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2 [COCAMIDOPROPYL BETAINE EE [+ -]
3 [SODIUM METHYL COCOYL TAURATE EE R [+ -]
4 | |SODIUM LAUROYL SARCOSINATE e a2 v o2
5 | SODIUM METHYL 2-SULFOLAURATE L) @2 v [+ -]
6 |laLvceRN 3 [+ -]
7 [PEG-150 PENTAERYTHRITYL TETRASTEARATE =z 5 v [+
8 | [POTASSIUM COCOYL GLVCINATE g3 o2
o oL g% B2 ] /AE0.0000%~10000% :/ L]
10 |[GLYCOL DISTEARATE £8 #5 v/ o2
11 [PPG-2 HYDROKYETHYL COCAMIDE 3 [+ -]
12 [FRAGRANCE L B8 v [+ -]
13 | POTASSIUM COCOATE g3 25 v os
14 |[SODIUM SULFATE 3 25 v ]
15 ||coco-GLUCOSIDE g3 8 v o2
16 | DISODIUM 2-SULFOLAURATE 3 [+ -]
17 |[caprAvL eLrcoL g8 o2
18 |[GLYCERVL OLEATE EE] o2

19 [eLvceRvL sTEARATE L) [+ -]
20 CITRICACID g8 [+ -]
21 |[BUTYLENE GLYCOL R [+ ]
22 | [AVENA SATIVA (OAT) KERNEL EXTRACT R oe
23 |[ENZOICACID =R g;mg?ﬁ%ﬁ%ﬁﬁ& i =
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INCI Name Cas No. w/w% i
Aqua 7732-18-5 73.255 A
Cocamidopropyl Betaine 61789-40-0 5.55 Vol B e
Sodium Methyl Cocoyl Taurate 12765-39-8 5.00 Vol B |
Sodium Lauroyl Sarcosinate 137-16-6 4.50 Vol B |
Sodium Methyl 2-Sulfolaurate 4016-21-1 3.04 422 A
Glycerin 56-81-5 2.12 e B
PEG-150 Pentaerythrityl .
Tetrastearate 130249-48-8 | 1.30 Vo Y e |
Potassium Cocoyl Glycinate 301341-58-2 | 1.05 ol I |
Phenoxyethanol 122-99-6 0.90 7
Glycol Distearate 627-83-8 0.66 SUE A I8 |
PPG-2 Hydroxyethyl Cocamide 201363-52-2 | 0.52 ol I |
Fragrance - 0.50 B
Potassium Cocoate 61789-30-8 0.45 Yol B e |
Sodium Sulfate 7757-82-6 0.32 AR 3 A
Coco-Glucoside 110615-47-9 | 0.30 Az H
Disodium 2-Sulfolaurate 38841-48-4 0.16 Vol B |
Caprylyl Glycol 122-99-6 0.10 e B AR
Glyceryl Oleate 25496-72-4 | 0.09 ol T e
Glyceryl Stearate 31566-31-1 0.09 L/ I B
Citric Acid 77-92-9 0.03 il
Butylene Glycol 107-88-0 0.03 BUJE 23 72 |
Avena Sativa (Oat) Kernel Extract | - 0.02 BUJE 23 72 |
Benzoic Acid 65-85-0 0.015 7§

Total

100
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Declaration of Conformity
AEF/ARZ AL PRSP EY FARL RS BELUEERN A ST

| hereby declare that the products described below manufactured in conformity with

Cosmetic Good Manufacturing Practice

- R
Manufacturer's Name

~ B R A

[

Manufacturer's Address
ﬁl r)l{l ““
Product forms

=~ (TEEP

W

The process of operations
BRI ARG NE Ao GEFFRETAAMERERT 0 AL
H/hARER R REELS S

Where violations of this-declaration occur, | agree to take the legal responsibilities.

EmE oL (Signature) e ;ﬁ“}&ﬁ
Applicant :%: A i
B '%'L AfR A A (Signature)
Person in charge B -?}- A g

— B RN ETE p;g;&i
Company Tax ID No. / ID Number
o2 L
Address:

o A R & y p
Date year month day
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B Trade Name INCI Name Cas No. w/w% i
(Product Name)
1 - Aqua 7732-18-5 42.7 |
SP CRODASINIC | Aqua(70%) 7732-18-5
2 LS30 MIT MBAL- | Sodium Lauroyl 137.16.6 15.0 | B & 5 1A
LQ-(RB) Sarcosinate (30%)
Aqua (63%)
Deh ® KE T 7732-18-5
ehyton
3 y , 150 | & & &4
IS Cocamidopropyl
. 4016-21-1
Betaine (37%)
Agua (56%) 7732-18-5
Sodium Methyl 2- 4016-21-1
4 Alpha-Step® PC- | g\ ifolaurate (38%) 3.0 4256 Al
o Sodium Sulfate (4%) | 7757-82-6
Disodium 2- 38841-48-4
Sulfolaurate (2%)
Aqua (70%) 7732-18-5
Potassium Cocoyl
. ) 301341-58-2 . N
5. Amilite GCK-12H | Glycinate (21%) 5.0 | o SR
Potassium Cocoate
61789-30-8
(9%)
6. HOSTAPON®CT | Sodium Methyl Cocoyl . N
12765-39-8 5.0 Vol I el
PASTE Taurate
Aqua (60.5%) 7732-18-5
Glycol Distearate
627-83-8
(22%)
Lamesoft® TM Coco-Glucoside (10%) | 110615-47-9 ) N
7. 3.0 | BRED A
Benz Glyceryl Oleate (3%) 25496-72-4
Glyceryl Stearate (3%) | 31566-31-1
Citric Acid (1%) 77-92-9
Benzoic Acid (0.5%) 65-85-0
PEG-150
) Pentaerythrityl 130249-48-8 o 4k a
8 Versathix™ 26 | R H A
Tetrastearate (50%)
Aqua (30%) 7732-18-5

10




PPG-2 Hydroxyethyl
] 201363-52-2
Cocamide (20%)
9. - Glycerin 56-81-5 2.0 i B A
Phenoxyethanol (90%) | 122-99-6 .
10. VERSTATIL PC 1.0 7 & |
Caprylyl Glycol (10%) | 1117-86-8
1. |- Fragrance - 0.5 R
Glycerin (60%) 56-81-5
Butylene Glycol (15%) | 107-88-0
12. | Phytexcell OAT | Aqua (15%) 7732-18-5 0.2 | "V 3 12|
Avena Sativa (Oat)
Kernel Extract (10%)
Total 100.0
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1. INClI name : Aqua
Aqua CoA
iRl P 2 R Rk * Wk 2
% e &2 M} (on
pH (at25°C)  [6.5~8.5 7.8 , ‘
line) pH meter B| 7_
5.2 uS/cm e R 2Z A (on
% R (at 25°C) <1
BT AR (at )|<10 pS/cm line) & T & =58 %
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2. Trade name (Product name) : SP CRODASINIC LS30 MIT MBAL-LQ-

(RB)

INCI name : Sodium Lauroyl Sarcosinate

" Certificate of Analysis

Repeat printout /

A quality management system registered to the international standard

1SO 9001 was used to manufacture and test this material.

Quantity. 16,000.000 KG
Batch Details
Product Name: SP CRODASINIC LS30 MIT MBAL-LQ-(RB)  Date of test: 14.07.2021
Date of manufacture: 11.07.2021
Retest date: 11.07.2023
Quality Control Results
Analytical Test Specification Limit
Method No.  Characteristic Lower Upper Value Unit Status
Addendum 00 PASS OR FAIL Pass - P
REVISION NUMBER 1.0 Pass - P
G30001 APPEARANCE (CLARITY) CLEAR Pass - P
G30001 APPEARANCE (COLOUR) COLOURLESS Pass - P
G30001 APPEARANCE (FORM) FOAMING LIQUID Pass - P
G34300 ACTIVITY OF N-ACYL 29 31 30 % P
SARCOSINATE BY NIR
G01801 COLOUR 0 60 7 APHA P
G04401 PH (10% SOLUTION) 7.5 8.5 7.9 P
G00901 SOAP CONTENT OF N- 0.00 2.00 0.63 % P
LAURQYL SARCOSINATE
RSPO CERTIFICATION BMT-RSPO-000157 Pass - P
NUMBER

This Product has been manufactured and tested to GMP in accordance with

EXCIPACT

Batch Status: Pass

The quality tests on this batch are reported above. The tests carried out are those necessary to demonstrate
compliance with our product specification and are not intended to guarantee the product as suitable for any
application beyond those contained in the specification. We recommend you perform your own quality and or

identification checks on receipt

15



3. Trade name (Product name) : Dehyton® KE T IS

INCI name : Cocamidopropyl Betaine

Certificate of Analysis

Certificate of Analysis according to DIN 55350-18-4.2.2
Dehyton® KE T IS

200KG Plastic drums

Lot/Qty 9400.000 KG
Total 16000.000 KG
Transport CMAU1153056
Lower Upper
Characteristic Unit Value Limit Limit
Method
Appearance PASS
Visual
Odour Pass
Smell
Washing active substance % 31 29 31
Calculation
Water content % 63 64
IS0 4317
Sodium chloride % 5.1 5.5
Method no.920017-01
Sodium sulfate % 0.9 1.5
Method no.920015-01
pH (5% solution) 5.7 4.5 6.5
IS0 4316
Total colony count <10

16



4. Trade name (Product name) : Alpha-Step® PC-48
INCI name : Aqua (56%) ~ Sodium Methyl 2-Sulfolaurate (38%) ~

Sodium Sulfate (4%) ~ Disodium 2-Sulfolaurate (2%)

Certificate of Analysis

Material No. & Description:
Specification number:

Date of Manufacture: 10-MAR-2021
Certification Date: 11-MAR-2021
Recommended Retest Date: 09-MAR-2024

In
Description Limits Out Result Units
110-0 APPEARANCE (@ 25C) Clear, Yellow Liquid IN Passes
058-0 PH (10% in Water) 540 = 7.0 N 5.6
c0014 TOTAL ACTIVE (%) (MW 338) 37 - 40 D 38 %
125-0 FREE OIL 2.5 Max. IN 1.6 %
119-0 SODIUM CHLORIDE 0.1 Max. IN 0.0 %
098-G SODIUM SULFATE 3.0 Max. IN 2.3 %
149-E  METHANOL 500 Max. IN 286 ppm
225-0 FREE PEROXIDE 30 Max. IN 0 pem
006-C COLOR GARDNER 3 Max. IN 2
045-0 ODOR Characteristic IN Passes
057-0 SULFITE (As NaHSO3) 50 Max. (ppm) IN Passes

17



INCl name : Sodium Methyl 2-Sulfolaurate

Pub@hem Sodium Methyl 2-Sulfolaurate (Compound)

Property Name Property Value Reference

Molecular Weight 316.39 Computed by PubChem 2.1 (PubChem release 2021.05.07)
Hydrogen Bond Donor Count 0 Computed by Cactvs 3.4.8.18 (PubChem release 2021.05.07)
Hydrogen Bond Acceptor Count 5 Computed by Cactvs 3.4.8.18 (PubChem release 2021.05.07)
Rotatable Bond Count 12 Computed by Cactvs 3.4.8.18 (PubChem release 2021.05.07)
Exact Mass 316.13203935 Computed by PubChem 2.1 (PubChem release 2021.05.07)
Monocisotopic Mass 316.13203935 Computed by PubChem 2.1 (PubChem release 2021.05.07)
Topological Polar Surface Area 91.9 A? Computed by Cactvs 3.4.8.18 (PubChem release 2021.05.07)
Heavy Atom Count 20 Computed by PubChem

Formal Charge 0 Computed by PubChem

Complexity 337 Computed by Cactvs 3.4.8.18 (PubChem release 2021.05.07)
Isotope Atom Count 0 Computed by PubChem

Defined Atom Stereocenter Count 0 Computed by PubChem

Undefined Atom Stereocenter Count 1 Computed by PdbChem

Defined Bond Stereocenter Count 0 Computed by PubChem

Undefined Bond Stereocenter Count 0 Computed by PubChem

Covalently-Bonded Unit Count 2 Computed by PubChem

Compound Is Canonicalized Yes Computéd by PubChem (release 2021.05.07)
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INCI name : Sodium Sulfate

Sodium sulfate anhydrous for analysis EMSURE® ACS,ISO,Reag. Ph Eur

Spec. Values
Assay (alkalimetric) >299.0 %
Assay (alkalimetric, calculated on dried 98.5-101.0 %
substance)
Identity passes test
Appearance of solution passes test
Insoluble matter £0.01 %
Acidity or alkalinity passes test
pH-value (5 %; water; 25 "C) 52-8.0
Chloride (Cl) <0.001 %
Phosphate (POa) <0.001 %
Total nitrogen (N) <0.0005 %
Heavy metals (ACS) < 0.0005 %
Heavy metals (as Pb) < 0.0005 %
As (Arsenic) < 0.0001 %
Ca (Calcium) < 0.005 %
Fe (Iron) < 0.0005 %
K (Potassium) <0.002 %
Mg (Magnesium) <0.001 %
Loss on drying (130 °C) s05 %
Loss on ignition (800 °C) <05 %
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INCI name : Disodium 2-Sulfolaurate

Pub@hem Disodium 2-sulfolaurate (Compound)

Property Name Property Value Reference

Molecular Weight 324.35 Computed by PubChem 2.1 (PubChem release 2021.05.07)
Hydrogen Bond Donor Count 0 Computed by Cactvs 3.4.8.18 (PubChem release 2021.05.07)
Hydrogen Bond Acceptor Count 5 Computed by Cactvs 3.4.8.18 (PubChem release 2021.05.07)
Rotatable Bond Count 9 Computed by Cactvs 3.4.8.18 (PubChem release 2021.05.07)
Exact Mass 324.09833354 Computed by PubChem 2.1 (PubChem release 2021.05.07)
Monoisatopic Mass 324.09833354 Computed by PubChem 2.1 (PubChem release 2021.05.07)
Topological Polar Surface Area 106 A? Computed by Cactvs 3.4.8.18 (PubChem release 2021.05.07)
Heavy Atom Count 20 Computed by PubChem

Formal Charge 0 Computed by PubChem

Complexity 299 Computed by Cactvs 3.4.8.18 (PubChem release 2021.05.07)
Isotope Atom Count 0 Computed by PubChem

Defined Atom Stereocenter Count 0 Computed by PubChem

Undefined Atom Stereocenter Count 1 Computed by PubChem

Defined Bond Stereocenter Count 0 Computed by PubChem

Undefined Bond Stereocenter Count 0 Computed by PubChem

Covalently-Bonded Unit Count 3 Computed by PubChem

Compound Is Canonicalized Yes Computed by PubChem (release 2021.05.07)
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5. Trade name (Product name) : Amilite GCK-12H

INCI name : Aqua (70%) ~ Potassium Cocoyl Glycinate (21%) -

Potassium Cocoate (9%)

CERTIFICATE OF ANALYSIS

Product

AMILITE GCK-12H

Date of Production November 30, 2020
Date of Expiration November 30, 2024
Date of Analysis December 14, 2020

Item

Specification

Result

(1) Description
{2) Identification
Infrared Spectrophotometry

Gas Chromatography

Refer "COMMENT"

Passed test

Passed test

Passed test

Passed test

Passed test

Potassium Salt Passed test Passed test
{(3) Transmittance NLT 60% 86%
(4) pH 8.0~9.0 8.1
(5) Heavy Metals (Pb) NMT 20 ppm NMT 20 ppm
(6) Arsenic (As203) NMT 2 ppm NMT 2 ppm
(7) Nitrogen Content 1.4~1.9% 1.7%
(8) Content 29~ 35% 30%
(9) Fatty acid Content of Residue on 25~ 35% 31%
Evaporation
(10) Total Viable Counts NMT 100 cfu/mL NMT 100 cfu/mL
COMMENT: Pale yellow to yellow liquid, a slightly characteristic odor

21



INCI name : Potassium Cocoyl Glycinate

INCI NAME
Potassium Cocoyl Glycinate

STRUCTURE
ﬁ

RC — NHCH,COOK

where RCO- represents the cocoyl moiety.

CHARACTERISTICS
Appearance Clear liquid
Odour Typical

SPECIFICATIONS

Nitrogen content(%; Aq.) 1.1-16
Color (430 nm T%) 85.0 Min.
pH value 70-9.0
Solids (%) 30 - 35
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INCI name : Potassium Cocoate

INCI-name: Potassium Cocoate
Characteristics: Aspect: Yellowish liquid
Preservative: Preservative free
Specifications: Total solids (%): 42.0-440 EOC-method nr: 2101
pH: 100-115 EOC-method nr: 3001
Storage: 15°C - 30°C
Shelf-life: 1 year In original closed packaging
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6. Trade name (Product name) : HOSTAPON®CT PASTE

INCI name : Sodium Methyl Cocoyl Taurate

Product Fact Sheet

Anionic surfactant for the cosmetic industry

Chemical name Coconut fatty acid methyl tauride sodium salt
R= Cg-C13
INCI designation Sodium Methyl Cocoyl Taurate

PRODUCT PROPERTIES'

Appearance (20 °C) white, pasty
Hazen colour (5 % water max. 100
solution)

pH-value (5 % tel quel in water) 7.0-9.0
Water 56.0 —60.0 %
Active substance 285-315%
Mean molecular weight 363 g/mol
Sodium chloride 55-85%
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7. Trade name (Product name) : Lamesoft® TM Benz
INCI name : Aqua (60.5%) ~ Glycol Distearate (22%) ~ Coco-
Glucoside (10%) ~ Glyceryl Oleate (3%) ~ Glyceryl

Stearate (3%) ~ Citric Acid (1%) ~ Benzoic Acid (0.5%)

Product Datasheet

Valid since 25.07.2014
Revision 1.1

Care Chemicals

Characteristic values

The specifications stated in the paragraphs 'Quality control data' and 'Additional product descriptive data’'
finally and conclusively describe the properties of the product.

Quality control data
(Data which is used for quality release and is certified for each batch.)

Water content (Karl Fischer) 59.0-63.0 %

DGF C-Ill 13A
Dry residue (105 °C) 37.0-41.0% Internal method 96004901
Density (20 °C) 1.0200 - 1.0500 g/cm3 DIN 51757
Filling density 0.980 - 1.020 g/cm3 Internal method 94017101
Viscosity Brookfield (20 °C) 1000 - 10000 mPas ASTM D 2196
pH value (20 °C; 10 %) 3.0-35

Internal method 92003901
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INCI name : Glycol Distearate

INCI Name Glycol distearate
CH3(CHy)15C—0O(CH;),0—C(CH;)1¢CH,
Description Ester of ethylene glycol and stearic acid
Composition | Component Name CAS No. EINECS Component
Glycol distearate 91031-31-1 292-932-1 100%

* preservative : none

Typical Inspection Specification Method
Properties Appearance White flake
Color 80 max APHA
Acid value 1.50mgKOH/g max
Iodine value 1.00g12/100g max
Melting point 60.0 - 63.0°C
Ash 0.50% max 780°C, 4hr
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INCI name : Coco-Glucoside

Chemical (C8-C14 fatty alcohol glucoside
Description INCI name: Coco-Glucoside (pending)

Surfactant Type: Nonionic
Benefits e Mid o 100% vegetable origin

e Produces moderate to high stable foam e  Solvent-free

o Compatible with broad range of e Self-preserved

surfactants and polymers, including e Low eco-toxicity and toxicity
cationic ingredients e Readily biodegradable

Applications e  Shampoo e Liquid and Bar Soap

¢ Body Wash e Conditioner

¢ Bubble Bath o Baby Wipes

¢ Hand and Facial Cleanser
Typical Physical Properties
Actives % / Solvent 50 / Water
Cloud Point () >100
HLB @ 12-14
CMC®)/ Surface Tension' 67.2128.7
Pour Point -18°C
Form®) Hazy pale yellow liquid
pH, 10% aq solution 12
Viscosity at 40°C (104°F), cSt 1000
Density at 40°C (104°F), g/mL 1.1
Flash Pt, Closed Cup, ASTM D93 >100°C (est)

™ Cloud point: °C, 1% Aqueous, @ HLB Range: <10 wlo emulsifier, >10 ofw emulsifier, ® Critical micellization concentration: ppm at 25°C, ¥ Surface tension: dynes/cm at
0.1% acfives, 25°C, © Form at 25°C

Solubility and o Soluble in water
Compatibility ¢ Soluble in concentrated electrolyte solutions

¢ Chemically stable in the presence of acids, bases and salts

o Compatible with anionic, amphoteric, cationic, and other nonionic surfactants
Storage The product should not be stored at temperatures below 15°C, or above 40°C. If

crystallization or sedimentation occurs when stored at temperatures below 15°C, the product
should be heated and stirred until uniform before use.
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INCI name : Glyceryl Oleate

Product Name: Glyceryl Oleate

INCI Name: Glyceryl Oleate

CAS Number: 25496-72-4

Expiration Date: 24 months from production date
Characteristic Specifications Result
Appearance @ 25°C Pale yellow soft solid or liquid Pass
Alpha Mono 42.0 - 60.0% 49.0%
% Free Glycerine 2.0% MAX 0.0%
Free Fatty Acid 2.0% MAX 0.0%
Moisture 1.0% MAX 0.2%
Color (Gardner) 6.0 MAX 1.0
Saponification Value 160.0 - 180.0 167.0
lodine Value 73.0-115.0 78.0
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INCI name : Glyceryl Stearate

Product Name:
INCI Name:
CAS Number:

Expiration Date:

Glyceryl Stearate SE
Glyceryl Stearate
123-94-4

24 months from production date

Characteristic Specifications Laboratory Values Final Result
Melt Point (°C) 55 min 58 Pass
Acid Value (mg KOH/1g) 6 max 1.53 Pass
lodine Value (g lodine/10g) 3 max 0.47 Pass
Saponification Value (mg KOH/1g) | 155-170 15929 Pass
HLB Value 5-6 5.8 Pass
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INCI name : Citric Acid

Certificate of Analysis

Certificate Of Analysis For Citric Acid

Sr No. | Characteristics Unit Specifications
1 Description Colorless Crystals
2 Identification Pass Test

3 Appearance Of Solution Pass Test

< Assay %o 99.5-101.0

5 Sulphate PPM <=150

6 Oxalate PPM <=100

7 Heavy Metal (as pb) PPM <=5

8 Barium Pass Test

9 Calcium PPM <=200

10 Iron PPM <=10

11 Chloride PPM <=50

12 Sulphated Ash % <=0.05

13 Moisture % <=0.5

14 Readily Carbonisable Not Darker than
15 Substances Standard

16 Lead PPM <=0.5

17 As PPM <=1

18 Mercury PPM <=1

19 Aluminium PPM <=0.2

20 Bacteria Endotoxin PPM <=0.5

21 Organic Volatile Impurites Pass Test

22 Tridodecylamine PPM <=0.1

23 Ultraviolet Absorbance Pass Test
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INCI name : Benzoic Acid

INCI Name: Benzoic acid
CAS No.: 65-85-0
EC No.: 200-618-2

Specification:

Items Specification

Appearance White to slightly yellowsih Powder
Odor Faint balsam urine

Purity(GC) (%) 2990

Melting point(C) 21.08123.0

Loss on drying(%) <0.5

Water(%) <0.5

Heavy Metals(Pb,ppm) <10

As(ppm) <3
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8. Trade name (Product name) : Versathix™
INCI name : PEG-150 Pentaerythrityl Tetrastearate (50%) ~ Aqua

(30%) ~ PPG-2 Hydroxyethyl Cocamide (20%)

, . Repeat printout
Certificate of Analysis

Manufacturing site is certified according to 1SQ8001,
15014001 and 1S045001 standards.

