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Risk
No. Products Requiring Assessment Limits in Cosmetics
Substances
1 Mercury <1mg/kg
2 Lead . <10 mg/kg
: All cosmetics to be registered or notified
3 Arsenic <2 mg/kg
4 Cadmium <5 mg/kg
Product formula containing ingredients with
_ ethoxy structure such as ethoxydiglycol,
5 Dioxane _ o <30 mg/kg
PEGs and their derivatives, polysorbates and
their derivatives, Poloxamer, etc.
6 Asbestos Product formula containing talc ingredients Not be tested out
When the sum of ethanol and isopropyl!
7 Methanol <2,000mg/kg

alcohol content > 10% (w/w)
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This method specifies the use of

gas chrom %Iogra;\hy mass spectrometry to

determine the content of diethylene glycol (DEG) in cosmetic products. It is applicable
to various product forms, including creams, emulsions, aqueous and oil-based liquids
gels, powders, and wax-based formulations

- Currently, STSC only includes testing requirements for DEG in cosmetic ingredients

with no established method for finished products

- This method outlines the technical requirements for the qualitative screening and
quantitative determination of 23 ingredients in cosmetics by means of high
performance liquid chromatography-tandem mass spectrometry. It is applicable to
aqueous liquids, creams, emulsions, gels, oil-based liquids, and powder cosmetics,
Compared with the existing method in STSC, this new method expands the scope of
ingredients tested from 7 to 23, and has been optimized to also apply to powder

formulations

This method specifies the use of high performance liquid chromatography-mass
spectrometry for the qualitative and quantitative determination of 129 ingredients in
cosmetics. It covers a variety of formulations, including creams, emulsions, aqueous
and oil-based liquids, gels, powders, and wax-based cosmetics
- Built upon the existing standard within STSC, this new method expands the list of
detectable ingredients from 64 to 129, and incorporates optimizations to address

powder and wax-based product testing
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1. Abstract

- RH Mourghing Might Cream i a residual product for the face and can be used dadly

- Based on the relevant provisions of the Technical Guidelines for Cosmetic Safety Assessment (2021

edition) and the Technical Code for Cosmetic Safety (2015 edition)

(1) A total of 12 ingredients, including water, ascorbic acd (atamdn C), glycersl. 1,3-propanedic
butanediol, decanol, phenoxyethanaol, chlorphenesin, lavender (LAVANDULA AMNGUSTIFOLIA) extract,
hewyl decanol, potassium phosphate, and Yucca glabra root extract, used in the formulation were
evaluated for safety;

(&) Possible risk substances phenol, diethylene glycol and pesticide residues were evaluated;

(3} Tests and evaluations of hazardous substances lead, mercury, arsenic, cadmium, and dioxane were
conducted on the products;

(4} The microbiolegy of the product was tested and evaluated;

(5} The effectivenass of the anti-cormosion system of the product was tested and evaluated;

[B) The stability of the product was tested and evaluated,

[T} The compatibility of the product with packaging materials was evaluated,

The retults show that the product s not hazardous o homan bealth under normal, reasonable and
foresesable use

[ 2 Product Brief Introduction ]
1. product namea: RH Moisturizing Might Cream

2. Product name in Chinese: RH moisturizing night cream

3. product use: take the appropriate amount of this product evenly coated on the face, used at might
4. Average daily use (giday): 1.54*

5. Product residency factor 1.00

b, Systemic Exposure Dose (SED) = Average Daily Use (ADLU) x Residence Factor [RF) » Percentage of
Imgredient in Formulation ¥ Percentage of Percutanecus Absorption [PALY Body 'I'-'E'lght By

MNote* Refer to the average daily usage of creams in THE SCCS NOTES OF GUIDANCE FOR THE
TESTIMG OF COSMETIC INGREDIENTS AMND THEIR SAFETY EVALUATION (11th REVISION] for the
average daily usage of creams

# Body weight is generally the default adult body weight (B0 kg); percutanecus absorption is based

on 100%

| 1. Product Formidila
The Ingragdients sed in 5 formula have been listed in the "Catalog of Used Cosmetic Ingradients®

or “Safety Technical Code for Cosmetics™ (20015 edition), and the table of the product formula is shown
in Table 1. The table of the actual ingredient content of the product is shown in Table 2.

