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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 Polices 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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Attachment 7

Determination of Total Fluoride in Toothpaste (Draft for Comments)

1 Scope

This method specifies the determination of total fluoride content in toothpaste by gas

chromatography (GC).

This method applies to the determination of total fluoride content in toothpaste.

2 Method Summary

After derivatization extraction, the sample is separated by a gas chromatograph and
detected by a hydrogen flame ionization detector. Qualitative analysis is performed based
on the retention time, while quantitative analysis is conducted using the peak area ratio of

the fluoride to the internal standard.

The limit of detection (LOD) of this method is 0.001 mg for total fluoride, and the lower limit
of quantification (LOQ) is 0.002 mg. When the sampling amount is 0.2 g, the concentration
of detection of this method is 5 mg/kg, and the minimum concentration of quantification is
10 mg/kg.

3 Reagents and Materials

Unless otherwise specified, the reagents used in this method shall be analytically pure or
of a higher specification and the water shall be Grade 1 water specified in GB/T 6682.

3.1 High purity nitrogen (99.999%).
3.2 High purity hydrogen (99.999%).
3.3 Toluene.

3.4 Trimethylchlorosilane (TMCS).

3.5 Perchloric acid: 70%~72%.
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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




Determination of Total Fluoride in Toothpaste (Draft for Comments) and...

Bt 7

Determination of Total Fluoride in Toothpaste (Draft for Comments)

1 BE
REFEE T VEBIEENET BT RANRE.
ALRERTAEFZARERNE.

2 HiHRE

HmEdiTENRNE, XA —M‘E@A nE, EXEBEFURINEE N, RIFRERE
Ett, ADSRIRERRLE

ATTiEX B AAEHRYS 0.001 mg, EE TR 0.002 mg; EWFEN 0.2 g, &
TiERHRER 5 mo/kg, RIEEERE 10 mg/kg.

3 itFFnaE

BRBEMEIN, AFERRRFISAOaEa A EMg, K79 GB/T 6682 MERI—4K
7K,

3.1 SRS (99.999%) .

3.2 2SS (99.999%) .

3.3 B,

3.4 =HESHER (TMCS) .

3.5 B 70%~72%,

3.6 TE/KKT: 4fE>99.5%,

3.7 @ALEN: EiEmIE (105 °Cx2 °C, & 2h) .
3.8 BBEFINERR, WE 1000 mg/L (BIEFESRR) .

3.9 10%SLIER: FREX 100 g SEIRT 1 LB EMRS, B—RKEREELE,
S,
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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
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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
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