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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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You can now catch up with the latest updates
of China CSAR on ChemLinked:

Stay tuned for more translations:

We will provide English, Japanese and Korean
translations of CSAR and supporting rules soon.

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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Appendix 7

Test Method for Efficacy Measurement of Skin Whitening Cosmetic
Products

Method | Test method for efficacy measurement of skin whitening cosmetic

products through a pigmentation model induced by ultraviolet in human
1 Scope

This method specifies the test method for efficacy measurement of skin whitening

cosmetic products through a pigmentation model induced by ultraviolet in human.

2 Definition

2.1 Minimal erythema dose (MED): It refers to the minimum dose (J/m?) or the shortest
time (s) of ultraviolet irradiation required by reaching most areas of the irradiation spot for

scope, which can cause clearly visible erythemas on the skin.

2.2 Individual type angle (ITA®): It refers to the parameter used to characterize human skin
color by measuring skin L*a*h* color space data with skin colorimeter or reflectance
spectrophotometer, and the calculation formula is as follows:

(L* —50)} 180

ITA° = {arctan
T

2.3 Melanin index (MI): It refers to the parameter used to characterize the melanin content
in skin by measuring the absorption of spectrum with specific wavelength by the skin
surface.

3 Test Method
3.1 Selection of subjects

The qualified subjects shall be selected according to the inclusion and exclusion criteria,
to ensure that the number of effective cases completed in each test area is not less than
30.

3.1.1 Inclusion criteria

3.1.1.1 Healthy male or female, 18 ~ 60 years old;
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3.1.1.2 The ones whose ITA® value of skin color at the tested part is 20°~41°;

3.1.1.3 Those who have no allergic diseases or allergic history of cosmetic products or

other external preparations;

3.1.1.4 Those who have no history of photosensitivity diseases in the past and haven’t

taken drugs affecting photosensitivity recently;

3.1.1.5 There shall be no pigmentation, inflammation, cicatrix, pigmented nevus and

hirsutism, etc. for the skin in the tested part;

3.1.1.6 Those who can accept the tanning of the skin in the tested part with artificial light

source,

3.1.1.7 Those who can understand the test process, and voluntarily participate in the test

and sign a written informed consent.
3.1.2 Exclusion criteria

3.1.2.1 Pregnant or lactating women, or those who prepare for pregnancy in the near

future;

3.1.2.2 Those who have a dermatosis history such as psoriasis, eczema, atopic dermatitis

and severe acne, efc.;

3.1.2.3 Those who have taken anti-inflammatory drugs such as corticosteroids orally or

externally within the recent 1 month;

3.1.2.4 Those who have taken any products or drugs (such as hydroquinone preparations)

that affect skin color orally or externally within the recent 2 months;

3.1.2.5 Those who have participated in similar tests within the recent 3 months or 3
months ago, but their skin pigmenting marks at the tested part have not been completely
faded;

3.1.2.6 Those who have participated in other clinical tests within the recent 2 months;

3.1.2.7 Others that are considered to be not suitable to participate in the test by clinical

assessment.
3.2 Test substance
3.2.1 Test product: skin whitening cosmetic products.

3.2.2 Negative control: blank control in pigmented area.
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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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Test Method for Efficacy Measurement of
Skin Whitening Cosmetic Products
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2.1 /NIBIE (Minimal erythema dose, MED) : 3|&ERRAKEHE] WHILIHE,
FELOEIAEIRST AR n KIS TR ENRIMERFRITHIEZE (J/m?) SEERTE (s) .

2.2 MAEEE (individual type angle, ITA®): BT EEITEREITS YL
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2.3 EERIEH (melanin index, MI): B UERRREXHFER I CEAIIRIL
KRR RESENSHL.

3 iAeHE
3.1 il EREE
BRNIEHHRMRERESBIIRINE  HRZFUNAX RS E M BIEIIAMET30

3.1.1 Nt

3.1.1.1 18~60%, {@RREM4EH;

3.1.1.2 URKERAIARE ITAYERE 20°~41°F;

3.1.1.3 ZEHMRR, TImeEEsNRHFRITEsE;

3.1.1.4 BHETSCRMEERRSE, ITHIARERSIIECRMERTZYD

3115 ZEMUNRBRNEBRRTE. RE. BR. BRE. Z2ETFUKR.
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3.1.2.1 iHREEIEINZ, BirREEZIHIE,
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3.1.2.6 12 MEARSIITEBIGRIZES

3.1.2.7 EHgREEAARESSINARE.
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3.2.1 d3ErTa: BRI,

322 [AMNER: BUXTAXIEE.

3.2.3 [AMXIER: $RMOR | B ECHIAY 7%TUAMER (AR C) HIFR (4°CEH.
REBDRT).

3.24 WA

A TEARIEZRIENFRII MUK H TZIMIRGRR, IREERRNA/INT 6cm2,
imFEE Y 2.00£0.05mg/cm2, BNRX Z[ERYEIFBALA/VT 1.0em, FRafERmE
NARIEFGRERGRE, MFEEFRSIKFR, BRRRERIEARANT 4 0\,

3.3 RIGERL: MR FNIEEN, BANEEARR. EEFIFRGER L.
BRI XEFRNANF 0.5cm?, HEFEMNAEXIER,

3.4 H¥HYER

341 BXEIUNL: RAEGIESIGOEES. ser-£ UVA+UVB RIKRINERY
AT EAERIYL, 290nm LUFAGRKRIFHE SAT RS, WHiEmaidit
EERRIE,
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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.
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