<Table 1, Product formula>

Serial
Sorial | INCI name/ Purpose e
Chinese name R number Remarks
Mo, English name of use
in IECIC
1 ¥ WATER Saolvant IsZ2E0
+ b GLYCERIN )
2 B Humectant 02421
3 3-* oy "ROPAMNELTO NG
1.3-/ PROPANEDIC Colvent 06
'_:.kl"l
i g ASCORBIC conditioning
4 #CD ACITY M09z
agent
5 i DECYL ALCOHOL Salvant 26T
i BUTYLEME
& L GLYCOIL Solvent 1846
Preservatives
_ L ) permitted under the
7 W PHENOXYETHANG|  pragsrvatives 1204 Technical Code of
L Cosmetic Salely
1 (Table 4) No. 37
Prieservalives
permitted under the
8 LEH N CHLORPHENESIN | Preservatives M508 lechnical Code of
Cosmetic Salely
(Table 4) Na. 15
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4. Safety Assessment of Each Ingredient in the Formula

<Table 3, Safety assessment of each ingredients>

ssme

Mo,

Chinese

naime

Content
(%)

B7.24

5T5C
Requirements

Assessment
conclusion of
authoritative
institutions

Use of raw

miaterials in
marketed

| products (%)

Bssessment conshusions

The deionized water within the production
company meets the national standards for
cosmetic production water without safety risks.
cute toicity: According to CIR, Ascorbic Acid
LD50 were estimated: mouse »5000 mg/ieg bw,
rat »5000 mg/kg bw;
Skin irritation: According to CIR, A product
containing 10% Ascorbec Acd was a nonimtant
n 3 d-day minicumulative patch assay on
human skin;
Skin sensitization: According to COR, An
opaque cream containing 5% Ascorbic Acid did
not induce dermal sansitization in 103 human
subpacts;
Eye Imitation: This product is not intended for

use in and is not reasonably foreseeable for use

Refer

ErCes

5 Safety Assessment of Possible Risk Substances

This preduct is evaluated in accordance with the reguirements of the Technical

Guidelines for Safety

Assessment of Cosmetics, based on the current level of scientific knowledge of the risk substances that may

b Ell'ilughl: in by cosmetic raw matemnals, or generated or brought in during the prodection process, and the

results show that:

The production of this product complies with relevant national laws and regulations, and the production

process and product packa qQing materials are stric t'j-' managed and controlled

Possible safety risk substances in products are impunties that cannot be technically avoided and are

introduced by raw materials. The resdual trace impaurities will not cawse hamm 0 hurman health under normal

and reasonable conditions of use. The hazard identification table of product safety risk substances is shown

imn Takle 4

Serial

<Table 4. Hazard identification table of safety risk substances in cosmetics>

Standard Chinese name

Possilile Risk
Subslanies
Mo

digthy lene glycol

naole

I'he u{rl:l' risk substance thai may b Introduced

intn this ingredient is diethylene glveol.

The content of dicthylene glveol inothis product has

been tested, and the test resules are Far below the

limile valise of diethylene glyool in cosmetics in the
European Lindon Cosmetics Regulation (EC Mo
1223/ 2009)"; (.19, so i s bellrved that this

Ingresdient will not cause potential harm o human

health

See details

Appendix 4: Product Risk Substances (Phenol and

Diethylene Chycol) of the

Inspectisn report

Appendix 5 ELN Cosmetic Regulation on imit

wealives For diethiviens: glyool

dizsthylene glycal

The safety risk substance that may be introduced

inin this impredient ks diethylene glvcol

The content of disthylene glyeol inothis prodect bas

been fested, and the test results are Far below the

limit valse of dicthylene glycol in cosmetics in the
Evropean Lndon Cosmetics Regulation (EC No
1223720003 0, 1%, so it is believed that this