Quantity. 800.000 KG
Bafch Details
Product Name: SPVERSATHIX MBAL-LQ-(SG) Date of test: 06.10.2021
Product Code: ES80743/0200/8502 Date of manufacture: 30.09.2021
Retest date: 30.02.2023
Specification: REV.0012.06.2018
Quality Control Results
Analytical Test Specification Limit
Method No.  Characteristic Lower Upper Value Unit Status
Addendum G0 PASS OR FAIL Pass - P
AS039010  APPEARANCE @ 25°C LIGHT YELLOW Pass - P
(COLOUR)
ASD39010 APPEARANCE@ 25°C LiQUID Pass - P
(STATE)
AS040010  ODOUR CHARACTERISTIC Pass - P
FS056010  SOLID CONTENT 69.0 71.0 700 % P
LS007040  RESIDUAL ETHYLENE 1 PPM MAX Pass - P
OXIDE
LS055010  PROPYLENE OXIDE 1 PPM MAX Pass - P
CONTENT
1.S007040  RESIDUAL 1,4 DIOXANE 5 PPM MAX Pass - B

Product may exhibit phase separation at cold temperatures. To reconstitute, warm to 40°C and mix.
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INCI name : PEG-150 Pentaerythrityl Tetrastearate

CHEMISTRY

Definition and Structure

PEG-150 pentaerythrityl tetrastearate (CAS No. 130249-48-8) is the tetraester of stearic acid and a polyethylene
glycol ether of pentaerythritol with an average of 150 moles of ethylene oxide, and conforms to the molecular structure
shown in figure 1:!

HSCWO Wcm

l6 \/\g.) ((V 16

o) 0 0 B o)

H:;C\b)»\&o n {Q/\O%CH:,
16 n 3

Figure 1. PEG-150 pentaerythrityl tetrastearate (wherein the sum of all instances of n 1s equal to 150)

Physical and Chemical Properties

PEG-150 pentaerythrityl tetrastearate (Crothix®) is slightly soluble in water, has a melting point of 45°C, and has a
pH range of 5.5 to 7.5 (1% solutioin).
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INCI name : PPG-2 Hydroxyethyl Cocamide

INCI Name: PPG-2 Hydroxyethyl Cocanude

Typical Properties:

Appearance (25C) Light Yellow Liquid
Color (Gardner) 6 Max.

Solid content (%, Halogen Moisture Analyzer) 98.0 Min.

pH (1% solution) 8.5-10.5

Amine Value (mg KOH/g): 20.0 Max.
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9. INCl name : Glycerin

162/F01-QCD/I11/2022

CERTIFICATE OF ANALYSIS

Date: 2022-02-17

Product Name

Glycerine

Model

USP997

Description of Goods

Glycerine

Manufacturer Date

2021-11-26

Invoice No. DKCHKS 22/02/050 | Batch No./Lot No. | 2021.11.26.03
Expire Date 2023-11-26
Container No. Quantity 40 MTS
INSPECTION ITEM Standard Method RESULT
Color,Hazen 10max AOCS Td Ib-64 10
Water Content, %wt 0.3max USP 39 0.12
Arsenic, ppm 1.5max USP 39 215
Heavy metal, Lead, ppm Smax USP 39 <b
Fatty acid and esters (titrant:0.5N NaOH),ml 1max USP 39 0.41
Specific Gravity at 25°C 1.2612min USP 39 1.2617
Assay, %wt 99.7min USP 39 99.90
Chloride, ppm 10max USP 39 <10
Sulphate, ppm 20max USP 39 <20
Chlorinated Compound, ppm 20max USP 39 <20
Residue on Ignition, %wt 0.01max USP 39 0.003
Ethylene Glycol content, %wt 0.1max USP 39 <0.1
Diethylene Glycol content, %wt 0.1max USP 39 <0.1
Identification by IR Meet requirement USP 39 Positive
Identification by GC Meet requirement USP 39 Positive
Conclusion PASS
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10. Trade name (Product name) : VERSTATIL PC

INCI name : Phenoxyethanol (90%) ~ Caprylyl Glycol (10%)

Product VERSTATIL PC
25,00 KG CAN:HDPE:25L:3H1:Y
Material 99119045
Customer material no.  A006.004.025
Quantity 4550 KG = 182 EA

Manufacturing date May 28, 2021

Expiration date May 12, 2024

Spec.No. KOO:STANDARD

Property Test method Unit Value Min. Max.
Appearance GM_0170_00 Conforms colourless clear liquid
Odour GM_0175_02 Conforms Characteristic
Density / 20°C GM_0110_01 g/ml 1.0840 1.0700 1.0900
Refractive index 20% in Isopro GM_0120_01 1.4017 1.4000 1.4050
Assay Octane-1,2-diol GM_1516_02 % 10.0 9.0 11.0
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Product Information

Verstatil® PC

The Product: Verstatil® PC

Verstatil® PC is a versatile and efficient preservative blend, which combines the reliable activity of
Phenoxyethanol with the boosting performance of the wetting agent Caprylyl Glycol. The blend is water
miscible and chemically stable with low impact on the stability of the final cosmetic product. The broad
antimicrobial performance is pH independent. It is suitable for every type of emulsion and aqueous based
product, with the help of a solubilizer.

CHARACTERISTICS

- INCI: Phenoxyethanol; Caprylyl Glycol
- Appearance: Clear, colorless liquid

- Economic and efficient preservative blend
= No isothiazolinone, parabens, no formaldehyde, no halogenorganic compounds
- No chemically acting preservatives with sensitizing potential

- Synergistic blend: High antimicrobial efficacy at low dosage
- Ideal in emulsions and oil based products

- Hardly any impact on emulsion stability

- Compatible with electrolytes

- pH range: unlimited

DOSAGE
Product Concept Dosage *
O/W-emulsion 0.8-1.0%
W/O-emulsion 1.0%
Gels and Tonics 0.8-1.0%

* Max. dosage 1.1% according to European Cosmetics Legislation. Please consider your national legislative restrictions.

ANTIMICROBIAL EFFICACY

Gram + | Gram - | Yeast ‘ Mold
++ | -++ | ++ [ ++

Legend: + = good, but needs a co-active | ++ = very good alone
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INCI name : Phenoxyethanol

product benefits INCI declaration
good bactericidal effect Phenoxyethanol
vapor phase activity

stable to hydrolysis, temperature and pH

fully effective in anionic, cationic and non-ionic systems

cost effective

0O O 0o O o

technical product

CAS No
122-99-6

color colorless

form liquid

odor characteristic

density (20 °C) 1.103-1.108 g/ml

boiling point/boiling range 245 °C

flash point WaV.

viscosity (20 °C} ca. 41 mPas F\
water solubility (20 °C) 24 g/ ’

foaming characteristics non foaming k
vapor pressure

natural ingredient acc. ISO 16
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INCI name : Caprylyl Glycol

product benefits INCI declaration CAS No
o leading antimicrobial multifunctional Caprylyl Glycol 1117-86-8
o now 100% natural & COSMOS validated

o known technology - easy drop-in

o wide pH applicability (pH 2 - 12)

o suitable for sensitive skin

technical product properties

colorless

A .
267°C A V. B
28-31°C  \
140.5°C B

<1g/l A
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11. Fragrance

IFRA 50 CERTIFICATE

Product Name: Neroli Light Oil
INCI Name: Parfum

Amphora Aromatics hereby certify that the above named material is in compliance with the standards of the
IFRA 50 Code of Practice and contains the following restricted components also listed in the 50th
Amendment of the IFRA Code of Practice.

Limonene 5989-27-5 <19.00 Specification 1995
Linalool 78-70-6 <£21.00 Specification 2004
Citral 5392-40-5 <2.00 Restriction 2020
Citronellol 106-22-9 <3.50 Restriction 2020
Citronellal 106-23-0 <0.50 Restriction 2020
Geraniol 106-24-1 £2.95 Restriction 2020
Hydroxycitronellal 107-75-5 <3.00 Restriction 2020
Peroxides - < 20mmol/l - -

Additional Comments

Flavour use consideration - Due to the possible ingestion of small amounts of fragrance ingredients from
their use in products in Categories 1 and 6, materials must not only comply with IFRA Standards but must
also be recognized as safe as a flavouring ingredient as defined by the 10FI Code of Practice
(www.iofi.org). For more details see chapter 1 of the Guidance for the use of IFRA Standards.

It is the ultimate responsibility of the customer to ensure the safety of the intended final
product containing this material, by carrying out additional tests if necessary.
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Category 1 Not approved
Category 2 1.60
Category 3 5.00
Category 4 30.00
Category 5A 7.50

Category 5B 7.50

Category 5C 7.50

Category 5D 2.55
Category 6 Not approved
Category 7A 10.00
Category 7B 10.00
Category 8 2.55
Category 9 60.00
Category 10A 60.00
Category 108 Not restricted
Category 11A 2.55
Category 11B 2.55
Category 12 Not restricted
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IFRA Category

Product Type

IFRA Category 1

Products applied to the lips: Lip products e.g., lipstick, lip balm; Children’s toys.

IFRA Category 2

Products applied to the axillae: Deodorant and antiperspirant products of all types; Body sprays/mists.

IFRA Category 3

Products applied to the face/body using fingertips: Eye products e.g., eye make-up, eye moisturizer; Facial
make-up; Make-up remover; Nose pore strips; Wipes for face, neck, hands, body; Facial masks; Body and face
paint.

IFRA Category 4

Products related to fine fragrance: Hydroalcoholic and non-hydroalcoholic fine fragrance of all types e.g.: Eau
de Toilette, Parfum, Cologne, solid perfume, fragrancing cream, aftershaves of all types; Ingredients of
perfume and fragrance mixtures for cosmetic kits; Scent pads; Scent strips.

IFRA Category SA

Body lotion products applied to the body using the hands (palms), primarily leave on: Foot care products e.g.,
creams, powders; Insect repellent for application to the skin; All powders and talc (excluding baby powders and
talc).

IFRA Category 5B

Face moisturizer products applied to the face using the hands (palms), primarily leave on: Facial toner; Facdial
moisturizers and creams.

IFRA Category 5C

Hand cream products applied to the hands using the hands (palms), primarily leave on: Hand cream; Nail care
products including cuticle creams; Hand sanitizers.

IFRA Category 5D

Baby creams, baby oils and baby talc: Baby cream/lotion, baby oil, baby powders and talc.

IFRA Category 6

Products with oral and lip exposure: Toothpaste; Mouthwash, including breath sprays; Toothpowder, strips,
mouthwash tablets.

IFRA Category 7A

Rinse-off products applied to the hair with some hand contact: Hair permanent or other hair chemical
treatments (rinse-off) e.g., relaxers, including rinse-off hair dyes.

IFRA Category 78

Leave-on products applied to the hair with some hand contact: Hair sprays of all types e.g., pumps, aerosol
sprays; Hair styling aids non sprays e.g., mousse, leave- on.conditioners; Hair permanent or other hair chemical
treatments (leave-on) e.g., relaxers, including leave-on hair dyes; Shampoo - Dry (waterless shampooe); Hair
deodorizer.

IFRA Category 8

Products with significant anogenital exposure: Intimate wipes; Tampons; Baby wipes; Toilet paper (wet).

IFRA Category 9

Products with body and hand exposure, primarily rinse off: Bar soap; Liquid soap; Shampoo of all type;
Conditioner (rinse-off); Body washes and shower gels of all types; Baby wash, bath, shampoo; Bath gels, foams,
mousses, salts, oilsand other products added to bathwater; Cleanser for face (rinse-off); Shaving creams of all
types e.g., stick, gels, foams; All depilatories (including facial) and waxes for mechanical hair removal; Foot care
products (feet are placed in a bath for soaking); Shampoos for pets

IFRA Category 10A

Household care excluding aerosol / spray products: Hand wash laundry detergent; Laundry pre-treatment of all
types e.g. paste, sprays, sticks; Machine laundry detergents with skin contact e.g. liquids, powders; Fabric
softeners of all types including fabric softener sheets; Ironing water; Hand dishwashing detergent; Hard surface
cleaners of all types eg. bathroom, kitchen cleansers, furniture polish; Toilet seat wipes; Household cleaning
products, other types including fabric cleaners, carpet cleaners, furniture polishes sprays and wipes, stain
removers; treatment products for textiles e.g. starch sprays; Floor wax; Dry cleaning kits; Fragranced oil for
lamp ring, reed diffusers, pot-pourri, liquid refills for air fresheners (non-cartridge systems), etc.

IFRA Category 108

Household aerosol/spray products: Animal sprays applied to animals; Air freshener sprays, manual, including
aerosol and pump; Aerosol/spray insecticides.

IFRA Category 11A

Products with intended skin contact but minimal transfer of fragrance to skin from inert substrate without UV
exposure: Feminine hygiene conventional pads, liners, interlabial pads; Diapers (baby and adult); Aduit
incontinence pant, pad; Toilet paper (dry).

IFRA Category 11B

Products with intended skin contact but minimal transfer of fragrance to skin from inert substrate with
potential UV exposure: Tights with moisturizers; Scented socks, gloves; Facial tissues (dry tissues); Napkins;
Paper towels; Wheat bags; Facial masks (paper/protective) e.g., surgical masks not used as medical device;
Fertilizers, solid (pellet or powder)

IFRA Category 12

Products not intended for direct skin contact, minimal or insignificant transfer to skin: Candles of all types ;
Laundry detergents for machine wash with minimal skin contact (e.g., Liquid tabs, pods); Automated air
fresheners and fragrancing of all types e.g. concentrated aerosol with metered doses, plug-ins, electrical,
incense, liquid refills (cartridge); Air delivery systems; Cat litter; Cell phone cases; Deodorizers/maskers not
intended for skin contact e_g. fabric drying machine deodorizers, carpet powders; Fuels; Insecticides e.g.
mosquito coil, paper, electrical, for clothing, excluding aerosols/sprays; Joss sticks or incense sticks; Dishwash
detergent and deodorizers - for machine wash; Olfactive board games; Paints; Plastic articles (excluding toys);
Scratch and sniff; Scent pack; Scent delivery system (using dry air technology); Shoe polishes; Rim blocks
(Toilet).
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12. Trade name (Product name) : Phytexcell OAT
INCI name : Glycerin (60%) ~ Butylene Glycol (15%) ~ Aqua

(15%) ~ Avena Sativa (Oat) Kernel Extract (10%)

. Repeat printout
Certificate of Analysis

Manufacturing site is cerlified according to 1ISO9001,
15014001 and [SO45001 standards.

Certificale prepared al

Crodarom SAS

Parc d'Activités Les Plaines
48230 Chanac

France

Inspection Lot 040001125493
C of A Printed.  21.05.2021
Croda Del. No. 800109741
Quantity. 10.000 KG
Batch Details
Product Name: PHYTEXCELL OAT Date of test: 20.04.2021
Product Code: NA34678/0010/2P35 Date of manufacture: 08.04.2021
Batch No: 0001845076 Retest date: 07.04.2024
Specification: 22/10/2004
Quality Control Results
Analytical Test Specification Limit
Method No.  Characteristic Lower Upper Value Unit Status
Addendum 00 PASS OR FAIL Pass - P
AC018000  ASPECT CLEAR LIQUID Pass - P
AC018000 COLOUR PALE YELLOW TO PALE Pass - P
ORANGE BROWN
FCO031A0  SPECIFIC GRAVITY. 1.145 1.175 1.167 P
(20°C)
FCO032A0 REFRACTIVE INDEX 1.425 1.455 1.444 P
(20°C)
FC0064C0O  pH VALUE (20°C)(10% 4.0 6.5 556 P
WIW IN DIST.WATER)
LC015800  L-VALINE CONTENT 260 99999 750 ppm P
JCD054A0  TOTAL GERMS 100 MAX CFU/ML <10 CFU/mt - P
JCO054A0  MOULDS/YEASTS 10 MAX CFU/ML Pass - P

PRESERVATIVE FREE
Between 15-25°C, dark in closed containers
The performed analysis are guaranteed on original packaging

When stored accordingly, stable for 36 months

We hereby certify that the plants used for this production are
originated from certified organic culture according to last version of

EEC Council Regulation for organic agriculture.
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INCI name : Butylene Glycol

Component & CAS Number : 1,3-Butylene Glycol, 107-88-0
Weight % : 99.5

Section 9 - Physical & Chemical Properties
Appearance: Clear, colorless, mobile, syrupy, liquid.
Odor: Essentially odorless

Vapor Pressure: 0.06mmHg at 20°C

Vapor density (Air =1@20 deg. C): 3.2

Boiling Point(760mm HgA): 207.5°C (405.5°F)
Freezing Point: -50°C (-58°F)

Specific Gravity:1.0059 at 20°C

Molecular Weight:90.12g/mol
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INCI name : Avena Sativa (Oat) Kernel Extract

1. INCI NAME: Avena Sativa kernel extract

2. BOTANICAL CLASSIFICATION: Avena sativa (L.) FAMILY: Gramineae

ANALYSIS TEST SPECIFICATION METHOD
Appearance Homogeneous Organoleptic
translucent liquid
ORGANOLEPTIC Color Colorless Organoleptic
Odor Characteristic Organoleptic
Density (g/mL) 1.0-1.1 USP
Refraction 1.380-1.400 USP
index
Direct pH 5.0-7.0 USP
Solubility in'| Solvable UsSP
PHYSICOCHEMICAL | water (1/10)
Solubility in | Solvable USP
Alcohol (1/10)
Solubility in | Unsolvable USP
Mineral Qil
(1/10)
Mesophiles < 100 UFC/mL PETRIFILM 3M
MICROBIOLOGICAL Fungi and Yeast | < 10 UFC/mL PETRIFILM 3M
Pathogens Absent PETRIFILM 3M
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1. INCI name : Sodium Lauroyl Sarcosinate
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* FITH:

1. Amended Safety Assessment of Fatty Acyl Sarcosines and

x\"l

Sarcosinate Salts as Used in Cosmetics. International Journal of
Toxicology 2021, Vol. 40(Supplement 2) 1175-133S. CIR, 2021.

2. Amended Safety Assessment of Sarcosines and Sarcosinate Amides
as Used in Cosmetics. CIR, 2016.

3. Cosmetics Info 3zt -
https://www.cosmeticsinfo.org/ingredients/sodium-lauroyl-

sarcosinate/
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2. INCl name : Cocamidopropyl Betaine

€ A2 fRYRE 27 F ik (Cocamidopropyl Betaine, CAPB)Ap i
i A 2 AEARY DF By fo? R ¢ kg A%
(Amidoamine) ~ - # ¢ f&4r (Sodium Monochloroacetate)fr= 7 A %
# 3 %3(3,3-Dimethylaminopropylamine, DMAPA) - 1345 ® 3¢ 78 ¢0% >
A ARE Arefe 33-2 9 K AP ROFERA YL 03%3.0%
0.0003% ~0.02% - !

