
functions, use history, consumption history, etc., in the Provisions for Management of New
Cosmetic Ingredient Registration and Notification Dossiers (hereinafter referred to as the
Dossier Provisions), and corresponding toxicological test item requirements are proposed
based on risk management concepts. New ingredients with a safe consumption history
may be exempted from corresponding toxicological test items as their safe consumption
history can to some extent serves as available data information on toxicological endpoints
of systemic toxicity. In safety assessment, the use safety of new ingredients in cosmetics
can be analyzed and assessed by combining the safe consumption history and relevant

data adopted.

For the purpose of standardizing the research and evaluation of new cosmetic ingredients,
guiding the collection, determination and application in safety assessment of safe
consumption history dossiers of ingredients, and leading registrants and notifiers to
reasonably choose corresponding situations when applying for registration or handling
notification of new ingredients, these guidelines are hereby formulated in accordance with
the requirements of the Cosmetic Supervision and Administration Regulations (CSAR),
Administrative Measures on Cosmetic Registration and Notification, Dossier Provisions

and relevant regulations.

These guidelines are formulated based on current regulations and standards, and level of
scientific understanding, and the applicability thereof shall follow the principle of specific
analysis of specific issues. In addition to the forms specified in these guidelines, registrants
and notifiers of new ingredients may choose other scientific and effective data information
depending on actual situations, but shall provide scientific and reasonable basis and fully
describe that the new ingredients to be registered or notified have a sufficient safe
consumption history. Adjustment will be made to these guidelines in a timely manner with
the updating and improvement of regulations and standards, and development of science

and technology.

Il. Application Scope

These guidelines apply to the research and determination of safe consumption history of
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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 | & +353 18899 951/ +86 (0)571 8609 4444 [ cosmetic@cherhlinked.corn




CHEM

Guidelines for Research and Determination of Safe...

B 2

lamhEHZE R ARE
HRRHAIERER (i1T)

FERRAMEERTE

Website: http://www.chemlinked.com | Email: contact@chemlinked.com
Tel: +353 1 8899 951/+86 (0)571 8609 4444



http://www.chemlinked.com/
mailto:contact@chemlinked.com

CHEM

Guidelines for Research and Determination of Safe...

—. ik

£ (iR IS EIENE)  (LITERR (ERE) ) o, tRIERRS
. TheE. (EFELSE. RRBEEEFER, BHRMOATREY, FETXIEIBESRN
ENSIEFICIEER, B, WTEGREeAhRaHRe, ExeQflhLeats—
B HENEGSIHERSIEAE NIV BERER,. NRGRENAYSEATIeIE,
TEREIHET, AESHERENRERADENERETE, R bR ERrRIR
BTG,

PGB RHTEEAFIN, ESFEMTERRHERXERME. FIELL
REZEHATHINA, 5I1SEMA. FEA (UTEIRERA) SRR RIS
HITERNGEBEENNER, RiE (R EEEFM) (tikmiEnEaxEED
%) (BRARE) FABXRENEX, HIEAIER.

MEBREITEIF IR ELUR SRTRISIARIKE T EIE, HiEBUREEaRE]
BEAFSHTIRN. BRATESRIBBIRITZIIN, RS A RIESEIR B EAEhR
BRHREIEER, ENEERFGENKE, HEBroRBliEMERRNESR
BNZERARE. BEIMREEHTE, UNRNERAKRE, BETEITRZE.

—. EfEE
NeErEER U EFER 22 R R SPHIAFF A E.

Wi R E R ANEEEER EMAIRAERIRIRE T, A4S, WRAY
FEEMRAISESESRNERTEER, ENERSERXTAERK,

=. —HREN

TR ZERRARETRER. ZTOIWAR, NRBEHHIERATITEL
& IR TRENERS. ERTEMFEEFNREN, MIRHNSHESH TS
EfiFS. TEILEL E, 2550 SHFRIRSRE U TEIED TR 2o,

L5, WREISRIGIE. NS RANSIEEER, BRsaHlEMEEHR
FlRIZEeh, R (BRE) PeRINIB g EatTES:, FRIRGERR (BK
HE) K, RMENAIRERANSE. SEARANRSIMEFEREN, EXERE
SO, R SEEEMATRTEMEERTRE R AR,

U, ZeRAGSEIEAEMEAREK

LE AR SEAT IR RN SRR TR S EIEER TN E AT, (EE AN,
GELEMESHRRIHTRADHT, HRFEREGEZRRR eI RE R R E,

Website: http://www.chemlinked.com | Email: contact@chemlinked.com
Tel: +353 1 8899 951/+86 (0)571 8609 4444



http://www.chemlinked.com/
mailto:contact@chemlinked.com

Ne
CHEMLINKED

by REACH24H Consulting Group

oo
(o g o)

Free trial

=/I
s s\ T

Corporate

SUBSCRIBE TO
CHEMLINKED NOW

REMOVE COSMETIC REGULATORY BARRIERS
EXPEDITE GLOBAL 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

Paramount Court, Corrig Road, Sandyford, Dublin 18, Ireland
CHEMLINKED.COM Tel: +353 1 8899 951 / +86 (0)571 8609 4444 / E-mail: cosmetic@chemlinked.com

Visit our website for more information about global cosmetic news & regulation updates f in D %
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