Enggresdient will mit cause putential harm o buman

health

Sew detalls

.-‘-.p|'-i-|||:||x 4: Produci Risk Subsiances (Phenol amd
|]|-|'I||:l'|-|'|'||' Ghvoold of the

Inspection e port

Appenelix 5 EL Cosmetle Regulation on Hmdt

wvahies for diethylens glyeol
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6. Risk Control Measures or Suggestions

RH Mourishing Might Cream is a residual produect for the face and can be used daily
This product does not need to be labeled with safety wamings, other instructions and precautions for

use are detailed in the product packaging of this product

7. Safety Assessment Condusions

RH Moisturizing Might Cream is a resident product that can be used daily on the face. The prmany
rmnde of exposure 5 ransdermal absanption, and based on the characterstics of the product, only the

transdermal route was considered in the exposure assessment for this product.

By comprehbensiviely evaluating each of the following aspects of the product:

1. The safety assessment results of each ingredient show that all ingredients are mot
hazardouws to human health at the concentration of this product;

2. The results of the testing and evaluation of possible safety risk substances show that they
are ol Rhazardous 1o human health;

3. The results of the preservative challenge meet the relevant requiremendts;

4, microhighogical test results show that the product microbiological compliance with the
“Technical Code for Cosmetic Safety” (2015 edition) relevant requirements;

5, the harrmful substances test results show that the content of harmful substances in the
product meets the rebevant requisernents of the “Technical Code for Cosmetic Safety” (2015
editsdn).

&, the physical and chemical properties of the product, stability test results show that meets
the relevant reguirements;

7. The result of -'.'T""l'll.-"atltllh‘.}' assessment between the product and packaging matenal showy
that it meets the relevant requirernents,

8. Mo harmful interactions are foreseen between the components of the formulation

In conclusion, it is considerad that the product does not pase a hazard to human health

wnder nanmal and reasonable and loreseealble conditiond of use

8. Signature of Safety Assessor

= AESPSSONT K
» Date: we, 2, 20w

= A O IOOT K

5. Resume of Safety Assessor

Final Report of the Safety Assessrment of L-Ascorble Acid, Calcium Ascorbate,
Magnesium Ascarbate, Magnasium h‘,r_url_lyl Phosphate, Sodium Ascorbate, and Socium
Ascorbyl Phosphate as Used in Cosmetics. and Sodium Ascorbyl Phosphate as Used in
Cosmetics, Published Report 2005 available from CIR
2 hitpe/fwnsw. nhc. gov.orfwiwdyingyang/ 201 B05/a61e775d2 2 344 2eal2 2207 6947 6ed files/
b%aleddbasaldtechcScT29085M0 1 caa pdf
3. Satety Assessment of Glycerin as Used in Cosmetics.Published Report 2019 available
fromn CIR
4, Satety Aszsessment of Alkane Diols as Used in Cosmetics Final Report 2018 available
trom CIR
5. Annual Review of Cosmetic Ingredient Safety Assessments 200472005, Published Re-
review Mot Opened Report 2006 available from CIR.

f. State Food and Drug Administration, Annowncement on the Publication of Technical
Specifications for Cosmetic Safety (2015 Edition), Ma. 268 of 2015

7. Safety Assessment of Fhosphoric Acid and Its Salts as Used in Cosmetics. Final Report
2016 avalable fram CIR

B. httpe MWW NITTOE. O aC/ gk ggtzn/tong: ! R E]l

11. Appendices
1. Towicological data for decanal provided by the supplier of the raw material
. Decancl cross-reference assessment report
. Towicological data for hesyl decanal provided by the supplier of the raw material

Pt

4, Inspection repor of product rsk substances (phenol and diethylens glyool)