& LMEA M UEFAEHE108E (5 Eepl 5 g Wistar < &
ek R E A %5 5.0006.307.94 4 10.00mL/kg > pH & 5 5.5 &
TR £ 30%75 (2 pmid ARl AP Fde o LB+ B 14 % > TR LDso
= 7.97g/kgbw (1345 1.07g/mLch§ R+ ) 7 L g # K = 6.93
3 917 g/kgbwe 73 HE Enx RELEFL N 20 M B 45 H
RO SEPRHIREY S MM BRE TS R HEE M 3
24 ] pEo Ty e HABEH 4 367458 HRfrF AL
FobhmERI: ey ugFr - FRICEL R 02— mR
seftforgld CD < & (P2 2 5 8/ & 2007232g) ¥ 31% EE
o R AR FREFOEEAR I BT RS TR DL
o 2% 2.0g/kgbw o FFRIFEFE 0 24 ) FiS %—i ol > #
BRI RL F I T o B R B AL T B O T % 0
F14x o 5% 18 fr ISAFABHEFHLE - 25 15X » =
REEfFheth o X3 A A3 » 0 5 BLEI > L3 ik
A R ABEIEY o % 2 X REIEMRSP RO
$337 3R o ip P e EFY F AT A% 63 R
PR EAEFA4AIer 535 6 BRI RIeL NER LI o
31% %id figiies Zh 7 F dk LDso>2.0 g/kg bw °

® T HES 10 § 2244 4c 10 & #p 4 Crl:CF(SD)BR Sprague-Dawley
SRR X - ZEECRE A 10 mi/kg R0 fRtRp AR R Ak A A
}~ (JER AZv) > A wpl& 0~ 250 ~ 500 £ 1000 mg/kg bw/day |

P FH 92 X o B X ETRAEMN 0 F Fies- ML oty

o A ZE T 14t R e {o 1000 mg/kg bw/day F £ et (T f e B o

TR eE e - FHG EREERAR S s RS- &

Jo b A R R iRt A A Y M PR RO B

AR bkt o ¥k p HR E{e 1000 mg/kg bw/day # & &+ &

2

*‘GT

il
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i L REFTERBREF RS o Fl5 & 1000 mg/kg bw/day
36E$Nﬁ%mﬁﬁﬁﬁg%ﬂ’*ﬂl%ﬂﬁmmymwww

B HCER AET /Jf]i'ri‘% X3 4 % 1000 mg/kg
e < B2 500 mg/kg bw/day & 2 &z
e 2 Sepld & B> & 250 mg/kg bw/day # £ ¢ AB R
Wt o ABRBIE HRRFAREAY PP 2T F IR
P R AP Fde < B I &F* (90 2 )P 3 hARZTF 2
NOEL % 250 mg/kg bw/day -
Afﬁﬁﬁsﬁﬁéﬁpz%m’wﬁikﬁemm%Umewﬁ
AR FRARAER T ka 50%rmfﬁ$ iR P el
AR IRATIL D MR LS AT g o MR RO S AR R AR
BAciR AT 8 %k g 50 b fRRf AP a2 A S AT
4B ed S A S RO RAGRRT L BR G B E L
PLF Jo o Bl e 5 2R e B b RIE I fRIRf A9 Fie o (T4 R
R fRIRD A A R~ F R ol BEET K TR TR fRT]
B AR AR ERRE YRR (1%AskP > ¥ 03%E1) o
- B E et > 3 2bin g s kiR B Bl B s 3R A om S g%
P AP FREAT o ¥ - i Mowad 5] 1218 7 3 750 M b i
e A Fhkdr it 2 2004 £ “ERBIILEICRT o d
FRIRp APIFaR Y h3 BT G BIGERF b (TR il T
W RIRD AP E R BERF 0 P PRE (T & A R{r DMAPA i 4K
REZESR o T 8- ) 155K » Hik4 2 "%(AMIDOAMINE) s 3,3-= 7 3
% #& P "%(DMAPA)fe Pl & H fLen k. f I AL % % 7 5 0 kIR
%%%%ﬁﬁ%ol
KRB/ EER ARCFLR gREEY KGRI PAFRE
& TA1535 ~ TA1537 ~ TA1538 ~ TA98 fr TA100 :i& {7 e fipises Ak
PER (AP IRER) 7 {r& SR RRBIREE % - Rk
B2 1~4-16- 64 2 256 mg/plate (& S-9 &) {4~ 16 ~ 64 ~
256 f- 1024 mg/plate (F S-9 i ) B FTRIGE « 23 LG RH
s o PR AR AP TR AR B S  AERRPH L
A4 130 £ AUE 50 K RIGE 3.0%0E P et AR e okiB
RAFREAELERTTOT AL AR ERBHRDT 11 LRPFER

—
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UVA o & J§ £ M5 =5 %] £ (minimal erythema dose » MED) UVB &
B (RREHARDY ) S SRHIMENRERL Y Rk
B F B kp kB UVB PRt e AR ¥ o AR A
P Ede? A RRAH !
His % 2FR VS5 F A(CIR)E 7o) 22 § AR pTE:_Hi;
A F ek fodp B fRre A7 ¥ & (Amidopropyl Betaine) = 4 1%
21991 CIR & Fol B F ARG o F A P F v 547
LR W ARRD AP R ARG L R T A ET VX
P RA R d S ARE R T ERT T A R R
CR % Fu ik » {3 B EWRRY a4 F 1 aities (L
A A ) R FRiRn AR Fae Uk R A BATE 3 % o Rk
e fRi=p AL 7] ¥ 4k (Cocamidopropyl Betaine, CAPB) ¢ * #ic & + t§
AT & 35§ HAASORTH R UE R F PR E SR
H NG A K F R £ 2012 # CIR & ol gt fpie
AR FRfTEE MRS ARFREFF AL IEDANE W
W ERRE AP FA TR B Ap M AR AR Fae? AT 3 & 33
" 2k & A R(DMAPAVfe R R A Ve > 3,3-2 7 A g AP Rvlbg A
e} PFEAlAs g F RACE o i@ oCIR & ol e g fehv fedopo
% 3,3-2 7 A g AR iRfopp iR § O NPE > BARF e A fics
ER VoA FADPE }%%m% % °CR % Ro| i8I 25
B YRR AP F ko dp M iR A ik LE 2
o el ¥ R B TR o b RV A E e fodn M SRRIRR A
PR A G T LA RN A S o LA R = (blAcd 5
B A RS A L i) 8 endoAk A (Blde
&P H TR RO AR ) F RSP 5 o CR & 7o)
CRES WA RS lﬁﬂ"—"’*ﬁ A F ke foAp B PRRRR AP Fae

IR L L
ST
1. Final Report of the Cosmetic Ingredient Review Expert Panel on the

Safety Assessment of Cocamidopropyl betaine (CAPB). International
Journal of Toxicology 31(Supplement 1) 775-111S. CIR, 2012.

2. Cosmetics Info ezt -
https://www.cosmeticsinfo.org/ingredients/cocamidopropyl-

betaine/
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3. INCl name : Sodium Methyl 2-Sulfolaurate

2-F5 F5 Y HEFA P find (Sodium Methyl 2-Sulfolaurate) & & 4p B 3 72 285 4p
By 0 W2 B HEY T CisHsNaOsS » % 3 %P8 Fatty acids, C12-18 (even
numbered)-methyl esters, sulfonated, sodium salts (Ci3H25NaOsS - C19H37NaOsS,
mono sodium salts)4p i & =3 2 -
& L1349 OECD 402 fr®if! = 2 B3 {7/ » 13T Fatty
Acids, C12-18 (even numbered)-methyl esters, sulfonated, sodium salts
% Sprague-Dawley < B¢ ch& B A K43 o - 210 84 & (5 &
zeft 4o 5 & epd )12 2000mg/kg bw ] E bk AL F ik 24 0]
PEL L L saRERSk o %k 14 R SRR B R P
7= v‘i‘ﬁr}fﬁlﬁ'—_%ﬁﬁ KT HRERF EF ,275 B> L F PR
%o A Pl e 2R EACTIP AR e io o~ 2R S e KRR
LJEE s F Rk i\“nifriﬁaﬁH@ LEEIE3F TR
HH AR F o pFTHE T ‘ﬁ*‘ffﬁ AP ek B
ootk - BepE R AR - BMETE R FHEH S kK
A ILE ¥ % o A Sprague-Dawley = & ¥ > Fatty acids, C12-18
(even numbered)-methyl esters, sulfonated, sodium salts &+ 4 ¥ i<
7v # & LDso #FE F_5 >2000 mg/kg bw o !
& FAFAE S| E 402 12 15~ 150 f- 1000 mg/kg bw/day |
¥ > i@ 28 % % = % Sprague-Dawley CD s <~ & (& &5 & 2244
v 5 & ¥pd ) .o PR Fatty acids, C12-18 (even numbered)-methyl esters,
sulfonated, sodium saltse5 &z -5 & ep b 4R o W55 FA-Ko
G IR E RITRA A E 2 S ek i) o R 41 8
o RHfea R RO AT AMERE BERET R - B
B AT LR T B e & R 3 AT M i
BEdi ¥ A BRI HH 2 F A E (NOAEL) 5 150 mg/kg
bw/day - 1
€& AJF Tl f4945 OECD 404 fr EUB.A = 2 (7t 3 7 » #
'K B B e Fatty Acids, C12-18 (even numbered)-methyl esters,
sulfonated, sodium salts :#5% & X 3 FiEE T * 3= Lo g fF
Bohihd L EICA ] E o 40 ] LS 0 AR KR e G s
AR “,% ERLE SE- 2 phi P ,%Eé 1P A 2448
o 72} PS> A REHRINEETE 5 A RF T ¥ 395 Draize

52



A A RAIEA o i “fﬁé%‘ {6 1] pF~24 ] P 48 /] BF > BT
BELFRIGEA RN - G0 A RREA KV ERDI AT ik
T e B ’f'“rp BlEY 72 EABHAFREREE L ",4rt BE 5
PP e Ba RRIGERA F IR AR R R (e B 24
P EEEELE R L IR o {345 A FT § 0 Fatty Acids, C12-18 (even
numbered)-methyl esters, sulfonated, sodium salts %#}tﬁﬁ?iﬁﬁ ZRAET
Prgp ot
A RATH D A 34p OECD 406 frwc i £ R € 45 4 92/69/EEC
(Magnusson & Kligman # + i*jp|3& ) B6 * 2:i&Feh—- 3B P >
17 Fatty acids, C12-18 (even numbered)-methyl esters, sulfonated,
sodiumsalts &% £ &P th § RAgE4 >20 £ Rl % £ &H{c10 &
HERX R WA LFY P Pl FEFE T IFERD
Fatty acids, C12-18 (even numbered)-methyl esters, sulfonated, sodium
salts RIGRE R EH/ 4™ ¢ F4-KP 0.1 %w/v BT AP F %-5 %:%"
FE o SENT & 2/19(11%) plzEE e P AL 5 o Tl
i3 » Fatty acids, C12-18 (even numbered)-methyl esters, sulfonated,
sodium salts %#ﬁﬁf?iﬁﬁé KA o1
$/EBA M R wFY R R % 325% (OECD 471 and EU
Method B.14) » *f%“ ix 7 A & 7 Fatty acids, C12-18 (even numbered)-
methyl esters, sulfonated, sodium salts » = i@ fm FF 1R % #h =G 22
} AR T AL} b r] v A R A e
F?? % M &0 Fatty acids, C12-18 (even numbered)-methyl esters,
sulfonated, sodium salts - 12 45 %8 *t 4 ¢ 993 % ;%% (OECD 473 and EU
Method B.10) » 7 # 7% % % 13 A iFfe (N 38F % SLanf/R™ o Fatty
acids, C12-18 (even numbered)-methyl esters, sulfonated, sodium salts
e 1:2%1 AHELE G SR e & F B e coBE A SO 4o
BAE AR A R e L R DNA BTA M0 2 B RR B

4 78 & 1+ 1 {17 Fatty acids, C12-18 (even numbered)-methyl esters,
sulfonated, sodium salts #f 024> 7 OECD 422 i&£ {747 3 ¢ » il 1§ ¢ 4
= ¥+ Crj:CD(SD) IGS +~ & (10 & #: 47/} %]/dose) 2 0~5~20 -~ 80
£ 300 mg/kg bw/day & {7 p3E o B ¢ fefrdEdRdp FF 5 22K
fei % 14 X LE 47 T PpP Qe 14 X Tl 5L % 4 X B F 42-
45 X o P >~ A fedpdk o dEiRE R R WEKE L L EF AR
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M e arf $Lean® 0 X frd 4 X0 %P ARPIIICEFH
BB R BT RS B R A R Rt BeTf
Pribend BUY LG ELBRIAILG VG FIP0 % % Fatty acids, C12-18
(even numbered)-methyl esters, sulfonated, sodium salts #g i 47 ch 2
FHR - wEm e B o 25 g3t pFheg Ay o ftipat
R 2 forpld < A 5.5_/’53‘ T A A BRI LE BHE

NOAEL # 3% % 4300 mg/kg bw/day (B ehd g £ ) o !

* FEF:

1. ECHA zip % ez
https://echa.europa.eu/registration-dossier/-/registered-
dossier/23426/7/3/4

4. INCI name : Sodium Sulfate

*

%ﬁiﬁ:ﬁwomoms%;,@ﬁ—ﬁpz’u?%mm@
(Sodium Sulfate) ¥ Wistar = Bl en& G v & 4o 2 5 (17-20 /] BF)
e 13 Gopd~ R(ARYPR)EEE 255 18 7 2000mg/kg
Frfadh e e = iR (PEG 300)i% i o L E (S 48 /| PF A B AR M TR
R A V- a3 BB AR (AHRB)EY - 2
ARl e LA 6 EX R 15X 2 BAEIIHNE S A pEY
- T RLGFEE TGRS S o S H A
AT B0 JR AT R PR K BUR B AR 4 LDso > 2000 mg/kg o M2
CAFHE S I HCIRAT 6g/day FpEA h A R EY (3 8Y
LSRR ) BELH 14 2F] - BRFRIG AL JIBE-
- AW AEEREHEAT P o H Ak R T IRAELA v
FUHP 3 FE iR (TR 5 % BT D 4r 1800 mg/L AR AN ok~ £
600 ~ 1200 4 1800 mg/L Fifidh cHoUiE s 4 S H 4e » L Aig kR

ToOHARGRNG LA BT F 4 0] Ao A AR 3

BrPEFREARFIEETHREF > A LB (2mL/kg bw/day ;

16%w/w)§ﬂ’;;:}%:)i,%fr7= FoMME M ER s BF LRI
RIS Y & c 2 REREERAPELE BHRETREN
o0 FE— ki’pé%%im&émﬂ FARGEALEEA L -2

A Tl /Rm L g F Tl Efeikar g % ¢ 0 @ % &8 0>t OECD
A11-T A K& a2 2 im 58 90 2 chld K4 B o A
TR ed Fo A8 L4 F ASA KB 2 ml/ke
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tmmwﬁﬂwwwmﬁﬁ@%%mﬂﬁaiéar%&ﬁ%’éﬁ
e 2 IOAEL B Ay ¢ 3 EHBALAMNER LT EMA Xo
t 4| pEendt oo pl G ié%ﬂ’aijWWgﬁ&@ﬁ%iﬂ'
Bl o fié * 50%Fnfidh (A PEG300 ¥ ) s AR X 2 R
+ it 3#% (Guinea Pig Maximization Test, GPMT)® » Frf&4h 4533 5 4
7 3 Ragin e 12
RRPE/E GBI R g8 G R X F((5000 mg/plate
[4 = 1))~ ¢ B A S 5 k0% V79 (1420.0 mg/mL)fe | B
% L5178Y fme (1420mg/mL)iE FF7 5 » ¥ A F14 Picms 3 B 8
el o 9 WA BB imie gl 7 B we s T - ik
AP ERRTEPVEIFEHZ P 12
4/ T A e forp < &P a2 g iE 1000 mg/kg bw/day Fr
AL PRI B 5B ik S R B Rk o T - A
e 7 enih i F 402 %5 % i 1000 mg/kg bw/day e s ik g 787 3
RXFERBEFVES  THFL A5/ 7 5 (2% 8 NOEL 5 1000
mg/kg bw/day - 12
AP RS T AR BT R BRI T IREFA 1
Frive @ PEHLAIEL @O T o 18.1g LKA E HE 4 B4
72 Al AR KR T OEI LT o A E] 5
36.4%fc 53.4 (H =X %) v 43.5%fv 61.8% (&~ X L% ) > L= H
A 18.1 g ArpRAhenE i B EL 21 24 [ PFNRBE IR
1,2
ARy AR RE (5 FREEA S PR AE) BBV RE
SFHR(FEY EZFH4 FE/2% 05mm) kA i 3mg/m3»
FH 10 Adh o BEKT o SHEHRBEL AR 0 BT R
1P ppadai @ £3 0 e 2 bivge & chia e § £ (forced
exhalation volume, FEV1)i# > 15%3% 20%  fo— “§ié 4tk B> mifik
B FAREBmg/m3 > FF 10448 RGBS 3 FEPREHN)
xa;—rm&&\gkﬂ—gﬂ (6 z@EE A~ 6 zorked B .&) RERY O BB
CIENE S AR S e R RS B L P2 (LR AR A B - %@%mﬁ;
AR F V4L et § E FEVDI TR 15%3 20%0*3““ 3
kR B 150 mg/md ERERANRS Bt X o RIR e  F B R
SER Sl - R A B R LD EB(2B Y 1 31E)
G ER e ISV GE A N ¥ i SATfeR R e o 12

> - =
A BE S L ERS 24 4o

\’5"
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*

Hid % 278 AR mps % 2P CR & ol 2z it §

Ak i 5 #.% 2 eh(Generally Recognized As Safe, GRAS) ik $+ “f ¥t

FIRFL TR o Bl F T e RATEPR 24 CIR B T

e AR AL LT R o CR B Rel B 0 i@

By O S AR B R Afe R ¢ A% 2o KA o o

*ﬁﬂ‘ﬂﬁvi&Rﬁﬁﬂ%ﬁw%ngéiﬂ%vﬂ&ORg;\
RS i e A A FP e B A 1% o 3

=

1. Final Amended Safety Assessment of Sodium Sulfate as Used in
Cosmetics. International Journal of Toxicology 2021, Vol.
40(Supplement 1) 86S —94S. CIR, 2021.

2. Final Amended Safety Assessment of Sodium Sulfate as Used in
Cosmetics. CIR, 2016.

3. Cosmetics Info 3zt -
https://www.cosmeticsinfo.org/ingredients/sodium-sulfate/

5. INCI name : Disodium 2-Sulfolaurate

2-F 75 7 44 = 4 (Disodium 2-Sulfolaurate) & & 4p B & 32 3% Bcdy 0 1995
H %430 1 C12H22Naz0sS» 2 3 4R Fatty acids, C12-18 (even numbered)-methyl

esters, sulfonated, sodium salts (C12H22Na20sS - Ci1gH34Na20sS disodium salts)4p

[ LA <

*

A& 11 4345 OECD 402 {rgc = 2 B3 (747 3 » 1M3= % Fatty
acids, C12-18 (even numbered)-methyl esters, sulfonated, sodium salts
% Sprague-Dawley =~ &7 ehE 4 4 F 3 ]“JL o- 108 xR (5 ¢
2o 5 & epdd )12 2000mg/kgbw | B Bk EEA K T 24 )
T AP LR SRR $$14%Wﬁ$ @’ﬁﬁﬁﬁﬁ%@
FAMBREKE - FLHTRFEF = 2FFR2PF PR
Fe o LR Tlgrenp § A2 ¥ RO PR enio B~ 2R e KO
AE S o H M A ol Rk BEE 3D T
I AR c TR T3 S BUEREE T AR E) s &3
dv oo "f T R RS AR - FHETE S S M EH Ao ki
PR IR ¥ o A Sprague-Dawley * & ¥ s Fattyacids, C12-18 (even

J\\

numbered)-methyl esters, sulfonated, sodium salts & |+ 4 & 3% 5 % £

LDso 44 F& 7_% >2000 mg/kg bw - 1
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EAFHE 4 1 0 1§ 472 11 15 ~ 150 fr 1000 mg/kg bw/day |
¥ >34 28 X & = % Sprague-Dawley CD % = & (& 25 & e[
fr 5 &g+ ) ¢ JR Fatty acids, C12-18 (even numbered)-methyl esters,
sulfonated, sodium saltse5 & z2 {4 v 5 & pp 4 $4 PR e 85 Zag Ko
GETHEERTRR A HE A ok e AT SR
PR T Bl Rl R B X TF A M ER 2 BRRIE
Firh o SRR R A ORE W ErE ER F ATH
B e i B ik Aﬁ&i:};‘i VX PR ARG A F A £ (NOAEL)
% 150 mg/kg bw/day -
A {0 4499 OECD404 fr EUB.4 = (i 7erfa 3 ¢ » 4%
'k B R ¢n Fatty acids, C12-18 (even numbered)-methyl esters,
sulfonated, sodium salts #&k S L 3FFEE T2 % 2= & g jF
Bofoend LA R4 P RE 40 PRI ® AR o TR I R
AR 2 "%Efﬁ'a’{“‘]%ﬁ"i?‘?ﬁ‘# o3 %EJ«%‘ 81/ 1% 2448
o 72 ) PER O A FEHINELTET G ERF M & Fufg Draize
A AR FREA o “,$ PER S 1] P~ 24 0] PEAC 48 o] BF > BT
BELERIFEA R b - G GOPRA IV DY ik
B0 b'L'r;a BIRE T2 EFRBEARREIPEE A2 “,% pE 5
- PR B Bl RRIREA R IR ALY ek M e B 24
P EEEERLZ PR G IR o 995 AFT F 0 Fatty acids, C12-18 (even
numbered)-methyl esters, sulfonated, sodium salts %%‘ﬁiﬁﬁ?iﬁﬁ ZRAET
grdr o1
A RATH D A4 OECD 406 frw il £ B § 45 4 92/69/EEC
(Magnusson & Kligman B~ it &) B6 = jZi& {7eh— JEFT T ¢ >
7 Fatty acids, C12-18 (even numbered)-methyl esters, sulfonated,
sodiumsalts &% £ &P h § RA0E4 >20 £ Rl X £ &H{c10 &
HERX R ALY R P Rl E  FEFE SRS
Fatty acids, C12-18 (even numbered)-methyl esters, sulfonated, sodium
salts iE'Jéi‘i}é}iié?a‘&&vT DEARY 01 %W/ EFAPEER BN
FE O BEHT A 2/19(11%) cipliEd Y A4 K o FpL iR
i34 > Fatty acids, C12-18 (even numbered)-methyl esters, sulfonated,
ach o1
RRFME/ B 1‘?#‘ B v 4R % % 3#5% (OECD 471 and EU
Method B.14) » ¥t ix e &) &

v

sodium salts #x?'rﬁ»ﬁﬁf E

e Fatty acids, C12-18 (even numbered)-
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methyl esters, sulfonated, sodium salts » = i@ m F A1k 3 % e 22

T ORGSR T AR B ] GhE SRR A
3% % M e Fatty acids, C12-18 (even numbered)-methyl esters,
sulfonated, sodium salts e 335 48 *t 4 & %83 % :£5% (OECD 473 and EU
Method B.10) » 7 % 715 % 7 73 A Ffe (N3 & SuenfiR ™ o Fatty
acids, C12-18 (even numbered)-methyl esters, sulfonated, sodium salts
BAEE P AFAEE e Reniwe N F B e kg FAE SO e

TP AR ARER A el RDNASTA M 2 ERR ¥

Juny

4 78 & 1+ 1 {12 Fatty acids, C12-18 (even numbered)-methyl esters,
sulfonated, sodium salts & #1247 12 OECD 422 i& (742 7 7 » il i F &
2 ¥+ Crj:CD (SD) IGS + & (10 & # 4~ /44 %]/dose) 2 0~ 520 ~ 80
2 300 mg/kg bw/day i& (7P| o B R B 2 fefodEdedp 0 2B R
fedt % 14°% B# 47 < ppP e 14 X T 5L % 4 X B F 42-
45 % o D SR o IR E B MEE G &
Ben@i e trf FUen% 0 X fo® 4 X > A% B AKRIDMEP N
Bg PR CRE RS AP A S 5 % B e T
Fppens Y L BRI T §f F]>t2% * Fatty acids, C12-18
(even numbered)-methyl esters, sulfonated, sodium salts #g i 4= ch 8
FHM @@ m 80 4 25 R IMA N INeE A 0 LAt ipat
I e orp A B A/ E T F O AREI G LE BHE
NOAEL #£ 3% % &_300 mg/kg bw/day (il cid B & & ) o 1
FY TR
1. ECHA zip 4% ez
https://echa.europa.eu/registration-dossier/-/registered-
dossier/23426/7/3/4
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6. INCI name : Potassium Cocoyl Glycinate

¥R figt & fk 47 (Potassium Cocoyl Glycinate)#_d #%+ fg 4% (coconut acid
chloride)fr+ =f4 (Glycine) & Jis; & ehfipiicss & o 2
® LA AL K E T 2000mg/kg bw iRl RS B (F e s T F
Ay B g 4Bk AP S Fatty acids, coco derivs.,
reaction products with glycine, potassium salts) &2 7 & 224 fr7 &
t“p]tt Wistar + Bl R34 F 12 B 2 = f% 300 (Polyethylene Glycol 300)
SERAEEE o F BTG 24 ) PF e 14 X LR[S 0 BT
FTESFEFRGTEAE R AERRBRDF R - F A
5 LG BT TR AR o vE - B e ?fr}fﬁ Mo Re Rz r- &
st qed Lepdt DR W ST dE i s e/ &R RS LR T
FF o B ABRRIERT LA RS RS 'faa e
< BUH =t LK G E 1S 5% Pl 3E S BT LDsp >2000 mg/kg bw e
& ETAMEIN A-FLIP 28 A HIT P Pl (R T
VrA P s B2 4 BBk KA P 5 Fatty acids, coco derivs.,
reaction products with glycine, potassium salts)i% i ¢ 42 12 0(10 &
z’a'mr 10 & ## 1) v 62.5(5 & 225 Eupdr) s 250(5 £ 224440 5
2 epf2)fr 1000 (10 %2244 fe 10 &vpit) me/kg bw/day vHl £ %t
Wistar ~ B Fp[ig e T2 B BHET 2 X3 TP LF BF
4 Fphx &4 M NOAEL #7272 7_5 1000 mg/kg bw/day ° 2
& LE A/ - 195 OECD404 Fn 31 4 p A= F ¢ 5 i B
RRE A ¥ 0.5 mL Pl g & T R i & F AR
W2 QL d e ARELIE G ERFL 4 A3 ",%Ej'ﬁ:ﬂ‘ii?é
12448 4072/ pFE 2 710014 R 27 K F Bi=A ° &
PRIEERFIEP HE R e R gRE L PN R AT
* ’*’«i*ﬁ IR A BRI E R T ARG LR Tl
€& RBETIclE 135 OECD 405 45 51§30 fipt] & Al 49 SHEag b &
TR T BRI B0 ImLplRE %3 L o
Nz RS 0 LRITIEHEB o 15152448 {072 | PF
MAE T RAEFFR AP THRE AR LG BRI P F HD
TRk AR » RFAFL S e it 2 \481\?72 P A W3

B
B b R I e R e R T 35 o dr g = B

11

—%—
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P d BOR ) frla e B A T 35 2 35 5 0.000 B A T e
AT W 5 1.6722.00 e 1.67 0 ¥ SR A B 5 2.00
13340 2.00° jFiiis 132 72 | > 973 B F NI RER 3
PR A P BRERDRER I FRE(REBREF )
- BRSO ERIRY R A B PP BETEMI Y R
PeFRA i dr o FiL{ 7T X > iE B S cniofp? i’a#\ﬁ%ﬂﬂ £
W oo Fhaix IF’EJ*EEF'“'K FOBRED] AWK 4
A RATH - 38 %k dp OECD 429 & (7 eiw ¢ » wpit | R A
B F Rl & Ik %[k /AT @ (Acetone/Olive Oil, AOO) ¥ k& =
1% ~ 10%fv 25% cip| 34 W (P B~V ¥ ird o 24 4 - B
ek i A& 47  Fatty acids, coco derivs., reaction products with glycine
potassiumsalts)id 5 = < > ¥pe | &% AOO (BRI, H| ¥R ) & 11 %
TP R (B ER) AOO ¥ 710%]r 30%:7k & © A HFE(Hexyl
Cinnamic Aldehyde, HCA)id® - = % {23k 4+ ] Bl jiis &) Blg &1
b T BT HE o *7"/%}1 RIS Al %e_é‘ s TG H wre
ReFn  BlEMT Boe R FRamie o TR 3R L ik akg
FF oM T Rz P goni o R RRES T e S F F T s
1p #(Differentiation index, D) DI FP* & KAl Bimre iE i G
¢~J"‘“7”3)“'g‘i3lﬁ§3¢> Tl K ’\fi(ﬂ'ﬁciﬁg‘ﬂ R enff 2 > DI > 1
S ??}?%m@wﬁ e (A K 3RAT)> @ 0<DI<1 B £y 7
ol et d i MR E o B R RS TR S A
RACH| o
RRAFE/RBI P PIREF TR TV FAP 24 5 e~
4m B ek JE A 4~ 5 Fatty acids, coco derivs., reaction products with
glycine, potassium salts) 78 @ & 2 & 'w F 2L F1 R R385 ~ 8 ohef 7
TP A R R RPN PRk AT P BT R% K
TORIFRAPRBRFTL AERR/ AR RS !
ERE SRR (R NV L E R ANCIE 3 A T
A 4 ; Fatty acids, coco derivs., reaction products with glycine,
potassium salts))4 62.5 ~ 250 = 1000 mg/kg bw/day %] & /5 fZ**
kP AP EE Wistar < B ¥R W R o RIS T e
e NG E28 X Hepl A REE 143 > 8 3 F1 AED AL
4% c AT RAET i:”%‘\ﬁ%—?;f' Hapedti ~A T4~ 58t

B dE 4R 4 PR R A o
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1. ECHA R A S CE
https://echa.europa.eu/registration-dossier/-/registered-
dossier/27867/7/5/1

2. Safety Assessment of Amino Acid Alkyl Amides as Used in

Cosmetics. International Journal of Toxicology 2017, Vol.
36(Supplement 1) 17S-56S. CIR, 2017.

7. INCl name : Potassium Cocoate

A D B8 § g A RS b 1 5 g/kg bw hE A E %
5108 AR A7 XARBYP LG - F S o3

£AF A £ 4 1+ 1 v ph 49 (Potassium Cocoate) 2 * 4= L = 2 pk
(Docosanoic Acid, CAS No. 112-85-6)¢f 5t & 4 & 4 ;%5 #icdy - & OECD
4237 > A R (13 B/Pw/HE) BECIREFZRBE O
100 ~ 300 £ 1000 mg /kg bw /day #h= -+ = 2k o 22l enk B Y A
42 % s M E B LERAFEH 14 IFRME33 (ARG
390 % )o A BRFHFAFC N - BATLPRIRP o LG MEH A S
SRR 2 LG AP RHITE s AL R
NOAEL % 1000 mg /kg bw /day (] e % &) o 4

AR Ttk b phan e R LK LS B A F TR -
* 15 mL 5% b fldT KAk 340 kR BB - 480 L &G
AR R e H A K8 Famphplid - 25 22 482457 &0
o3 ERTRT)FEF(09%) Y BLERIIBILE 5o L mP B

F i Boe !

AR IRATH - MRS EBRERAY Y 012 Lo i AR
e #h 7 ¥ 4k (Cocamidopropyl Betaine, CAPB) 3 4T & J& 2 %bk’ﬁ
™ 100%k B ma‘?‘i—* W SRS W ATA P T phRRE 0 R A
AT R o

REFH/BBIH I A8BREAS FRY IR E L RT B
(saponified coconut oil, SCO) 8 & & |24 o * SCO J2 e 48
L7 DNA4aETH o & A B {7 X BHkE e Ames 38% ¢ > SCO 8 &
B S HEKTAI8 iR F R R ®H 0 #Ftk TAL00 {r TAL04 &

473 M A OECD422 =3 ¥ » & (13 &/Mu|/&#E ) #iEC
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https://echa.europa.eu/registration-dossier/-/registered-dossier/27867/7/5/1
https://echa.europa.eu/registration-dossier/-/registered-dossier/27867/7/5/1

PR 49 & &% 0100 ~ 300 & 1000 mg /kg bw /day #h= L = %
fiz (Docosanoic Acid, CAS No. 112-85-6) « &4 ek B 5 42 % » %t
WO B R AT 14 A SR E 32 (B EE 393 )
HERAL S ARFE LR RPET R RE A mA
NOAEL >1000 mg /kg bw /day (i#]3# chd % 4| £) - 4

B % 2T e LB S >A (CR)E Rl 2% 4
CIR % Fol 23R R H R HIp T B N S% > W3 fomI 2 d im
Fa oI B PE B A AT X X TR AA o CR & Fu)
EFAER BB LR RE BT R WA ok s
AR g A PRl E S PP Y EATPMAR S 0 7
Foh ol @RI AT XA i BE e B A I F N TRk iR
A e R TIEF B2 ] o R ARPIRT > L PR RP B S
DR ER PSS OB A E S SS L Xt R
rH W RS 2 CR & R EIE F A DT I A
RE RN R e A I A R 2

Sl :

RO
-
Ty e
tH

Final Report on the Safety Assessment of Cocos nucifera (Coconut)
Oil and Related Ingredients. International Journal of Toxicology
30(Supplement 1) 55-16S. CIR, 2011.

2. Cosmetics Info Jezk -
https://www.cosmeticsinfo.org/ingredients/potassium-cocoate/

3. Amended Safety Assessment of Cocos Nucifera (Coconut) Oil,
Coconut Acid, Hydrogenated Coconut Acid, Hydrogenated Coconut
Oil, Ammonium Cocomonoglyceride Sulfate, Butylene Glycol
Cocoate, Caprylic/Capric/Coco Glycerides, Cocoglycerides, Coconut
Alcohol, Coconut Oil Decyl Esters, Decyl Cocoate, Ethylhexyl
Cocoate, Hydrogenated Coco-Glycerides, Isodecyl Cocoate, Lauryl
Cocoate, Magnesium Cocoate, Methyl Cocoate, Octyldodecyl
Cocoate, Pentaerythrityl Cocoate, Potassium Cocoate, Potassium
Hydrogenated Cocoate, Sodium Cocoate, Sodium
Cocomonoglyceride Sulfate, Sodium Hydrogenated Cocoate, and
Tridecyl Cocoate. CIR, 2008.

4. SIDS Initial Assessment Profiles Agreed In The Course Of The
Oecd Cooperative Chemicals Assessment Programme In 2014.
OECD, 23 November 2017.
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8.

INCI name : Sodium Methyl Cocoyl Taurate

*

F P IR R T 2 R L4 (Sodium Methyltaurate) s R G
87.0%~96.0% (w/w) > # 4 §_z % 1“4 (Sodium Hydromde)fr 2-5%
2t R a4 (Sodium 2-Hydroxyethanesulfonate.) °

AP A gk 2 B L4 (Sodium Methyl Cocoyl Taurate) e
~ &4 % LDso 2 >2000 mg/kg bw> = Bl T PR LDsp & >2000 mg/kg bwe
1

EAREAL AR M IACREHEFETY > " AWmBRALR
Fegh o™ A AR R s 4 (Sodium Methyl Oleoyl Taurate) e & L%
37 2K A B (NOAEL) 5 % 21000 mg/kg bw/day - &+ & 3 &
1000 mg/kg bw/day 7 Fimid gk 2 A Fadh i 28 X v IRF MY
PG IR AR o T

AR/ Tl 11 L3 (n=8 ¢4 -3 29 11) i
(79 A ek A peah (03 3 e A0k 7 40% 5 pHT7) 4B sk
3RS o - 50mm? ehpk B ek AT B A IR 24 O o ’ér_%%“,f f$ 30 & 45~
24 fr 48 | PFELRPIEINE 02 X R 24 | pE D LIS e S P
FEehlopr o1 p XK B A8 P PRI 9 ERFE ARBIF o
1

=
¥
<

]
-\-»_
o —mk_
F_*

A B IRATH T {4395 OECD 406 #iglt Pirbright-White = £ & (n =
20; ¥H=10) ¥ i& {7 Buehler RAaTiEZ% ® 12 100% 7 A R0 fig
RARMAAIF TREEALFE 2 20% K3 R BT EF 4
BATH TRET R EL 24048 ) LR EE IV A ED T
B 2 (S BRI F o I el ie T AP R 2 R LA

* FRAT o 1
RREFE/R GBI 07 Amid feA 2 B padh 5B 320 pg/mL i 7

S ft‘ﬁx % 240pg/mL F R BEECEPF 0 A U E S e it
WEY LG AFIF T A AR 2 R4 BB 100 ug/mL i §
RS frde® 120pg/mL F R BEE R v S E b e il
PRSI
54 TR
1. Safety Assessment of Alkyl Taurate Amides and Taurate Salts

as Used in Cosmetics. CIR, 2015.
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9.

INCI name : Glycol Distearate

*

7 ¥4 1 ¢ - fE(Ethylene glycol)fr/2 3 % ¢ 'z (Ethylene oxide)* **
& M Pqfie = %Py (Glycol stearate ) edz4n ol » igut fopl g2t
& #-% (TR R 2 4 o = fig = Al Py B4 fin (Glycol Distearate) sl o @

TR ERA BF R P4 BTG R ER RS T AR
R T TR R ﬁ% A P fi &SR £ ik 2 T

A AP AHPIT 1,42 Bz o
Elapie Do AR Ar ALY A RAREr 1
EERGR AT Y 0 2 KW ¢ 13g/kgbw (13000mg/kg bw) £
' AR LG BRI EA Lo e o R ALE
AP DT R ART k6 X NP4 ot B EBIRY R A
Behd i o - MM Zf- A i gL 40 14 2 0
i@ g 7 ORIEES HTA T 7 0 5000mg/kg (2.5%:% fiE >t
#0AgaE? ) A 24 PR 122723 mL 0| & § 4 Sprague-
Dawley =+ B (n=5/sex)? =x » BLE 14 X > X #R™> - ARk S
H§* % » LDso>5000 mg/kg ° %35 OECD401 = 3 o+ B (AP &
a2 BB )EF U IRES BiE% > 7] LDso>2000 mg/kg o *
EAMEIN AR EF e - ARk RFER S 0.05%
~05%Fe S s BLEPlRE o PIREARRE L 28 X o B HEn RE Ap
=g E‘vfr%ﬁﬂtﬁfﬁﬁ fo0 X BIRE T 2 A HITT o R 91
R os RPRBIET PR A SO LA BT o - FH D
e %7 02 128 %Piz’b}f% A fafe o He o - ﬁ%: APy e fig ek B
% 0.0570.4% 4+ 4p 0t BRIEAPM e 15 <Mk
th 2\ B HcAL T e 7 0 12 0.05%r 0.3% ¢ /}a)*}trav 10845(5¢8
e fe 5 el ) 6 3 F 173%e - f o H g ek B 0w
Fis o BHRL AP AWML PREA = o1
AR FAE/ gl s i - - HEkkRFER:
0.05%~0.5%f > o f + BE N 325 28 % > 193 IR 2 ~ d £ G F LA
SlAc el B e T B 7 % o -3 3 1V3%e S fE - M ik
fig ek 5ok 11 0.05%fe 0.3% ek B 4 w2 % 22 10 & & 5 (5 &2
BAcS Gupdt )e £ 0.05% kR - &4 Ffr0.3%ER T X § #idh
F LR T ety L ke 72 Draize Rl3# e = fi = A P ffin 3t
Boitd AL A & e IR S A R TR R A T e

A-
=
x
Ei
™
g
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gLk P C R A PR T A AMPRERF O BT HA T A
BiLh Brai ol
AR R a1 2 RY $H e - ffafee = B3 H fgfifig it

FRAT T o # 0.1%=- A= 2 A pjrsdda B2l ¢ X & B &
%) L A0 o B k477 0.05 mL LS o FiFiEF 3= 0.1 mLiL

Bt M E T B 10 o B LA P AN ¥ A 24 PriSHB
Bo FWie f;_é_:,t/,,\—grsn € 9l A= B AT o ¥ 125 & & & 19776 2
Fengidg % 50% w/v Gt @ o 2 fRo A g e 7 E
AAR 5 A R sapbiEsk o %7 G 0.25g P erpk B R E B A et
FER G 24 [ PF > - = ok T PR E N - IRk
GRS R AR LR S RE XN ENCED Y £
Goapkts 14 % o B ERE TR NE B R2E R L 48 ¢
6 <] BF i $Hip M IR R il R A B o BT P TR Y A
ﬁpﬂiﬁﬂw RACH T L g o1

£4 111395 OECD414( A+ % ¥ 4 AT )fr EUB31 = 2 (&
a %j}l’ B4 By ) {7 a%T 7 ¢ Sprague-Dawley CD + & (n=24)
IV 6 1 15.5 X BB E 4E L F e - i A fa kg (0100
300 & 900 mg/kg bw/day ; C16-18 /& & ) o 4P 3+ 0.5%%%

7 4% 2 % 4 (sodium carboxymethylcellulose)f= 0.25%Cremophor® 7
AR o BdEMRE 20 R RBUER TR (TR c R A A T ol
FoHaEd A o R o Bk A % B s F B
AH IR B BHRER  BREABRRIC
SRS A g Ap Bk o M E M ER o WL LAY B
Blph oo iefprt s BoplecnT o gl LEIIAR . b
WA T RBREDF WG TER ) ARREY ARBRIE A%
PEARM R R P AF IR SRR e 2 B F o R B
% & B2 R Rod 43 1 NOAEL> 900 mg/kg bw/day - 1

AREECYE A RS AM i - fRfafee - @R A afEfa e § 20
T30 EAE W FHRLHN G RIRLER SR DEET
FEREE LA P A JIEE %A (@30 L
10 E ] F AL e 1% (EpER N BB fq i e = fRfg 5 (b)70
B120# k7 iy t20%:h (PP ? 42 e = 5= A ey
()50 # B 1 % 30# N ¥ i 5% 1 (PR Y8 H fqpke = %
fao- PHEFH D BRI b Ag O - gL a2 P2

el

1“1

e



10.

AF S ER- AL Ss ol

Hu 2T CORZF2F &gt * 50%2 = ff = A gfkfia &7
L AT B T REER L G F A T s AT % o 2

5 T

1. Safety Assessment of Monoalkylglycol Dialkyl Acid Esters
as Used in Cosmetics. CIR, 2017.

2. Cosmetics Info 3=k .
https://www.cosmeticsinfo.org/ingredients/glycol-distearate/

INCI name : Coco-Glucoside

*

Erat FTH U

24

3 i 2= A bE 3 (Alkyl Glucosides) =¢ 4" 35 Hicdy
it A T3 A/ A Y § Y (caprylyl/capryl glucoside){r
ClO-16 =A% FAEHPHEMEL FF L 7 > LDso~ * %4 h2g/kg
BE LT IA/FATERTPOREL Y o ) RLE 2g/kg
dhfe+ BLE % C10-16 *= é%&ﬁ“(cw 16 alkyl glucoside) 5 g/kg » 24
CEEAER SR NCE oF A

TAFAE & 120 54 H @ agin 2 b i 4 (Alkyl Glucosides) & 4 3 5%
BFpe bR AFEBFNLH2FEPHEARFALT? o HPEH
FA/FATIRTEAZ R L20E A 2P * Q7 € - B2
T % 1 2o INOEL » 2 fit % Wl ML e LTIl NOEL
L 014g/kge wfEBP AT S ¢ 5 > 23 e NOEL 5 0.18g/kg 2
AI/FRTFEY NP FEAPBLT RS M o P
PR e REINREGA RN a 2H1P AT EREKRI Y AT
gt

AR Rt e R L o 0L 2.0% 10 e Ak R A ORI R
BRER A L RE LK R 0 ¥ 1.0%R R AN
THLY BRI R 8w B g0 92 % 2 (soap chamber tests)iE {7 R #
b e M 5 A et o

A RATHE T A B E A M4 B A s pkE % (Human Repeat Insult
Patch Test, HRIPT) iRIz& 1% = A4 & 44 7 kA R ¥t 213 ¢
.&"ﬂk RACHEA 0 0 0.2mL BRI FACHBPRET 24 ) BF 3
o9 @ h IR BR AT Pl R o !

Fpohe 4 B 5T B i b AR (Alkyl Glucosides) & 4 &
SBcdh o i ARA R ARFRE L EB T Y 5 10%3

66


https://www.cosmeticsinfo.org/ingredients/glycol-distearate/

*

7 /% 7§ ¥ ¥ H (Caprylyl/Capryl Glucoside) 3% 325y & £ &
0.01% ° &g & Fawpfd | HY > 2 %ggfi—ﬁlﬁ'é’;% NN
(EF MR AFARO) IrTHY F o At o my o <
R4~ 0o AH F 43 (Ethyl Glucoside) i fki @ Wz o
—?—Uﬁi?i?ﬁ’i:%’%%Iﬁ’u‘%fﬁﬁhga‘ﬁ%}'&/}i”ﬁ_;g y+og»,;
BT H A DA SRk Rk d ool 2 57 ALK T &
A o 5 F A lidy o CIR & 2’\/ | R A zﬁ%ﬁqk/,} ( g
REATERY P HRABH FARATIRY -FA/FAT
g%ﬁﬁﬁﬁ’é%ﬂ>uﬁ@aﬁiﬁf HR T T & 2 r a1
PSP o2
By FA
1. Safety Assessment of Decyl Glucoside and Other Alkyl Glucosides
as Used in Cosmetics. International Journal of Toxicology

32(Supplement 3) 225-48S. CIR, 2013.
2. Cosmetics Info 4=k -

A

)Q

&\E‘_

https://www.cosmeticsinfo.org/ingredients/coco-glucoside/

11. INCI name : Glyceryl Oleate

*

*

AP SR RIEBE 73 5% faH i fig(Glyceryl Oleate) s
A 13 ml/kg i A A F R g okt o
AR EF /A A T F M Az forpld Sprague-Dawley + &
PR R AgdE A E /T A L E R S orpiie
ﬁaﬁ‘ﬁ X - XUWEEA4UE %S 0100~ 300 & 1000 mg/kg bw/day
L gis 4_1 Mg Lok o FH 14 % ML LE 28 X S MpH L ER
FIRF % 4% c HRe{o3 PRk E L 12 Lol - HR ’F‘ffrﬁ
WE w7 Gzeft s MAEIo? BB e L 12 B o ke S
et fes SUpPAE 42 X RFBREY S 14X 23 (5
MAespi )~ 4 7a0 4 (zefiferpid) fo8 74 (F1 %) &) NOAEL
% 1000 mg/kg bw/day ° 1
ARG TG 34 ¢ A e 50% 0k & cfi e W fig ¥ T A 3 R
KA Pl sk > #FRE G EMfgl - 05mL 2§ 5% ik
gl A A F 2P A mfelg ok iE o B X R
20 mL/kg 51 % F b faY 0 fig 125.0% % 5K 3R Fe 20 X 0 g ¥
A BREDL E e i 4kt FA B/ kI PEY P

J\\
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https://www.cosmeticsinfo.org/ingredients/coco-glucoside/

77 5% AN FIERD 2B FEE SR AL EKSD T
e Ko A A B okl A GERA %S 15% v
30%) fr- F& 2 z 7 19.0% @ fa b fg A L A At A BA R
ﬁﬁ%ﬁ?ﬁ%ﬁ%%’gﬂﬁﬁﬂéﬂﬁi@ﬁol

® L FRATEIRY 107 FRBERFE AT B ALY
Finn Chambers ® 3= fa4 ¥ fig O K Tl cfeRIGES © b F i
Il 50% ek B R GRS FAH b fig 0 FIRA € slAs kN AT o L

® REMIAETM S i) Bm2 ffy @ 3% ) Biambiilas 248 L 50
~100 F R e Mg e R A F e S B (63 &) &Y
F3BMER) hF A M BTM & k) BP B IR g E F”;Z
| RE *%a'ZMnngﬂMmﬁwﬁuﬂn¢w§447g,
PG ) A d AP AL A B TRk o

¢ HEZX2FTR ICRXF2FAPINMEA D FOEHES LYo
MR o H W fig o~ H e s b e o BRAN chE DB X Y W Ay
ik 2l b A T Y EA R AR D Y w v §
A2 Mg AP AL FAR/RIRFATY 0 75 5
S5%chib faH i fia A &fie 3 A 2 ST 3 ALK flj o A AR
MEH Mg AL AT Y RO e £ BT RS A2 fh
P AR LG P AR AR R T WY B g eppe
PAER ﬁ{,;f RATN K F P iEH os]:':z;}jiig? ve g mF’~ 21 5 CIR
% w @18 W TR AR A LE e ?