5EL cosmetic regulations on diethylene glycal limit values

6. Japanese Ministry of Health and Welfare Motice Mo. 331, Cosmetic Standard Schedule 3
7. Report on anti-cormosion challenges

B, physical and chemical properties, stability report

9 Packaging material compatibility test report
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6. Risk Control Measures or Suggestions

RH Mourishing Might Cream is a residual produect for the face and can be used daily
This product does not need to be labeled with safety wamings, other instructions and precautions for

use are detailed in the product packaging of this product

7. Safety Assessment Condusions

RH Moisturizing Might Cream is a resident product that can be used daily on the face. The prmany
rmnde of exposure 5 ransdermal absanption, and based on the characterstics of the product, only the

transdermal route was considered in the exposure assessment for this product.

By comprehbensiviely evaluating each of the following aspects of the product:

1. The safety assessment results of each ingredient show that all ingredients are mot
hazardouws to human health at the concentration of this product;

2. The results of the testing and evaluation of possible safety risk substances show that they
are ol Rhazardous 1o human health;

3. The results of the preservative challenge meet the relevant requiremendts;

4, microhighogical test results show that the product microbiological compliance with the
“Technical Code for Cosmetic Safety” (2015 edition) relevant requirements;

5, the harrmful substances test results show that the content of harmful substances in the
product meets the rebevant requisernents of the “Technical Code for Cosmetic Safety” (2015
editsdn).

&, the physical and chemical properties of the product, stability test results show that meets
the relevant reguirements;

7. The result of -'.'T""l'll.-"atltllh‘.}' assessment between the product and packaging matenal showy
that it meets the relevant requirernents,

8. Mo harmful interactions are foreseen between the components of the formulation

In conclusion, it is considerad that the product does not pase a hazard to human health

wnder nanmal and reasonable and loreseealble conditiond of use

8. Signature of Safety Assessor

= AESPSSONT K
» Date: we, 2, 20w

= A O IOOT K

5. Resume of Safety Assessor

Final Report of the Safety Assessrment of L-Ascorble Acid, Calcium Ascorbate,
Magnesium Ascarbate, Magnasium h‘,r_url_lyl Phosphate, Sodium Ascorbate, and Socium
Ascorbyl Phosphate as Used in Cosmetics. and Sodium Ascorbyl Phosphate as Used in
Cosmetics, Published Report 2005 available from CIR
2 hitpe/fwnsw. nhc. gov.orfwiwdyingyang/ 201 B05/a61e775d2 2 344 2eal2 2207 6947 6ed files/
b%aleddbasaldtechcScT29085M0 1 caa pdf
3. Satety Assessment of Glycerin as Used in Cosmetics.Published Report 2019 available
fromn CIR
4, Satety Aszsessment of Alkane Diols as Used in Cosmetics Final Report 2018 available
trom CIR
5. Annual Review of Cosmetic Ingredient Safety Assessments 200472005, Published Re-
review Mot Opened Report 2006 available from CIR.

f. State Food and Drug Administration, Annowncement on the Publication of Technical
Specifications for Cosmetic Safety (2015 Edition), Ma. 268 of 2015

7. Safety Assessment of Fhosphoric Acid and Its Salts as Used in Cosmetics. Final Report
2016 avalable fram CIR

B. httpe MWW NITTOE. O aC/ gk ggtzn/tong: ! R E]l

11. Appendices
1. Towicological data for decanal provided by the supplier of the raw material
. Decancl cross-reference assessment report
. Towicological data for hesyl decanal provided by the supplier of the raw material

Pt

4, Inspection repor of product rsk substances (phenol and diethylens glyool)

5EL cosmetic regulations on diethylene glycal limit values

6. Japanese Ministry of Health and Welfare Motice Mo. 331, Cosmetic Standard Schedule 3
7. Report on anti-cormosion challenges

B, physical and chemical properties, stability report

9 Packaging material compatibility test report
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