® S Fpa
1. Safety Assessment of Monoglyceryl Monoesters as Used in

Cosmetics. International Journal of Toxicology 2020, Vol.
39(Supplement 3) 935-126S. CIR, 2020.

2. Cosmetics Info Ak ©

https://www.cosmeticsinfo.org/ingredients/glyceryl-oleate/

12. INCI name : Glyceryl Stearate

® AP HMEY B ET R E Ay S fafr= fia(tri-Glyceride)
e fory R o L

& ELPEAR: BCRFLY A REY Y faiLDso>5g/kgbw o &3
B ol A F 3 1Rk A% S%H Y W initd 3 A E 0
FER €5l Rl (ERL Y Rls ~kPh~3eskd 54
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https://www.cosmeticsinfo.org/ingredients/glyceryl-oleate/

o/ d B ) il 3Rk B4 S P be 15% ~ 25% <A Fq e b
;Wg FIRTD UF otk F 25%H Tl W fig 2 # 0 BHIRE
4T o

® FTAAEAM/AmEAM ALY 28RN IRFPETY L RAL
B[PR* 0~ 100 ~ 300 §= 1000 mg/kg/day 4 ;¢ fig ~ C8-18 4r C18-%
G fel-frs -0 fifia 0 Re - BPEG)EH MBS BT o F ey

P& 3510 £ epd Wistar Han + &> W3R A {fofF v 3 1 o %

B U142 AP awt e kp - RE et e
FR P EER L 41 3 49 % > T A 2 s LR
Lpefsfrl b 4 X awf gl ﬁ’%f‘ |2 3R Be AR B P 58y vpze 2
7 4 7 NOAEL » 1000 mg/kg bw/day o

€ AFTlEM D A AR E AR A P Al s REEE % (Human Repeat Insult
Patch Test, HRIPT) Tk I 3& ® » S%AT "q e+ b fin il F Tt o 1

O GLF RO AR ER BE 100%:A 7 i b fig foAl Y Y
WA /SE ¥ A F A K 7 il A Em g o 708 X L RRK
e @A m\o 1%L 75 e+ b fig fv 0.1%F *5 ik 4 i fig SE
397 R AR IRAT o

¢ X &7 507100 mg/day & 1.5%0%] B Ak & -
fat b fin P § A BA R F R 5 RS o 5% A P ik H
i ﬁﬂ § 2910 - " AFT[a] W ar] BA K ¢ hipit o

A A e i P R R ekt o !

¢ Hix 2§ 1' CR & fo] od & A qpy ﬁaﬁv{»EFPi‘ gk
FLEPEHATERG AR » 2 RFpEF o575 8y
i fa el P e+ i fig SE éé} AR BAT Y L3 Eﬁ%ﬁ‘ il
Pl g P AARATIE kA ot kariian .

* BEFH:
1. Safety Assessment of Monoglyceryl Monoesters as Used in

ar
b
|l
fon
5
)
=
T

Cosmetics. International Journal of Toxicology 2020, Vol.
39(Supplement 3) 935-126S. CIR, 2020.
2. Cosmetics Info ezt -

https://www.cosmeticsinfo.org/ingredients/glyceryl-stearate/

13. INCI name : Citric Acid
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https://www.cosmeticsinfo.org/ingredients/glyceryl-stearate/

A A 2 RIFFA(CitricAcid) 10 & & F 5% S5g/kgbw A F &1+
PV o mupkE 4 o LDso 2>5g/kg o !
LA fﬁ]‘g"‘* e SEEFIREBREFANEFL  GET AP

PR E Lo R T P ARAP AT RRRIEE T AL
PAF A MR P b R i;af%ﬁvsafﬁa»%ﬁﬂi“%wzﬁvNOAEL

& % 4000 mg/kg (Bachtold, 1976a) ; -] Bfr+ & ¥ & {75 # 10
% chél % #7718 4 5 NOAEL & 4 &) 5 1000 mg/kg = 4000 mg/kg
( Bachtold, 1978a ) -
Attt e d 3 g g Y 0 30% R R A & ik
$oo 60%IR L § A 4 - BERF T chi ook > A R eh
BEFREAAERIZAD ETmfriE AT Y Reavk ol
ps;paiﬁm;;'f,yi: EHAFETY O REFEATRIGY R/ERI LR/ R
PL3R gt o R R 5 10%PE o PR phendlgcli g ] o JER 5 30%
Ff?‘ﬁé‘u P e pefd o 1
AR RACHE D ARATHEREEY 35 A%RERDE L TR
RGPS RATE o 1 2.5% R FE kB R 91 L RS L'g
'tt’l\’-’i&iﬁs/*“ﬁf"f&%i o 3 LALEMERRS -
RRYE/EBF M REFHEZ B B A {otip G B3 P
%Y <5 A Z&i’%?&%ﬁol
4 R 4B LT R RO T i o £ A3 MR o) R
RAIFFT AT D ARST T5 & Rk o RIFH A Krebs (& = 2%
fo) Tk eh? BIAR Rpp R 4 § F RS B E\ﬁﬁﬁf&m/ﬂ'\
3o n @ F bR AHE X €A o BEY 2 kg R IRHL
LV ATENT R d iER 0 65% 90%iE n 1
FECE A MY AR L AT T o B 10%” 35%m1%4f”f&%“xiﬁ\
ReRA S AR Y Sl RRIFEBAELE OGS 25mg/Le
AR ECHR SR O S R AR R R Y AR TR L PR
FIE* oo A FEHFS P ;‘7“]&4\: 0.1%: 1§ ¥5f% € "% ™ pH & > ¥ & 30
AR RHTREEE 8 I%PRERS ST IS TR o T
’u‘z‘ﬁ&/ e R L dmg P oA g AR Y KR Y ARG T
4 B e e 0.01%PR BRI S PO 3 enF 54 0 e 0.1%%
> fﬁ‘—*m" HA oo LhEAR* 77 10%R L (o8 #
FTNCEP ) DA REFEEEZ 3%%1?5‘%4 JPES > AU e
FERfeBCE 6 I0R o & 0o e IR 0L G - sfrs B

-
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B oA A AR I R RRG FERE
R 3?@%&1ﬂ—;§%ﬁﬁ’hk%%wﬁ@**
BT S RINFT AR A S gt BT ¥ NI Sl A

FREE R LA Pl L AR HAS  REFREY L

- L% aff A e (Alpha Hydroxy Acids)si=s &2 — » & % (81 § 4
FAE ¢ A s o RAFRE B R R R TS
FERFe RS SR A ELAE S RIFRE H BL A e T
AR o FTE4 s ST o 3

P =l .
7 PR
Safety Assessment of Citric Acid, Inorganic Citrate Salts, and Alkyl

!_\ \\\Xr

Citrate Esters as Used in Cosmetics. International Journal of
Toxicology 2014, Vol. 33(Supplement 2) 16S-46S. CIR, 2014.
2. ECHA zip % gezp
https://echa.europa.eu/registration-dossier/-/registered-
dossier/15451/7/6/1
3. Cosmetics Info 3z} :

https://www.cosmeticsinfo.org/ingredients/citric-acid/

14. INCI name : Benzoic Acid

*

F et d 5P o F P Ai(BenzoicAcid)frF T A B L 4 Ik F o
Bed e dp R A R (UVA) G TR T ol B F 3 R bR
et mfE R e AP R SDF A2 o EH T UVA Plida-

g #é hEEHRY ¥ 004%F T B 0.025%FF v W@
A e 240l PFE UV AT RSB 0 IR K PAT 0 pEg Azt
EOMABRILY R > FRATH 3% (B RBE AV A ERTR
% ¥ [206 ng/g 14pvt > D] 315 ng/g) e Rm o i K P RFET
R F D T - ﬁ%;ﬁ;(polyethylene terephthalate)¥g, » ¥7 2L % ¢t
MAETFLAP Y > Fend 2R 0 13% RS T7 X {8 LRI aE ik g

1

Af2A 12 1 {345 OECDSIDS M ¥ 7 B dd- H = m R 2 45 1 > ¥
PR Hp B o B M KA ST 4 12 LDsp>2,000 mg/kg bw o !
TAFH B4 1995 OECDSIDS M > ¥ 9 M B chp =R 4 » £
HMARECTIRFTPRAPBITEFNPARRI P LF AT
(NOAEL) = 800 mg/kgbw/day° - fie® B & T > BLET|5 = F 3 4e
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https://www.cosmeticsinfo.org/ingredients/citric-acid/

REH R > 2 PR TR R b T R F IR F
VR T R - ACKEL > BRI TP 3 i
(Bilde o R T HR) o !
A Tl D 1995 OECDSIDS B3t ¥ 7 f B chide 3R dp 2 » ¥ 7
fafr¥ ? ﬁ%‘ﬁ)ﬁ»f’ WM gl o A F T pAhE gl ot
A kATt D 1945 OECDSIDS M * % 7 e =R R4 > F 7 i
AT LG SIACE R A R R AR R LRI L
F @ﬁﬂ’%i:‘ﬁui BrER O BREBERMFIR S FIRSFT
Padph T AER A F AT oL
R L #* - 2120 & Eppley g Lo B (F - Mu Lt 60 8) i
FAEVEFEYL - ¥7F 20%F 7 fafr 0.016%F 7 pacrizby it |2
AEAL 005 mMLAE R ARAE Y »E X3 FHF20B° - &
KA 24 ] PERINEH k> BAE R R - FLATAR o4 B
010 & ] BN/ o R EfritR e Bl L frir it
FARZ Ao e EHRELN DT Y SUFIRT FAZR DR
R e s X St (23/60) 7 LR T E LM T B 0k ¥
4 (P<0.01)e k@ > FEg A Rdpd > - BHE. Hm’ﬂﬁﬁ’é\?‘ﬁﬂm’;\
52K M (7/60 2012%) 0 ¥ - BERESE R F 5 22% 0 b2
WAy P 0 3 BEHER. Bmliﬁ’?}ﬁa—p & 33% - Flgt o BEHT R
AR IR BRI Mo K5 F ;Lgfﬂ#u;jl:ﬁg
TrdFo BB OB R AR e REL FApie AREIE YR
R oot
RE%M/EBZ M 295 OECDSIDSJohnson % 4 % 7 fg ~ ¥ 7
i E@ﬁfr@ﬁ 1155 4= W 3 F G 4R & B om0 A AE Y Ames PR ¢
L RR M o @ % L5178Y TK +5L 15 3.7.2C /] B = By im ¥z >
250 ¥] 1,000 mg/mL (F friz § RS ) dPR& Y =R ¥
PR (- P ALY )R T FT ﬁifﬁiﬁ AP FLEEEE > 5
2 #% % C(Mitomycin-C){% 4 5 {4 %t U OpL RlRR ek R B B
Em AR RS B et

B4 4 0 {945 OECDSIDS Bt ¥ P f% ~ F 7 fe 2 H 4\ B frdn B e
AHIERREL > A- ARG AP Y o FeaMuL 208
% 375 g 750 mg/kg bw/day ¥ 7 EL A E o
5= Nd 4 16 3,9%‘»%;#** ’ “*%’:E»IFL PR €A ad SR
2> NOAEL 3 >750 mg/kgbw/day -

)
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P
@\3
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<
s
:my,
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3; Sfcl BEI RGP RAR (2R D2 G 8T R
UL o A K BB E Y 2 FATH (chamber diffusion cell) ® > #-

ﬁ%k‘ [iEaen: I m%‘/—“{-in’%hl.ﬂvi‘llr‘—%“"’? P 2R AR

GAE BEF e FYRKRGEER (C, E=ZmM) o3

(Kp, ¥ = X 102cm?/h) " dcs W] 5 32.7+1.6 f= 9.01+ 1.51 - &£ if

R s ‘% R R TR GBI RIREFRA BRI H R F T R

22V By EE Y cA

FpHRde 4 B ¥ A fo¥ 7 Ad (Sodium Benzoate) R A 3% 3@ 5

e aF =gk "’*}‘iﬁ"*’li I R &4 g pL(Glycine) B £ 0 A2

1§ Fi fé (Hippuric Acid) § @ &g ) o 1

ARy - b e feRBERL ARSI R 5%F T

B b B A R ot

T

1. Safety Assessment of Benzyl Alcohol, Benzoic Acid and its Salts,
and Benzyl Benzoate. International Journal of Toxicology 2017, Vol.

36(Supplement 3) 55-30S. CIR, 2017.

15. INCI name * PEG-150 Pentaerythrityl Tetrastearate

*

A @ % 10 & Wistar v -+ B (5 €224 55 g4 6~9
W8 ) I B25% PEG-150 % A w @8 w A %y ik fig (PEG-150
Pentaerythrityl Tetrastearate) kK & i3 &t Sr 3 & L H ik
% 5g/kgbw hE X T PRFE c BEULUER 14X > T FAME
Bo 2 - B8~ > Dso>5g/kg o
AR E S B A B A Jgkv’ A B Y PEG-150 £ A v fig v
Mg 48 B S Heondicdy > » AR EAF £ alicdy o !
LRIl @7 6 866 v 4 (387 %) { AH@d PEG-
150 % A w fhw A % e A B DL o MRl T(05mL) 6
PN A P2 BN (LBING 1 BRE ) EH It 24
PR SRS B 18 24 0 72 ] BEIER e mm s ke H # B
WERE gl e R A T (R #265) !
A RFE AR éféﬂgf % AFFfE e PEG-150 F A w AR v A Fg i
(53 Eidf) 37" A e 25% kg (52 L F) &7 A H
T 4F 14 41 B A s B 325 (Human Repeat Insult Patch Test, HRIPT) » &
BLETIAL Tl jpess RATiE* o1
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RoBpft: © g & ene g d ARG M PEG-150 £ N w v AT 75 kg

IRy 0 AR EAF R Dy !

RESME/RBF I PEG150 £ A w fiEw A Ffifn A Y 1T R

BRI ’?}”?}”ﬁk TA98 ~ TA100 ~ TA1535 ~ TA1537 §r TA1538 & {7

IAmes FH% Y 0 AHMATF AFEL R ABF L T

2AF A R d RFRG M PEG150 £ S w fhw A 7

f&ﬁqm4 RNE T & Manlicdy 0o+ AR E RS L onlicdy o !
FEFA

1. Safety Assessment of PEG-150 Pentaerythrityl Tetrastearate as

Used in Cosmetics. International Journal of Toxicology 2018, Vol.
37(Supplement 2) 55-9S. CIR, 2018.

16. INCI name : PPG-2 Hydroxyethyl Cocamide

*

AP JRIRE PPG-2 F e A wid j:“ign_ﬂ*m GR>90% 0 TRz Bl
#<300ppm £ 4% g{‘v" £ <0.5 ppm °

LM A M IPPG-2 50 éf%,é] fiz %% f Sprague-Dawley * & ® ehgd J§
LDso > 2000 mg/kg o % Bl¥ 5 PPG-2 Fmo MR figheehic R LDso
>2000 mg/kg °

FAFHE 4 140 995 OECD407 03 S 24 4r3 Buplty 4 + R
¥ 497% %3 0100 - 500 & 1000 mg/kg/day PPG-2 2. ¢ i ib i
M7 A0 BRI B o % g AR BT el
AR AAREF T TR TR DE TR B
PEABLRTIP R GIE G o« AEFTRAE CF R E o HMEKR L
LG R E M o 94 OECD 407 & {7 0% ¥ 28 X 3
T¢ 05 Gapdrs Gepde A Rl §E 2 %5 0100~
500 & 1000 mg/kg/day PPG-2 3¢ i figh 28 % o j2F 7= %

i ’ L‘LHT}’ /?Jrzé‘ B - ﬁLﬁ"*’" v E«”‘ T.F"ﬁzltrm £ ]9 M /3@1 4}5 q;\‘?»
Beoiv B2 R B S R AR M DR o S Sl ¢ R R A
Tl R BRRF 0 R Rk pH B2 F 0 MR F AR it

frd ~ ¢ AR mepld g s i 32 A L P g o B
AHNRE L MEMRERIARREEF I RF LA = ERAE
it S B RR IO AR A T B ARG B Rk
T 4p B o NOEL % 15mg/kgbw/day * NOAEL % 1000 mg/kg bw/day -

1
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*

A Flget s ek R S PPG-2 B e Shmb R 4k e A

pE(2.5em? bRk R > 7 0.5ml RIS ) %}iﬁfﬁﬁﬁé j ﬂ;;;r'r_t .
AAEHE AP em kB3 A1 LT T

Hool

AR RR Fﬂ‘ ! &% % & Magnusson-Kligman # < i #% ¢ » PPG-2

g “*(RP\%%OS%‘ TR H:50% ~ H 38T 5% e

10% 5 f-k® ) # E IRagH o

Rt @ o 5 & e gw AERG MRFHEEY oL

REFME/FEFHE PPG2 e A A=tk & § i 5000

ug/plate = Ames BliE? > E#H G & ;;Uﬁ MR KRR .

Arffded 4 s RIE AT T Y 0 PPG-2 2P e AP ARtk g i 250

ug/ml 5k B - mRF R B oL

£ T

1. Safety Assessment of Alkoxylated Fatty Amides as Used in
Cosmetics. CIR, 2019.

17. INCl name : Glycerin

*

7 APt £ RS B A A B (USPNF)ERE 2 H b ¢ =i B Al
Feng £ 74216 0.1% 0 #15 2% (¢ # = # f Diethylene Glycol
vz = f% Ethylene Glycol ) i3 & 7 {9 42iF 1% - !
EMH 4 M X B PR LDsp2530~58400 mg/kg e ~ & A K& LDsp>21900
mg/kg bw > 35 F1 % BT o &M X 554 b 0T PR LDso 5 1428 mg/kge
B OARTIR30mMIH b G F e (P L BES O RGER
HARED? LF Be fFERER FFE ~rES Rk~ v oo
1
TAEHBEF M D F AL v JREE 3 X pFar NOAEL 5 950 mg/kg
bw/day » %3 £ 3800 mg/kg bw/day P& » ¥ #EipE b G 2
At o g SefE gy ALY 4o x 35%H i PF A 36 S E R
% 2 R PR 6300 mg/kg bw/day 4 ¢ 30 & 40 = %EL){% LIk~ B U
A uE ,&—‘k T PR+ %) 1300 I 2200 mg/kg bw/day 4 % 50 % ¥ > L7
NI A e R & R A 2 B % 0 NOAEL & 2200 mg/kg
bw/day - & 100%4 ¥ & % B 305 * 3t § 3 30%%8 & 45 ik pF o
P EPaE ot

& LA/ T R e A 0T i iR o !
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L K IR R R 2

ST TERESS (8 1R 1 UERE

REREABIL MG RREIS 2 AR

R WA R N ¥ SRR

SRt R IS b e s < LR S
R Y

W AT o T4 % Alwre ¢b o d 34 0 v Log Pow(—2.66 a-
1.76) i1 2 4 2 H s 77 3 Bcdy 0 H b el K St R 5 80% o
ARy - P29 AT ~ R IR A oy IR
A RIBTL T B f‘u?ﬁ o R EM RS E Bk SRR $He p
e it pE e foikiic * FiE (7 Patch Test > 48 2% 4 R4 - 7 3 AR
R (1% k3iR) fode p e MEIVEBR G atBEIEE & o $#3% R
oA IR - )RR R FAXEH P (1% RBR)T avBIEF &>
B LR 3B D R b RS .E'E'J‘%ﬁ’* olo

Hibe & 2700 02014 & pE s 2 G A o] BN N
e A GEIE A ey % 'riﬁi%‘?ﬁf:#%@ﬁmf% % %o T RIR
LI A e = %ikﬂ B 4@ P ey frk A A

v A% 2 (R d ke BE 7% AN A ST B
Z 99%) ° i@ﬁ%f%#? Kt g fe K9 g * 4
- B3R % 2P(GRAS) 0 X P AR LG R R v E -
B HRHGRAS SR ottt Y R ERS KrE S F
TR 3 OTC B o Gl4eiz P B % F 4 A 5 A A &
PESfor Rt 5o 7 % g b f 8 IR T 0 B S o £ A7 A
%%?Q’FW%AﬁZ—F@Mﬁ Bk IR BT A M TRA

Z A
L

LY R RAEAR AR B bt BRI T AE T 2
pzé,_@zgﬁmA%ﬁﬁiéﬂ Rehd BT A TR

LA At Ee 2 IR A HAEE Y T BRI
- ARA Pz“ LA BT RN L v Pt kb —‘ﬁ# pito i TF”E%P € 4=
731 ¢ B fpp gl b R &1 ¥

}qug—+mp/’,\»b—5m,,.,;ﬁ PAR P SR HREAT R
THRA R b EEd EnfRT o472 § ERAFRE
FABMAEEELF G (VA AR

1. Safety Assessment of Glycerin as Used in Cosmetics, International

Journal of Toxicology, Vol.38(Supplement 3), 65-22S, CIR, 2019.
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2. SIDS Initial Assessment Report For SIAM 14 . Glycerol CAS N°: 56-
81-5, 2002.
3. Cosmetics Info 3zt @

https://cosmeticsinfo.org/ingredient/glycerin-0

18. INCI name : Phenoxyethanol

*

*

* Jﬁ#w /e ¥ fis (Phenol)<10 ppm~ Tk ¥ ¢ *z(Ethylene oxide)<2
ppm -

A& Ar3 L% 681 mg/kg bw Wistar = &l & 14 = L8 p

FFE o 9T A B A 1470 mg/kgbw R E % (25 0 @ 5
%ﬁﬁ%ﬂﬂﬁzgﬁéothmemmNmﬂiT’awﬁz
Gapied Gopp = o AR FHE T3 L fort st o

WF oept st { % % £ 3] ¥ § ¢ @ (Phenoxyethanol) s &8 - g
Ak e EE S FEL  F 4 RN BB - L4 Ao e
S S 5 ‘f:%:%l“ W~ SR e §T% PRI R e
- 7 ""ﬂ%«‘h BFT Y ALY S e b e PR U T O
ok S~ RO IR R ey Rk ch e R0 L R

U 0 i fose i b LDso A B 5 1840 mg/kg bw fr 4070 mg/kg
bw o B Af Zeds forpid e LDso & 2740mg/kgbw o £ & & 14 A g

Po2ml/kgbw FE st 4 Bl d v o0 14 X (SRR

PEEARER SRR T ATRDERPIEEF Y LG J‘%ﬁ-‘f}‘;ﬁﬁ

ggf?;g,Q#E,Qp“‘\uﬁ\ym‘gﬂglg‘u—.ﬁ pw,_r;,ﬁ G &g 3¢

FLEE R M pas B P A REA N LT e B ED
% 3714 * 5 h— BE I e %*K,ﬂﬁﬁmm}g o AFFF P FF L

£ 4 K F [ LDso>2214 mg/kg bw ©

éwm ARG e FAEEL 0 F 3 EHE L 3745k
el B foid 4 10 = 4 %) 12 100300600 2 1000 mg/kg bw/day
BB EAFF O ot b6 B G AR P ARG
AR CRBIER )T 4+ F 2L - ABE - b@E%kDy 1
59010 XM E - bR RELREAY VL RFER K
A e RIS A 7 e A LR T S 8 5 o & 600 v 1000
mg/kgbw/day # & & ¢ > L5 - &4 3% o & 300mg/kg bw/day
FHEEY > FR1EHFH ALELE 10 X 5742 o F M %k
nJ%a‘hmﬁﬂﬁ~3@&#w:o&¥5:£’E%WR%1w‘3m

& 600 mg/kgbw/day e + T E M H K B WL T F 8%
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TR 5 4 T %5 10~14% 0 % 10 = > 100 fr 300 mg/kg bw/day |
BEDLFHFLARINGUOHETE c HRELF A 10 X BF
B A TR T 3088 £ 9% 5 3 40 © £.1000 ~ 600 = 300 mg/kg bw/day
B wind 8RR AR R A LR pH B e B R R
ok P F e 29 KT A F o & 100 mg/kg bw/day | £
B 30184 FERT fJL,,’% pH &% | iﬂfrﬁfg‘}. el el o IR
beo % S #ch F & X PR* 1000 & 600mg/kg bw/day 0 £ R R
e - R E LR @ TR TR L o B Wk
Fed BIE o G RE I HIF 4K 0 * 100 & 300 mg/kg bw/day
FAOL 3L SRk AR M B E A o et AR A 3 P SR
BB R M AR o a0 By A E s Fikd Y o M

FHRTRE Lo e frErmi S E L IRIEF o5 B R AL
BTN & B 4 E R AP TUBL%E I o & 300 mg/kg bw/day
FEE? 2184 F AR P R 0 R DD NR
70 %4 100mg/kgbw/day 5 & d 5 5 AL iE s o BB AiEA

£
FResd 5o g% o fk10 % LOAEL = 100 mg/kg bw/daye
Felod e AP orplt 2 10 £ AR AL E2L D > T AT
ZTERFHPTHE LRI L ING- BEe (* 5 10x15cm)
"3 'ﬁ;ﬁ%oﬁ BA W % ¢ fig 0~50~ 150~500 mg/kg bw/day
g BT AT R R o MR E o R i F AT & B
BERRYG P HILARE DR FXLFLEY6 ] FET A
FicEE oY 13 FEFS X HEHRELFIE AR 0.5 ml/kg
bw/day iz 47k o SCCS 3 i T A F 3 ¢ B % > 237 bl
EFTOFLRF A RRIELFTF o RITL MRS A ip B2
B2+ e BAEPEREETFI CB2LER R EEY &
AR ehiefh o ¥ B FI AR Y P R * ehF S % > NOAEL )@i{;u 5/7
e g (703 F {2 e NOAEL 5 357 mg/kg bw/day °
AE el #-05ml $F e r 3 8 ay Nd il
P kBATE RS 25m? c HFRRBL A GRET DR
JLutrol (1:1) ik s # $0 i o f sk ds g 72 0 > &4 ' RE ¥ 15 30760
AAEE B AR BT 24548 Ao 72 ) A BN L o3 |
fofr v ch2 B4 4 BB IEAS S 1o B h 24 | R
LV #F 3 SN miTA 424484072 | PEESE O
3EHPAVRETLS T RFREBSL 00 AT NIEET > X
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FROFF e BEs+ ARG Tl !
% f- {1 sl T 45 0.1 ml %f{rﬁmi; CPRF AN 3 R o A
LREE P O RRES TG AR AT S R o F
AREESF H S 15244840 72 [ PEILE 840 15 X B {TIER o
AFROFF B a3 b AL PSR o & 1
|opEN LT AT 3 ﬁﬁv#m‘*"i’? T (A 2)foriik (R4 2)
RN E (A LR 2); P2 B REE 2 (G
A2) drl & d e rhiE (’LA\ 1)o $TF B e G 24 o 48 ]
(1) a3 Edp 72 (421 402)frlidd a8
X (A l) BEDIFE 244872 8% (3EA 1 &
2)frl &d s 151 (324 1) AT ANIRY > FB & ER
12448 r 72 | PEX IR flipc s ¥ (548 3 72 PR B
Bt o o8 flgefifs ¥ Y 415345003 1865 AR
NS e & BRG] 1/4 chX RBR PR R B o B itp
RIEET o Ry o mRAFR A Tl et
AR AT ARy i et mend LA FERAG RBRE
Hsd Poc:DH % 2 Hehlgpic{o? & fofk & iz mr{oidik o o $HR o ot
RIGE e gr 0% A FE R iRl SR A TR AR 1T R SRR R G 5]
AL RAEF e AL ETRIELT > FF o B L4 F R
A ot
Rt d & p + Ble ) 8§ enf 898 20 AW RITER R % o
1
RRBEIFFOME- W5 G S AGEOH Aol BERY &
TR/ R B PIFE FF o Ames #%Y LER B E
5000ug/PIate P B A E T MBS E{%%‘b‘_ ¥ef L é 4

m?2 ¢ Hprt A& F]& AL FIR Rt — HREE - B G B
réfa"?,;i" IR RES MR ww@‘iﬂﬁé@#\&ﬁ AR L
i gy o) Fy Mo FF e AR/AgS ES -
Bl e BUY G F AR R e WS RBRA T ILT B
PP ERREITT o b B RE DNAT G » 2 B AR
Memgddy o Flot o 1395 P B endE 2 > F USRS FF L R M A
Fla (LB o HARRG AFISEET 7 F RIS DR T

A A RY2F 0502512590 2.5%F § & figcha L4

EAPET bR B AR T 0 A T4 SR ad #
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fra AEw* ¥ z‘ﬁfff‘i; BAIHE A B¥ s Hangdg e
PEfeR AR TR R F e st forpld o 0 # F o
4 M0 NOAEL #L3u s AL & ¢ 0 0.25% « $>hzefd » P H i@ dhen

NOAEL % 400 mg/kg bw/day> ¥4+ 9NOAEL ¥ 5 950mg/kg bw/day-
FTAEMNETINGEL - BE AR JREY - A A
BFY o i@ AL P » F7 F 1d NOAEL 353 »t# #3 (4
NOAEL (@ 384 7 ¥ 335 300 mg/kg bw/day) - 1

& SAT R ELEIoNE Bt (2 RAF) A i
(ARAK) 3= A K ofe o #sfhifze s § ¢ i 10pl ©
frd et P S A A G oA RAFFAL BB wmeF
Bherrt BB L 272 pug/em?s il dnve f et B £ L 1140 pug/em?e
WAL KTy > i B %Y Rk £ 5 552ug/cm?e
¥ MoS3HE » WUkt TiaE+1SD 37% £ 10% 0 T AT%A K
Soc ook ANk A|fe S ¢ 1% FF L RET LY 78% 7% T
85% 4 E R |k 3t 1% F § L R ik =R oL

& AHBEIAMAPFTRERLS RS FINSRGFHBD T F
FOBEFI oMAaARY a & SB o AR AY FF 0
fecn® B Al L g MRS R H R E R Bl & kR
C G AR R IR LT B S R
b By AT R 2t 1L o 1

® Huxr2FHUiEEYASFACR)E 7] 231990 £ EEF A
FHOPRE ok F AT F oMo T o mA LA Tl
oo BRRRL R RACH 0 2 AR A BT o RIRR R T
FIOMRAGATIE LSRG PR BRI T FhAORH
L hp R ek A Y (L H<1%)TE S S A LE 28 o
é;;ﬁ;r« * Ty 0 22007 E¥FF e @ahE AT CCREY K

2“3 B o2

45 AL

SCCS OPINION ON Phenoxyethanol. SCCS/1575/16 Final version of

6 October 2016.
2. Cosmetics Info b @

CoE

L 2
!_‘\\\?ir

https://www.cosmeticsinfo.org/ingredients/phenoxyethanol/

19. INCI name : Caprylyl Glycol
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*

L& 11 2 4 fE(Caprylyl Glycol)frH 8 1,2-¢ = freng g o 4
B#cdp £ P o GApH#E HE (LDso # F) 0 2200 1 >20000 mg/kg
bw) T g2 = o2 B forplt « R (AP EE R k)
TEFHEBOELET M o B E2 464mg/kg S ARAEE fox AL
Ao E @ T > 1000 mg/kg FE T BLEF|IUR 34 de 4 fontex
FISE > & 1470 mg/kg A E FRLE TRl ~ Gikfor= - BE2 )
PER = o Rk PF 0 3160 v 4640mg/kgbw3"f BERD| A Y
FTEF - wHdd 24 ] BN 4R 215mg/kgbw £ AF 7 ¢ i
AH| B> BB E Ds 5 2240 mg/kgbw FrEtit % & LDso
% 2200 mg/kg bw o & ¥ - I E & BlGHT (lﬁ:}% OECD 423 ]
) ¥ o F 4 g LDse>2500 mg/kg ° 2
TAFAE & 0 A ¥>98%F H % (Dermosoft Octiol)ie {7 5 #p 28 =
v JRAMAT Y P 4R K B> £ F B aNOEL 5 50 mg/kg bw/day
4= NOAEL % 300 mg/kg bw/day e NOAEL &_#L "% ¥t < & ?Uﬁl’&g
A S IEER B R TP S AR PR aic ) e B e N A
AR PIFAE 105 &£ % § G 05%F A fh e io it 7 Rk 5 RIGE
At A K £ A4t B A s pk 25 (Repeat Insult Patch Test, RIPT test)® >
Al pefe i ag B chi % S A e 12
P gl ¢ Gkl b P e tE & (HET-CAM) ¢ 0 @ i d 1% 0
SymClariol fo@ 4 ¢ g3 4 8 (1% 3%) BEFRE 5 22T okt
ok il - RlE? L 1%90RkBRER (&S A5 sk
B 0.5% )& 7350 B> ¥ 4 i3 fr 1,2-¢ = fi(1,2-Hexanediol) £ 50:50
(W/w)iR & 3~ AL G AR 5 B P 3R s o 1
A RATHE X 2 RE A V%Y > L dk? 50%F 4 fiF ke
FIRAET » B%SKMEe £56 FEFEE T 50:50 (w/w) 1,2-2 = f%
(1,2-Hexanediol)f=* 4 fi$ iR & 4 (Symdiol 68 ; & ##& = & e5 »cik A&
10%) i& {7 RIPT # |3 %ﬁ%’i | & AT o 12
RREME/EBI 34 FE>98% (Dermosoft Octiol) ¢ ¥ A
B V79 me v FEATIZS (AR B E 1480 mg/mL) > @ >98% %
+ /5 (ADEKA NOL OG)# ¢ Al *F 357 F A B v 4 & R &
(kR % :Z 700 mg/mL) - 1
EwoT ARl ot 5% o FRiR 3T 70% 2 B /30%PG ( 5%Dermosoft
Octiol % ~ % b7 & &5 3 *;%,% SIEPER R ) RV TR A
K18 0 X 9T%ipIER R e H (8 24 ) PER LA T o AT F
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*

ﬁﬁ? ~1,2-% ZpR o~ F oot oA ERed RIS E TR
& 24 | PESTETE A v B EIER E S 80%1,2-2 R 1,2-F - fge
40%1,2-% = 82 1,2-- - fg o & Z iR~ B PR~ N R~ 1,2-
IR 1,2-2 e RO ARRIER ¢ AR EDEY oL
His % > F N 2 g (Pentylene Glycol)~1,2-2 = FRfr3 4 A% 4_1,2-
:ﬁﬂuﬂwwﬂb%’@ﬂﬁﬁﬁﬂ°E£“€%ﬂﬁﬁ—%
% - Bfow - B IR - B (-OH). hptda? » XY S
B 1,2-2 S 6B 3G 8 BAL o B A AT ¥ LY
RS A S R FEAS ERA SRR A S S
frp AELE K¢ o3
BT
1. Safety Assessment of 1,2-Glycols as Used in Cosmetics.
International Journal of Toxicology 31(Supplement 2) 147S-168S.
CIR, 2012.
Caprylyl Glycol as used in Cosmetics. CIR, 2010.
Cosmetics Info 4zt -
https://www.cosmeticsinfo.org/ingredients/caprylyl-glycol/

20. INCI name : Butylene Glycol

¢

Apdp A8 B4 oo R LDso> 10000 mg/kgbw > ¥ % Bl f
fekF ERTRBE 8L Rk £ K LDso>20000 mg/kg
bw 12 % 55§ fhag k{8 enidF M > 3R 5 7 Z fiR(Butylene Glycol)ihg
ME Rl T i PR IDso ik &P 5 23 g/kgbw » A=
LB P 5 1lg/kgbwe £ 3 5.0%7 = fig i ﬁ ?oh Bk BB £ LDs,
<% 5g/kg @ 73 21.35%7 = FReA & )2 15 g/kg bw R
s L EPE R R o2

TAHMEE L A- L2 £t 8&EP 7 (% i 5000 mg/kg
bw/day) fv 2 # itk £~ 7 (> AL 5 F 5 750 mg/kg
bw/day)ciz@ EF T P o TR EEFHE 4 LG EFIE T -
MR AV - AR R 1BEF&RFTLY 0 BT Z
B % £ 2 (9000 = 12000 mg/kg bw/day ) g % 1 F [ iE*
BldeiT 51 (r&fr}ﬁaﬂﬁ»%r}ﬁﬁ? FE)v B ~mpdit By E£g
fed L B4 1o & 6000 mg/kgbw/day PG & 4 &2 R%
ip R e8> Jo % NOAEL 3 6000 mg/kg bw/day » LOAEL % 9000
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mg/kg bw/day - !

AR IS D h- B A RATE Y 5200 FRAAEE A5 HP (E- o
F=ArtT BB )ULE FIHPRED F ET50%57 = f-kiziee
15 (#2824 JPF)s 2 LRBHMLFIERA e e
IS AR RF LG BBFIE- Bl o b
HALIEFAP-FRPETY AT a2 BPA A R 24
TAEEBREALZTRARB AL 48 P FIRETE G RE
PIA K fligee R p A dgfed b it Bl dt - RenF o o7
= EREA R R Tk W A el o !

BBl Do JF T FRIF R AR € il E C R
(Propylene Glycol) 31 Az chflf > % -k ik e s = ik (7% 2 o A fFf}
7 Z R E € ¥ A Op B S AT o 12

AR IRATIETT Z R 200 LR nH 42 LA 3 el
o ey A REREYR 75 2 RAE R E 214% 507 B A
e e h A A AR T frRAGESR Y B TiRRE A 4 enili
AR Pt g R A B A G hde kR Bl AR M
oo bd RiBATESK 1087 L ERE Y 0 G TR F BT A
¥t = fE(Glycol)ifs s - 2

4 ﬁii}i: B TEERT RAFT AT T AFET Y A1V
AP ARFE T P 25T ARRORBEE (48
¥ £1124% 45 12000 mg/kg bw/day 7 = fi# ) > 3 I FIA + B dHE ik &

BAFS BRIAEEH? TE AT DB AT ARRIREGITY o
1

-

iMiL%ﬁ&ﬁi@ﬁﬁ«ﬁA@ﬁ%ﬁ%ﬂ’%gﬂﬁﬂ
MTRGFMEF M R E e
B % 247 S eap b A r e SRS AR
(CIR)® Fof 2ei®iz o CIR & Ful 2% AFFHAE T I 8% > -
Z B% ~ ¢ = f%(Hexylene Glycol) ~ ¢ ¥ 7k = 4 f%(Ethoxydiglycol)f==
[ = f% (Dipropylene Glycol) ¥ % 2 * »* it i & o i A LT Z 5
2004 # > CIR % Re] 2 %3k B~ - B2 4B = A PTG F7dicdy o
FEY Pk o CIR & Rl Eap o T RV R T e+
B2akikhoH s TR folie RE BT kBT gL
= F(Glycol) e R i o %5 5 bz e~ 12 Ao LA
FMATOEERRAFE KIS M7 2 FRIAdEi T A K
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Plige @ RAF % o @i L F RATERY » 25 F BiP 4
BT e Z fRiEAT 0 X LG kA PR AT gt g o 3

S TR

1. ECHA zif ff % fezb

https://echa.europa.eu/registration-dossier/-/registered-
dossier/14962/7/1
2. Final Report on the Safety Assessment of Butylene Glycol, Hexylene

Glycol, Ethoxydiglycol, and Dipropylene Glycol. CIR, 1985.
3. Cosmetics Info ezt @

https://www.cosmeticsinfo.org/ingredients/butylene-glycol/

21. INCIl name : Avena Sativa (Oat) Kernel Extract

*

AR R E S & E (&%) E/EZ P4 (Avena Sativa (Oat)
Leaf/Stem Extract) = & 60%#E ; 7% ~ 10%+% fit %7 i* & # (flavonoids)
2 5 1%a g i ‘(saponins) ° # % i= ¥ (Avena Sativa (Oat) Kernel Qil) &7 =0
ke H_22.8%~3.1% 17 4 ﬁ’i(LinoIeic Acid);31.4%~51.26%:% f&(Oleic Acid)
% 13.9%~18.82%1: 17 it (Palmitic Acid) o 1
ATttt - AR R TREEY - @Rk 73
A.sativa # & T4 & 4 ;)%}i% Bl = 0.00002% ~ 1% % 4 A &2 7
flgetd ot
BTl D =k B A SEPR RGBS m%’ﬁ—«‘i 7 EA
Asativa # & #7222 s AR S IR o
R R Ravtt 7 25%# ¥ i= #& P~3 (Avena Sativa (Oat) Kernel Extract)
S G A S(150mL) > &R HRIPT LB R E T B -3 2/
o B 3O F SR B ST R RS AR T
PIRATK i o1
R g4 m?}gﬂ‘ %’ﬁiﬁ,p M A.sativa & & 74 2 &5 RglE
dificdy 0 4 AR EAE L ol o
R N CAR LA O A o Lﬁ&ﬂ A MG B Asativa }4«T4 = LA
ﬁ'fr% ¥ 3 ']“_}_mﬁxﬂﬂi v x AR IR A & oy o

DR 2 S L E S Bie X 8% & & (Avena sativa) §
5|%:9‘o4{ PRl R iEE- HeddpE o 0!
ARy D CR B REE 7 P % aE 0.0025%: & i= 3% P-4~ (Avena
Sativa (Oat) Kernel Extract) ch g R frsp #0vf HF A2 S frz 7 8 &
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https://echa.europa.eu/registration-dossier/-/registered-dossier/14962/7/1
https://echa.europa.eu/registration-dossier/-/registered-dossier/14962/7/1
https://www.cosmeticsinfo.org/ingredients/butylene-glycol/

0.001% # & =& BF P ERE F BRI FE ORI FRIZG
O ﬁjﬂl)\.%.:ﬁ’_ﬁ'{:}j?o 1,

® EIFH:
1. Safety Assessment of Avena sativa (Oat)-Derived Ingredients As

Used in Cosmetics. International Journal of Toxicology 2019, Vol.
38(Supplement 3) 235-47S. CIR, 2019.
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(11) & &% THEFHRES

WRERGEG SR I R pH RR C HAE M S F AR
PEF6BY A% TRk RN SEFH Tz 2 L8

% RE

A& LH Wk ks 3
¢ EKHT 5{& D PET~5{¥ PP~ § @ LDPE
Wk %0137 5117 ¥ 31" 56 i
40 °C 40 °C 40 °C 40 C
PP 75 %RH 75 %RH 75 %RH 75 %RH
253 s e A iin b e Y i b e A i b e Y
B v d AEPFF 0 ABEPF G0 AEPFF |0 AFEPF G
Tk Sk Tk Sk Ik Sk Tk Sk
A vk AT AR AR AL
PH (at 25°C) 6.6 6.5 6.7 6.6
AL R (at 25 °C) 24650 mPa-s 26490 mPa-s 25735 mPa-s 27120 mPa-s
% 2 (at 25 °C) 0.96 g/cm?3 0.92 g/em3 0.99g/cm3 1.01 g/cm3
MAEFRBIES: X At ) * ! e
AWIEN R N F|EEE SR | EUESRS S F|EBESRS VR
¢ R
W BRI TG M2 BRI (BB (B2 BN R %
ny % We R e W H [ S
v (17 & % L17? & # L]? &% L]? &%

¥ B 2

ISO/TR 18811 Cosmetics-Guidelines on the stability testing of cosmetics
products,2018. %% 532 %2 F R Z REEF e T T RRK

WwRIAR/B

WP AR/PY
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(12) #c 2 $ # iPI3R 2

A&t WeR ok ip 3
AP IT22080E
AW p o 2022.08.05
L& TPET~¥LZE (PP~
¢ . Wk p Hp 111.08.29
ART % ¢ o LDPE '
¥ RITE P B # R % 53 R E
. PSRl e et s A
2 Ak <1000 cfu/g 2 54 A AR S &
(<10cfure) |s 4. ¥ 1% 109.07.28
B ER 7 (94 0 AH |2 111.04.21 2 F 23k
SR T T L
Frpa— ER T SRRy
EXIHRRA | 2wy P L T
P4 ARE 3 4 Afpd \RTEC
FEAT L e 7 &

iR X R/P#

A R/P Y
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(13) F* B3z i%

e

54

(Sample Name)

Wl Ris T

iB|22 p #F (Date Tested): 111.07.01~08.12

5 %4 2 2 (Method Code): #5R#% & #F 110.05.13 22 2 1§ -1 ot 354y 3/

#13# F#& (Microbial strains)

APEER | ABEE | 4F TERE | SRBH 0 ¢ AKE | RHMA
(Assay Escherichia | Staphylococcus Pseudomonas | Candida Aspergillus
Time) coli aureus aeruginosa albicans brasiliensis
(ATCC 8739) | (ATCC 6538) (ATCC 9027) (ATCC 10231) | (ATCC 16404)
(CFU/g orml) | (CFU/g or ml) (CFU/g or ml) (CFU/g or ml) (CFU/g or ml)
% 0% 9.3x10° 8.8x10° 9.1x10° 8.7x10* 9.2x10*
7= <10 <10 <10 3.6x10? 6.9x102
¥ 14 = <10 <10 <10 <10 <10
% 28 % <10 <10 <10 <10 <10
WRlAR/P ¥ (3% ¢ &4t p )
A R/P Y (% cxisct p o)
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(14)# & 325 GRTFH

AR 3BRI R A SR AL A AR M TR o
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(15) 2 & & 542 ¢ EHFFH
A

&% & 500 ml

¢ R ¢ERT
i b PET
g E i
2 ? LDPE
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. %

2R R

(16) & &% 2 Tt

WA AT PRARRBETE

42023 # 5 FHE2ZERY Y -le > F L R ¢ (Scientific Committee
on Consumer Safety, SCCS) i* }E & = /w\ RIFFE % 23R 4515 120K
(SCCS/1647/22) » -tk * ik ~ ™= ~HFLFA KRB ETE -

# > i
T 60 kg
B n L84
g FEAE PR A &
P AR K 1=t
i * 4 % ff (cm?) 17500
B 0.01

& E] ﬂ- }? %gi(Eproduct)
"ﬁ"‘v:‘ﬁ“#@? KRB Fe s %F 2023 £ 5 % B F 2 SCCS Uk 5 A PR
23T E 431 % 12 %%(SCCS/1647/22) % 3A & 4

2z Hxp LR
FRBE
)
Estimated | Relative | Retention Calculated Calculated
daily daily factor? daily relative
amount amount exposure daily
Product t applied jed’ exposure’
SIS . Qe Jbw [ - E proitnnt | Fos—y T
(o/d) (ma/kg (g/d) (mg/kg
bw/d) bw/d)
Bathing, showering Y 4 -
Shower gel 1T #Asé? r 27920 I 0.01 0.19 2.79
£ A & !

e MoS P * ek p LK EBEE S 2.79 mg/kg bw/day -
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R ABTL AL MoS B F

8 2 i 2 4 2 Margin of Safety (MoS) %
SED Eproduct (’E" El ﬁL ft‘ % E% + )XC/lOO(ﬁC‘—%
MOS = PoDsys/SED

SED (mg /kg bw/day) &

2R AT 4

/14 )xDAP/100( & § %z &)

» ¥ % B A E 5 Eproduct (mg /kgbw/day) = # P L K k & £
C(%) » == | 4 i DAp(%) »
SCCS it k= A pl3d 2 H & 23R 431 5 12 %R (SCCS/1647/22) 4 2
90 * rRFMBEHRALCHEE S AT DEHFHEF HFER 0§ HE
£ 12 ¢h 90 % A7 F KPP FEenE p o v @ E & i 2E(Point of Departure,
POD)F¥ SCCS ¢ %4 jg MiZFA 3358 MoS» § #HT B ME A By ehE T s R
B Z X390 X7 e PoD PF o BIZREY A AR MET)F ke o 5

;L}*cqr.ﬂ ; PODsys — 4% * NOAEL f& & o

T BT o Fm R 28 2 NOAEL e Jg & % ehd TR IRER iE i {5 K
FETF]F BT o 14 62 NOAEL B3t 8 & % 4o
fe* B | AK= | NOAEL SED
INCI name A o F (mg /kg | (mg/kg MosS
C(%) DAr(%) | bw/day) | bw/day)
Aqua 73.255 - - - >100
Sodium Lauroyl
) 4.5 100 15 0.1256 119.474
Sarcosinate
Cocamidopropyl
] 5.55 100 125 0.1548 807.259
Betaine
Sodium Methyl 2-
3.04 100 23.3333 0.0848 275.105
Sulfolaurate
Sodium Sulfate 0.32 100 500 0.0089 | 56003.584
Disodium 2-
0.16 100 23.3333 0.0045 5226.994
Sulfolaurate
Potassium Cocoyl
) 1.05 100 155.5556 | 0.0293 5309.971
Glycinate
Potassium Cocoate 0.45 100 233.3333 0.0126 18584.890
Sodium Methyl Cocoyl
5 100 77.7778 0.1395 557.547
Taurate
Glycol Distearate 0.66 100 100 0.0184 5430.651
Coco-Glucoside 0.3 100 28 0.0084 3345.281
Glyceryl Oleate 0.09 100 233.3333 | 0.0025 | 92924.452
Glyceryl Stearate 0.09 100 227.7778 | 0.0025 | 90711.987
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Citric Acid 0.03 100 55.5556 0.0008 | 66374.671

Benzoic Acid 0.015 100 375 0.0004 | 896057.35

PEG-150

Pentaerythrityl 1.3 100 - 0.0363 -

Tetrastearate

PPG-2 Hydroxyethyl

Cocamide 0.52 100 155.5556 | 0.0145 | 10722.057

Glycerin 2.12 100 611.1111 | 0.0591 | 10331.898

Phenoxyethanol 0.9 78 357 0.0196 | 18227.491

Caprylyl Glycol 0.1 100 46.6667 0.0028 | 16726.416

Fragrance 0.5 - - (% IFRA 2
&)

Butylene Glycol 0.03 100 3000 0.0008 | 3584229.4

Avena Sativa (Oat)

Kernel Extract 0.02 100 - 0.0006 -

INCI name

NOAEL & i F.p¥

Sodium Lauroyl Sarcosinate

d & Bv pR#FESK 91792 X 5% 7 41 NOAEL % 30 mg/kg bw/day »
FYRTIRA T F 50%2 H Fx T_F]F 0 430 *50% =15 mg/kg

bw/day -

Cocamidopropyl Betaine

d AR CRBKRFY 92 X p%RiFN AR F BHE NOEL %
250 mg/kgbw/day » ¥ & U JRA $ ¥ ¥ F 50%2 F FELE_F]F o H#

250 *50% =125 mg/kg bw/day °

Sodium Methyl 2-

Sulfolaurate

2R %Pk & v PR Fatty acids, C12-18 (even numbered)-methyl
esters, sulfonated, sodium salts 28 = :#5% > NOAEL % 150 mg/kg
bw/day » % & T JRA $F * F 50%% E5k X #K(28 X)L P FEX

¥+ » #- 150*%50%*28/90=23.3333 mg/kg bw/day -

Sodium Sulfate

d + & pR#EH%F I NOEL % 1000 mg/kg bw/day » 4 & v JR#

7 * F 50%2 F Fx T_F|F 0 #1000 *50% =500 mg/kg bw/day °

Disodium 2-Sulfolaurate

QR

\\\?{r

P& = Bl v JR Fatty acids, C12-18 (even numbered)-methyl
esters, sulfonated, sodium salts 28 % #£5% » NOAEL % 150 mg/kg
bw/day » ¥ g T FRA ¥ ¥ F 50%3% Fgk X #(28 X )2 F FE T

F]+ - #-150*50%%28/90=23.3333 mg/kg bw/day -

Potassium Cocoyl Glycinate

+ B v PR 28 = % > NOAEL % 1000 mg/kg bw/day » ¥ & T PR
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dFT R F S0%E E% % (28 X)L A FEXFF o M

1000*50%*28/90=155.5556 mg/kg bw/day

Potassium Cocoate

T R

\\\?{r

Pe = -+ = 'z f&(Docosanoic Acid, CAS No. 112-85-6)+ &l r
JR 42 % 3#5% » NOAEL 5 1000 mg/kg bw/day » ¥ B v jR2 $
*ok S0% X s % (42 X )2 AR LF G 0 M

1000*50%*42/90=233.3333 mg/kg bw/day -

Sodium Methyl Cocoyl

Taurate

+ B v JR 14 = % > NOAEL 5 1000 mg/kg bw/day » % & T PR
AT P K OS0% R sk 2 B(14 )2 A FERFF o #

1000*50%*14/90=77.7778 mg/kg bw/day -

Glycol Distearate

A RCJR 20 X @sk o @04 KA RS 1 NOAEL> 900
mg/kg bw/day » % g v IRA F T * 5 50%% 5% % #(20 %)z

7 £ ¥_F]+ 0 #-900*50%*20/90=100 mg/kg bw/day -

Coco-Glucoside

%3 4 K L 2 ks 08 NOEL - 0.18 g /kg bw/day=180
mg/kg bw/day > ¥ Jg % * B (14 % )2 R FE L F]F o K

180*14/90=28 mg/kg bw/day °

Glyceryl Oleate

4 B v PR 42 % 5% > NOAEL 3 1000 mg/kg bw/day » % & v JR
AP TN 50% 2 EAA M2 )L RFF  #

1000*50%*42/90=233.3333 mg/kg bw/day -

Glyceryl Stearate

+ B v JR 41~49 = 322 > NOAEL 3 1000 mg/kgbw/day » ¥ &
JRA$7 % F 50%% i85k % (41 % )2 3 TS+ 0 &

1000%*50%*41/90=227.7778 mg/kg bw/day -

)R T PR10 % 3E% 0 NOAEL % 1000 mg/kg bw/day » ¥4 g © IR

Citric Acid A v K O50%ZE %R (10 X ) AR T_TFF oK
1000*50%*10/90=55.5556 mg/kg bw/day °
) ) X B v PR 16 ¥ 32 » NOAEL 3 >750mg/kgbw/day » ¥ & © PR2
Benzoic Acid

PV X 50%2. * Fr T_F]F o #-750*50%=375 mg/kg bw/day -

PPG-2 Hydroxyethyl

+ B v pR 28 =% % > NOAEL % 1000 mg/kg bw/day » ¥ j& T PR

AP T F 50%2% Ek B8 %)L h TS 0 K

Cocamide

1000*50%*28/90=155.5556 mg/kg bw/day °

AHERH T PR+ X 1300 I 2200 mg/kg bw/day 4 i 50 % pF

) ;ﬁi’ﬁ RIS C N ‘}&E\?EJE;‘,’% 24 E‘,fg‘lrf’!ﬁz"’-% » NOAEL % 2200

Glycerin

mg/kg bw/day > ¥ g T JR2 T ¥ F 50%% FE5k % #(50 )2

* FE T_F|F 0 # 2200*50%*50/90=611.1111mg/kg bw/day -
Phenoxyethanol 3L K L 13 Es% @ 1335 5 % > NOAEL 312 5/7
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il > 7014 & 18 9 NOAEL 5 357 mg/kg bw/day °

Caprylyl Glycol

< B r R 28 % :EZ% » NOAEL % 300mg/kgbw/day » % & © IR #
ook K 50%% FA R (28 X )2 R oA LTS 0 K

300*50%*28/90=46.6667mg/kg bw/day °

Butylene Glycol

< & v R 2 & E% - NOAEL 3 6000mg/kgbw/day » ¥ g v IR 2

$F % 50%2 F FE Z_F]F 0 #- 6000*50%=3000 mg/kg bw/day *
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WEAIBT % 2R ES

% 2R S
T B8 2

AT G R URL B E R R e
—rrg%’,&’:f&@*{}* B AT I A EEE Y EET AR FLT X 2R
LAS HAMER G TR

FREF R * mp

WO AT e ERRARR R I)T B2 o P

S i B KA T AR R P Y S A R X
LR R BRI

RFIREIL R PR LRI AR s Bpokirik o
B R R R EAEY o

W R en® 2P TG AN IR AL A BE BT TG A2 AR

1L A Seft et s Brld R S A% 4 4> Yk
AP ETERUE HREIRITE o

2. Ry d A ST HOE ARG 5 2 VRS B T LRI
Hed PRI L 2 PR SR BRFEL > B3 BT ASR ERER
P #F THE R AR B KA E RME AT 2o d

BT 2t iR X M AR AR~ A & :?%#@%?ﬁi’ LR S
PFiE 7 R & TRk L o

3. AP RBIFLEGEPEAR USRI FFFEAEL &R P x
WORERAR A T FARIN 8 B ¥ 110.05.13 22 2 1 SR T 3R
Bedn IR A2 RER Ko

4. A A F® T 25 T A PET PP 2 LDPE > 194583 #g i & gt ¢
M@ 5% it AHgr -

5. 1345 SCCS it = 4 RIGE 2 H & 2 3= dpsl % 120 > 7 4 &7
AEAeE BRSSPk BAAR o HITA Wéﬂ%ﬁi PR BRI R
SCCS * *tdic/ ik ip A f-2 e e & B 13- B % 2% E(MoS) -

6. & * 2 A4 & WA AR ¢ %2 (IFRA 50th Amendment) » J& * W0 A
Bk ER 5 60% ¢t WK 77'\:55‘1“;?13 b 0.5% % 4% P RATR % Ko

7. RO REFEY e R e AT @ F SR o a 4R
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AR E bk 2 B (MoS) % & >t 1000 A & Feh% >4 0 PEG-150

Pentaerythrityl Tetrastearate % Avena Sativa (Oat) Kernel Extrac P = & it

A EAARE S PEREIy o J it B D AR R RRT

BT Baes gt S A F AR B R RATHER N o

PRt AT ARG AR BBt LF o de A AR Aokt A

N R BT § 2 BFRELT 2THEF AR AR AR
PHELHNAEETAMS -

8.

“~
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el A N2 AN A2 PR L BT

I AP ERERY - a2 PP FEE TR T FERE
FlEe 7977 WEDZASE P 78 r2 FFRESESL
2_# B 3F % (Certificate of Analysis, COA) ~ % 2 7 #! % (Safety Data
Sheet, SDS) ~ Sk R N E% > 2 EATREE P 2 P F oo #
L REHEPF AT ©
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INCI name : Sodium Lauroyl Sarcosinate

SP CRODASINIC LS30 MIT MBAL-LQ-(RB)

Version 2.0 Revision Date 18.12.2015 Print Date 07.01.2016

SECTION 1: Identification of the substance/mixture and of the company/undertaking

1.1 Product identifier

Trade name : SP CRODASINIC LS30 MIT MBAL-LQ-(RB)
INCI . Aqua and Sodium Lauroyl Sarcosinate
Substance name . Sodium N-Lauroylsarcosinate

CAS-No. : 137-16-6

1.2 Relevant identified uses of the substance or mixture and uses advised against

Use of the Sub- . Surfactant
stance/Mixture

1.3 Details of the supplier of the safety data sheet

1.4 Emergency telephone number
USA: 24 Hour Emergency Response Information CHEMTREC toll free: 1-800-424-3300;
direct/international: 1-703-527-3887. CANADA: Quantum Murray (spill response)1-877-
378-7745. CANADA: CANUTEC(collect) 1-613-996-6666. EUROPE: 00 32 3575 5555.
ASIA PACIFIC - excl. China: +65 6542-9595. CHINA: +86 816-635 2206. AUSTRALIA: +61
29616 5890. SOUTH AFRICA: +32 3 575 55 55. LATAM: 0800 720 8000. 1-613-996-6666.
INDIA: +91 22 30948601/2. JAPAN: +65 6542 9595 (24F:f] B AIEHICEELESE,
#:)1— ) TURKIYE: Saghk Bakanlig: Ulusal Zehir Merkezi - 114

SECTION 2: Hazards identification

2.1 Classification of the substance or mixture

Classification (REGULATION (EC) No 1272/2008)

Acute toxicity, Category 4 H332: Harmful if inhaled.
Eye irritation, Category 2 H319: Causes serious eye irritation.
1113
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Classification (67/548/EEC, 1999/45/EC)
Harmful R20: Harmful by inhalation.

Irritant R36: Imritating to eyes.

2.2 Label elements

Labelling (REGULATION (EC) No 1272/2008)
Hazard pictograms :

Signal word : Waming
Hazard statements : H332 Harmful if inhaled.
H319 Causes serious eye irritation.
Precautionary statements . Prevention:
P280 Wear protective gloves/ eye protection/ face
protection.
P261 Avoid breathing dust/ fume/ gas/ mist/ va-
pours/ spray.
P271 Use only outdoors or in a well-ventilated
area.
Response:

P305 + P351 + P338  IF IN EYES: Rinse cautiously with wa-
ter for several minutes. Remove contact
lenses, if present and easy to do. Continue

rinsing.

P304 + P340 IF INHALED: Remove victim to fresh air
and keep at rest in a position comfortable
for breathing.

P312 Call a POISON CENTER or doctor/ physi-

cian if you feel unwell.

Hazardous components which must be listed on the label:
Sodium N-lauroylsarcosinate

2.3 Other hazards

This substance/mixture contains no components considered to be either persistent, bioaccumulative
and toxic (P'BT), or very persistent and very bioaccumulative (vPvB) at levels of 0.1% or higher.

SECTION 3: Composition/information on ingredients

3.2 Mixtures

Hazardous components
| chemical Name [ cAS-No. | Classification | Classification | Concentration |

2113
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EC-No. (B7/548/EEC) (REGULATION (%)
Registration (EC) No
number 1272/2008)

Sodium N- 137-16-6 T; R23 Acute Tox. 2; H330 »>=30-<35

lauroylsarcosinate 205-281-5 Xi; R41 Skin Irmt. 2; H315
01- Xi; R38 Eye Dam. 1; H318
2119527780-
39-0000

For explanation of abbreviations see section 16.

SECTION 4: First aid measures

4.1 Description of first aid measures

If inhaled . If breathed in, move person into fresh air.
If symptoms persist, call a physician.

In case of skin contact : In case of contact, immediately flush skin with plenty of water
for at least 15 minutes while removing contaminated clothing
and shoes.

If symptoms persist, call a physician.

In case of eye contact . Inthe case of contact with eyes, rinse immediately with plenty
of water and seek medical advice.

If swallowed : If swallowed, call a poison confrol centre or doctor immediate-
ly.

4.2 Most important symptoms and effects, both acute and delayed
Symptoms 2 None known.

4.3 Indication of any immediate medical attention and special treatment needed
Treatment > None known.

SECTION 5: Firefighting measures

5.1 Extinguishing media
Suitable extinguishing media : Use extinguishing measures that are appropriate to local cir-
cumstances and the surrounding environment.
Use water spray, alcohol-resistant foam, dry chemical or car-

bon dioxide.
Unsuitable extinguishing . High wolume water jet
media
3713
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5.2 Special hazards arising from the substance or mixture

Specific hazards during fire- : In case of fire hazardous decomposition products may be
fighting produced such as:
Carbon oxides
Do not use a solid water stream as it may scatter and spread
fire.
5.3 Advice for firefighters
Special protective equipment  : In the event of fire, wear self-contained breathing apparatus.
for firefighters
Further information : Prevent fire extinguishing water from contaminating surface

water or the ground water system.
Fire residues and contaminated fire extinguishing water must
be disposed of in accordance with local regulations.

SECTION 6: Accidental release measures

6.1 Personal precautions, protective equipment and emergency procedures

Personal precautions . Ensure adequate ventilation.
Use personal protective equipment.
Contaminated surfaces will be extremely slippery.

6.2 Environmental precautions

Environmental precautions . Prevent product from entering drains.
If the product contaminates rivers and lakes or drains inform
respective authorities.

6.3 Methods and material for containment and cleaning up

Methods for cleaning up : Soak up with inert absorbent material.
Sweep up and shovel into suitable containers for disposal.

6.4 Reference to other sections
None.

SECTION 7: Handling and storage

7.1 Precautions for safe handling

Advice on safe handling : Avoid contact with skin, eyes and clothing.
Handle in accordance with good industrial hygiene and safety
practice.

Advice on protection against : Normal measures for preventive fire protection.

fire and explosion

47113
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7.2 Conditions for safe storage, including any incompatibilities

Requirements for storage . Store in original container. Containers which are opened must

areas and containers be carefully resealed and kept upright to prevent leakage.
Keep container tightly closed in a dry and well-ventilated
place.

Advice on common storage - No special restrictions on storage with other products.

Other data . Stable under recommended storage conditions.

7.3 Specific end use(s)
Specific use(s) . Surfactant

SECTION 8: Exposure controls/personal protection

8.1 Control parameters
Contains no substances with occupational exposure limit values.

8.2 Exposure controls

Personal protective equipment

Eye protection :_Tightly fitting safety goggles
Hand protection
Remarks . Impervious glowes
Skin and body protection - Impervious clothing
Respiratory protection : n the case of vapour formation use a respirator with an ap-
proved filter.

SECTION 9: Physical and chemical properties

9.1 Information on basic physical and chemical properties

Appearance . liquid

Colour . clear, colourless
Odour : characteristic
Odour Threshold . No data available
pH : 75-85

Melting point . No data available
Boiling point . No data available
Flash point - Not applicable

S113
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Evaporation rate
Flammability (solid, gas)
Upper explosion limit
Lower explosion limit
Vapour pressure
Relative vapour density
Density

Solubility(ies)
Water solubility

Solubility in other solvents

Partition coefficient: n-
octanol/water

Auto-ignition temperature
Thermal decomposition

Viscosity
Viscosity, dynamic

Viscosity, kinematic

Explosive properties

Oxidizing properties

9.2 Other information
Oxidizing potential

No data available
No data available
No data available
No data available
No data available
No data available

ca. 1.01 g/cm3 (25 °C)

completely soluble

. not determined

No data available

: No data available

No data available

: No data available

# 40 - 80 mm2/s (25 °C)

:Classification Code: No data available

No data available

No data available

SECTION 10: Stability and reactivity

10.1 Reactivity
No data available
10.2 Chemical stability
No data available

10.3 Possibility of hazardous reactions

Hazardous reactions

. Stable under recommended storage conditions.

6/13
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10.4 Conditions to avoid
Conditions to avoid . None known.

10.5 Incompatible materials
Materials to avoid . Strong oxidizing agents

10.6 Hazardous decomposition products

Hazardous decomposition : No data available
products

SECTION 11: Toxicological information

11.1 Information on toxicological effects

Acute toxicity

Components:
Sodium N-lauroylsarcosinate:

Acute oral toxicity : LD50 Oral (Rat, male and female): = 5,000 ma/kg
Method: OECD Test Guideline 401
GLP: yes

Acute inhalation toxicity : LCS0 (Rat, male and female): 1 -5 mg/l

Exposure time: 4 h

Method: OECD Test Guideline 403

Test substance: 35%
GLP: yes

Remarks: Harmful by inhalation.

LC50 (Rat, male and female): 0.05 - 0.5 ma/l

Exposure time: 4 h

Method: OECD Test Guideline 403

Test substance: 100%
GLP: yes

Remarks: Toxic by inhalation.

Acute demmal toxicity . Remarks: Not applicable

Skin corrosion/irritation

Components:

Sodium N-lauroylsarcosinate:
Species: Rabbit

Exposure time: 4 h

Assessment: No skin irritation
Method: OECD Test Guideline 404
Result: No skin irritation

GLP: yes

Test substance: 30%

Assessment: Non-corrosive

7113
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Method: EPISKIN Human Skin Model Test

Resuit: Non-corrosive
GLP: yes

Serious eye damage/eye irritation

Components:

Sodium N-lauroylsarcosinate:
Species: Rabbit

Method: OECD Test Guideline 405

Result: irritating
Test substance: 30%

Respiratory or skin sensitisation

Components:
Sodium N-lauroylsarcosinate:

Test Type: Maximisation Test (GPMT)

Species: Guinea pig

Assessment: Does not cause skin sensitisation.
Method: Directive 67/548/EEC, Annex V, B.6.
Resuit: Did not cause sensitization.

GLP: yes
Test substance: 30%

Germ cell mutagenicity

Components:

Sodium N-lauroylsarcosinate:
Genotoxicity in vitro

Carcinogenicity

Components:
Sodium N-lauroylsarcosinate:

1 Test Type_in vitro assay

Metabolic activation: with and without metabolic activation
Method: Mutagenicity (Salmonella typhimurium - reverse mu-
tation assay)

Result: negative

GLP: yes

. Test Type: Chromosome aberration test in vitro

Test species: Human lymphocytes

Metabolic activation: with and without metabolic activation
Method: Directive 67/S48/EEC, Annex V, B.10.

Result: negative

GLP: yes

. Test Type: in vitro assay

Metabolic activation: with and without metabolic activation
Result: negative
GLP: yes

8113
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Test substance: Na data available

Reproductive toxicity

Components:

Sodium N-lauroylsarcosinate:

Effects on fertility %
Test substance: No data available

STOT - single exposure

Product:
Assessment: No data available

Components:
Sodium N-lauroylsarcosinate:
Assessment: No data available

STOT - repeated exposure
Repeated dose toxicity

Components:

Sodium N-lauroylsarcosinate:

Species: Rat, male and female

NOAEL: 30 ma/kg

Application Route: Qral

Exposure time: 90 days

Number of exposures: 1x /day

Method: Directive 67/548/EEC, Annex \V, B.7.
GLP: yes

Aspiration toxicity

Product:
No data available

Further information

Product:
Remarks: No data available

SECTION 12: Ecological information

12.1 Toxicity

Components:
Sodium N-lauroylsarcosinate:
Toxicity to fish : LC50 (Danio rerio (zebra fish)): 107 mg/l

9/13
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Toxicity to daphnia and other
aquatic invertebrates

Toxicity to algae

12.2 Persistence and degradability

Components:
Sodium N-lauroylsarcosinate:

Biadegradability

12.3 Bioaccumulative potential

Components:

Sodium N-lauroylsarcosinate:
Bioaccumulation

Partition coefficient: n-
octanol/water

12.4 Mobility in soil

Product:

Distribution among environ-
mental compartments

Exposure time: 96 h

Test Type: semi-static test

Test substance: 30%

Method: OECD Test Guideline 203
GLP: yes

: EC50 (Daphnia magna (Water flea)): 29.7 mag/l

Exposure time: 48 h

Test Type: static test

Test substance: 30%

Method: OECD Test Guideline 202
GLP: yes

: ErC50 (Desmodesmus subspicatus (green algae)): 79 mg/l

Exposure time: 72 h

Test Type: static test

Test substance: 30%

Method: OECD Test Guideline 201
GLP: yes

EbC50 (Desmodesmus subspicatus (green algae)): 39 magf
Exposure time: 72 h

Test Type: static test

Test substance: 30%

Method: OECD Test Guideline 201

GLP: yes

: Test Type: Biodegradability, ISO 14593

Result: Readily biodegradable

Biodegradation: 82 %

Exposure time: 28 d

Method: Directive 67/S48/EEC Annex V, C.4 B.
GLP: yes

: Remarks: No bicaccumulation is to be expected (log Pow <=

4).

. log Pow: estimated 0.37

: Remarks: No data available

10/13
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Components:

Sodium N-lauroylsarcosinate:

Distribution among environ- . Remarks: Not applicable
mental compartments

12.5 Results of PBT and vPvB assessment

Product:

Assessment . This substance/mixture contains no components considered
to be either persistent bioaccumulative and toxic (PBT), or
very persistent and very bioaccumulative (vPvB) at levels of
0.1% or higher..

Components:

Sodium N-lauroylsarcosinate:
Assessment . This substance is not considered to be persistent, bioaccumu-
lating and toxic (PBT)..

12.6 Other adverse effects

Product:

Environmental fate and . No data available
pathways

Additional ecological informa-- : Remarks: No data available
tion

SECTION 13: Disposal considerations

13.1 Waste treatment methods
Product : Dispose of in accordance with local regulations.

Contaminated packaging . Empty remaining contents.
Do not re-use empty containers.
Empty containers should be taken to an approved waste han-
dling site for recycling or disposal.

SECTION 14: Transport information

14.1 UM number
Not regulated as a dangerous good

14.2 Proper shipping name
Not regulated as a dangerous good

14.3 Transport hazard class

111713
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Not regulated as a dangerous good
14.4 Packing group

Not regulated as a dangerous good
14.5 Environmental hazards

Not regulated as a dangerous good

14.6 Special precautions for user

Remarks . Not classified as dangerous in the meaning of transport regu-
lations.

14.7 Transport in bulk according to Annex Il of MARPOL 73/78 and the IBC Code
Not applicable for product as supplied.

SECTION 15: Regulatory information

15.1 Safety, health and environmental regulations/legislation specific for the substance or mixture

The components of this product are reported in the following inventories:

REACH . On the inventory, oriin compliance with the inventory
AlCS : _On the inventory, or in compliance with the inventory
DSL : All components of this product are on the Canadian DSL
NZloC ;. On the inventory, or in compliance with the inventory
ENCS : On the inventory, or in compliance with the inventory
ISHL # On the inventory, or in compliance with the inventory
KECI : On the inventory, or in compliance with the inventory
PICCS : On the inventory, or in compliance with the inventory
IECSC . On the inventory, or in compliance with the inventory

For explanation of abbreviations see section 16.

15.2 Chemical Safety Assessment
This information is not available.

12713
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SECTION 16: Other information

Full text of R-Phrases

R23 . Toxic by inhalation.

R38 . Irmtating to skin.

R41 . Risk of serious damage to eyes.
Full text of H-Statements

H315 . Causes skin imitation.

H318 . Causes serious eye damage.
H330 . Fatal if inhaled.

Full text of other abbreviations

Acute Tox. . Acute toxicity

Ewye Dam. . Serious eye damage

Skin Irrit. . Skin imitation

Key or legend to abbreviations and acronyms used in the safety data sheet

AICS (Australia), DSL (Canada), IECSC (China), REACH (European Union); ENCS (Japan), ISHL
(Japan), KECI (Korea), NZloC (New Zealand), PICCS (Philippines), TCSI (Taiwan), TSCA (USA)

Further information

Other information . Additions, Deletions, Revisions
Section 2

The information provided in this Safety Data Sheetis correct to the best of our knowledge, informa-

tion and belief at the date of its publication. The information given is designed only as a guidance for

safe handling, use, processing, storage, transportation, disposal and release and is not to be consi-
dered a warranty or quality specification. The information relates only to the specific material desig-
nated and may not be valid for such material used in combination with any other materials or in any
process, unless specifiedin the text.

13/13
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INCI name : Sodium Lauroyl Sarcosinate

1. Amended Safety Assessment of Fatty Acyl Sarcosines and Sarcosinate Salts as Used
in Cosmetics. International Journal of Toxicology 2021, Vol. 40(Supplement 2) 1175—
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Amended Safety Assessment of Fatty Acyl
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Abstract

The Expert Panel for Cosmetic Ingredient Safety (Panel) assessed the safety of 5 acyl sarcosines and 9 sarcosinate saltsas used in
cosmetics; all of theseingredients are reported to function in cosmetics ashair conditioning agentsand most also can function as
surfacants—cleansing agents. The ingredients r d in this 1t are cc d of an amide comprising a fatty acyl
residue and sarcosine and are either free acids or simple salts théreof. The Panel relied on relevant new dam, including
concentration of use, and considered data from the previous Panél report, such as the reaction of sarcosine with oxidizing
materials possibly resulting in nitrosation and the formation of N-nitrososarcosine. The Panel concluded that these ingredients
are safe as used in cosmetics when formulated to be non-irritating, but these ingredients should not be used in cosmetic
products in which N-nitroso compounds may be formed.

Keywords
safety, cosmetics, fatty acyl sarcosines, sarcosinate salts

The Panel determined that the ©llowing four additional
fatty acyl sarcosine salts are structurally similar to the in-
gredients named above, and that the data in the original safety

Introduction
In 2001, the Expert Panel for Cosmefic Ingredient Safety

(Panel) published a safetyassessment with the conclusion that
the 5 fatty acyl sarcosines and 5 fatty acylsarcosine salts listed
below are safe as used in rinse-off produets, safe for use in
leave-on products at concentrations of £5%, and the data are
insufficient to determine the safiety for usé in products where
the fatty acyl sarcosines andtheir salts are likely to be in-
haled.! These ingredients should not be used in cosmetic
products in which N-nitroso compounds may be formed.

agsessment, together with the new data presented in this report,
suppaort the safety of these four additional fatty acyl sarcosing
salts; therefore, these ingredients are included in this repont:

Porassium Cocoyl Sarcosinate
Potassium Lauroyl Sarcosinate

Sodium Oleoyl Sarcosinate
Sodium Paimitoyl Sarcosnate

All of the ingredients included in this assessment are re-
ported to function in cosmetics as hair conditioning agents,
and most of these ingredients are reported to function as
leansing agents” (Table 1),

Cocoyl Sarcosine Ammonium Cocoyl Sarcosinate

Lauroy Sarcosine A Lauroyl Sar e surfactants
Myristoyl Sarcosine Sodium Cocoyl Sarcosd nate

Oleoyl Sarcosne Sodium Lauroyl Sarcosinate

Stear oyl Sarcosine Sodium Myristoyl Sarcosinate

Concentration of use data was not provided at the time of
the original safety assessment; because those values were not
available, the concentration limit of 5% was established for
leave-on products based upon the highest concentration tested
in human repeat-insult patch tests. Concentration of use data is
now available, and additional new relevant data have been
discovered: therefore, the Panel re-opened the 2001 safety
assessment to reassess the orginal conclusion.
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Table 1. Definitions, |dealized Structures, and Functions of the Ingredients in this Safety Assessment (Ref. 2, CIR Stafi).

Ingredient CAS
no, Définiton and structure Function(s)
Fatry Acyl Sarcosines

Cocoyl The N-cocoyl derivative of sarcosine that conforms generally to the formulx: Hair condidoning
Sarcosine o a agent;
841197 l\)j\ surbictant—
2) oH deansing agent

0
Where RCO- represents the farty adds derived from coconut oll
The fatty acids in Cocoyl Sarcosine have the following @mpasivon: 2—4% Cya55% Ci2, 1 9-22% Ciq, 0-7%
Cs 4-21% C,5 0-8% dek add, and 0-3% unsotwraed faty acd’

Lauroyl The N-laur oyl dertvative of N-methylglycine that conforms generally to the formulx Hair condidoning
Sarcosine CHy. D - agent;
©7789) ,I‘\)k surfactant—

\/\/\/\/\/Y i deansing agent
Q
The fatly acid composition of Lauroyl Sarcosine is typically 0-2% CI 0;95% Ci2,3% C14,0-1% C16, and
0-1% dleic add’

Myristoyl The N-myristoyl derivative of N-methyiglycine ghat conforms to the formula: Hair conditoning
Sarcosine ot agent;
(52558-73- " l surfactant—
3) e oH deansing agent

Oleoyl Thecmdmndonpmd\mdolekxidmmmﬁmhoﬁonmgunnlrymmebnmh; Hair condidoning
Sarcosine ;- 0 agent;
(110-25-8) : M surfactant—

HiC —_ o deansing agent
The fatly acid composition of Oleoyl Sdreasine is typicaly 4 1o 5% C14,3—4% C16, 80-81% dek add and
11-12% unsaturated fatty acids’

Stearoyl The N-stearoyl derivative of Namethylglydne that conforms generally to the formuta: (soructure):  Hair conditoning
Sarcosine &Hy [} agent;
(14248-3) W l\)‘\ surfactant—

\/\/\/\/\/\/\/\/\"/ o deansing agent
v o
The fatty acid composition of Stearoyl Sarcosine is generally 0-2% C 14, 50% C16,47% to 49% Ci 8,and 1%
oleic acid' y
Faty Acyl Sarcosine salts

A The jum salt of Cocoyl Sarcosne Surfactant—
Cocoyl deansing agent
Sarcosinate

A i The sait of Latiroyl Sarcosine. It conforms to the formula: Hair condidoning
Lauroyl o 8 agent;
Sarcosinate e l\)‘\ surfactant—
(6800346 \/\/\/\/\/\"/ o deansing agent
3)

o N

Sodium Cocoyl The sodium salt of Cocoyl Sarcosine Hair condigoning
Sarcosinate agent;
(61791-59- surfactant—

) deansing zgent
(@ontinued)
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Table 1. (continued)

Ingredient CAS

no. Definidon and structure Function(s)

Sodium The sodium skt of Lauroyl Sarcosine It conforms generally to the formuta: Hair conditioning
Lauroyl Hy 0 agent,
Sarcosinate | \/lk surbacant—
(137-16-6) "'C\/\/\/\/\/Y" & deansing agent

meﬁuyaddcunfasnkmofswu:m Louroy Smcmi:ms typically 95% Ci2, 3% Ci4,0-1%Cib, and
0- 1% oleic add

Sodium The sodium st of Myristoyl Sarcosine. It conforms gmudy to the fmmla. Hair conditioning
Myristoyl agent
Sarcosinate surfacant—
(30364-51 - \/\/\/\/\/\/\'( \/‘k deansing agent
3)

Potassium The potassium salt of Cocoyl Sarcosine Hair conditioning
Cocoyl agent
Sarcosinate surfacant—

deansng agent

Potassium The potassium salt of Lauroyl Sarcosine. It conforms to the formula: Hair conditioning
Lauroyl CH, 10 agent
Sarcosinate " l\)k surfactant—
(38932:32- € - deansing agent
0)

P

Sodium Oleoyl The sodium it of Oleoyl Sarcosine that conforms to the formuta: Skin conditioning
Sarcosinate agent—
(14351-62- \/[k miscellaneous
3) /\/\/\/M/\/\/\"/

Sodium The sodium =it of Palmitoyl Sarcosine that conforms to the formula: Hair conditioning
Paimitoyl oy D agent; skin-
Sarcosinate | | \/u\ conditioning
(4028-10-8) "€ _ . o agent—

: miscellaneous;
o Na* suricant—
deansing agent

Excerpts fom the summary of the 2001 report are dis-
seminated throughout the text of this fe-review document, as
appropriate. (This information is not included in the summary
section.)

Several previous Cosmetic Ingredient Review (CIR) safety
assessments are relevant to this safety assessment because
they discuss the safety of components of the acyl sarcosines
and sarcosinate salts. In 2011, the Panel concluded that Cocos
Nucifera (Coconut) Oil and Elaeis Guineensis (Palm) Oil are
safe in the present practices of use and concentration.” In
1987, the Panel published a report with the conclusion that
Oleic, Lauric, Palmitic, Myristic, and Stearic Acids are safe in
present practices of use and concentration in cosmetics®; this
conclusion was reaffirned in 2006.°

This safety assessment includes relevant published and
unpublished data that are available for each endpoint that is
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evaluated. Published data are identified by conducting an
exhaustive search of the world’s literature. A listing of the
search engines and websites that are used and the sources
that are typically explored, as well as the endpoints that the
Panel typically evaluates, is provided on the CIR website
(https://www.cir-safety.org/supplementaldoc/preliminary-
search-en gines-and-websites; https:/www.cir-safety.org/
supplementaldoc/cir-report-format-outling). Unpublished
data are provided by the cosmetics industry, as well as by
other interested parties.

Much of the new toxicity data included in this safety as-
sessment was found on the European Chemicals Agency
(ECHA) website.® The ECHA website provides summaries of
information generated by industry, and it is those summary
data that are reported in this safety assessment when ECHA is
cited.
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Chemistry

Definition and Structure

Sarcosine, also known as N-methylglycine or N-methyl-
aminoacetic acid, is derived from the decomposition of cre-
atine or caffeine.’ Sarcosine is also a naturally occurring
amino acid found in marine animals. It conforms generally to
the formula shown in Figure 1.

The ingredients in this report are each an amide comprising
a fatty acyl residue and sarcosing, with connectivity occumring
via the nitrogen atom of sarcosine and the carbonyl of the fatty
acyl residue. These ingredients are either free acids (the
carboxylic functional group of the sarcosine residue), or are
simple salts thereof Figure 2. The salts in this report recite the
term ““sarcosinate” in the name and were referred to in the

from the carboxylic acid moiety and, g the ingredi
reviewed herein, are simple akali metal (sodium and potas-
sium) or ammonium salts.

The modification of the hydrocarbon chain imparts greater
solubility and crystallinity to the molecule.” Acyl sarcosines
are somewhat stronger acids than the parent fatty acids, and
they form salts in the neutral and mildly acidic pH range. The
salts are similar physically and chemically to fatty acid soaps;
the fatty acyl sarcosine salts are, however, more soluble in
water and less affected by water handness than are common
soaps.

Method of Manufacture

The acyl sarcosines are the condensation products of sarcosine
with I fatty acids and are produced commercially by the

previous report as “sarcosinates” or ides.”
Since these previously utilized terms could emonecously be
interpreted to mean esters or amides with connectivity through
the carbonyl of sarcosine, these salts are hertto referred to
simply as fatty acyl sarcosine salts.

Physical and Chemical Properties
The ingredients included in this safety assessment are viscous

liquids or waxy solids (Table 2). The free acids have molecular
weights of approximately 280-350 Da.The salts are formed

<|:H3 o)
N\/lL
h *OH

Figure 1. Sarcosine.

reaction of sodium’ sarcosine and the parent fatty acid chlo-
rides.” The acylsarcosines ean then be neutralized to form the
sodium or ammonium salts.

The acyl'sarcosinates are oflen supplied as 30% or 95%
aqueows solutions.) According to a manufacturer, only in-
ternally prepared ‘sodium sarcosinate is uséd as a starting
material. The sodium sarcosinate is then reacted directly with
the acyl ehlaride, which has been prepared from the free fatty
acid by treatment with phosphorus trichloride.

Impurities/Composition

Thirty percent aqueous solutions of Lauroyl Sarcosine and
Sodium Lauroyl Sarcosinate were analyzed for nitrosamines
(test method unavailable).” The detection limits were 65 ppb
for N-nitrososarcosine in Lauroyl Sarcosine and 15 ppb in
Sodium Lauroyl Sarcosinate, respectively: no nitrosamines
were detetted. The synthesis readtion is kept in a closed
system for up to several days prior to the succeeding reaction
10 prevent contamination with nitrite precursors. The reaction
conditions are not conducive to the formation of nitrosamines
as contaminants, and neither nitrates nor nitrites are used in the
manuficturing process.

Hac\/\/\/\/\/\ﬂ/ NS OH
HC rlc U\
\/\/\/\/\/T ~ o "Ne

[

Figure 2. Myristoyl Sarcosne and Sodium Myristoyl Sarcosin

tive fatty acyl sarcosine and salt, repectvely.

a repr
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Table 2. Physical and Chemical Properties.

Property Description Reference
Cocoyl Sarcosine
Physical Yellow, viscous, olly liquid 1
characteristics
Molecular weight ~ 280-290 Da [
Solubility Insoluble in water; soluble in most organic solvents, including glycols, glycerin, slicones, phosphate 1
esters, and aliphatic hydrocarbons
Méetng point 22-28°C 1

Specific gravity 0.965-0.975 (25°/25°C) I
Lauroyl Sarcosine

Physcal White to off-white waxy solid to semisolid with 2 mild, farty add odor 1
characteristics
Molecular weight 280-290 Da I
Solubility Insoluble in water; soluble in most organic solvents, including glycdis, glycerin, slicone, phosphate esters, |
and aliphatic hydrocarbons
Méting point 28-36°C 1
Specific gravity 0.969 I
Density 0.99 glew’ (25°C) 25
Log P 4.1 (QSAR) 25
Oleoyl Sarcosne
Physical Amber-colored viscous liquid 22
characteristics
Molecular weight 35355 7
Solubility Insoluble In water; soluble in most organic solvents |
Méedng point 0°C (solidification point) 7
Density 095 glem’ 7
Log P.,. >6 7
Stearoyl Sarcosine

Molecular weight ~ 340-350,Da 1
Specific gravity 0.924 I

Solubility Insoluble In water; soluble in most organic solvents I
Sodium Lauroyl Sarcosinate
Physical Avallable commercially‘as a colorless to slighdy yellow, 30% aqueous solution, as solid flakes oras a I
characteristics substantially anhydrous white powder with 97% active content
White powder (295% actve content) 26,31
Clear Tiquid(30% actve) 8
Clear, aimost coloriess liquid (29-31% active) 9
Pale yellow déar liquid (30% active) 1
Partide size <75 g I5%, 75 46 522%; 125 |1, 28435250 11, 3.6%; 500 y, 0.6%; 1000 y, 0.2% (95% active content) 26
distributon
Solubility Solublecin water I
Méeting point 140°C (powder form) !
146.1°C (95% active content) 26

Specific gravity 0.99-1.03 (25°/25°C) I

Precursors necessary for the “hypothetical formation” for ~ Oleoyl Sarcosine. Oleoyl Sarcosine isreported to be 97% pure.”
polynuclear aromatic hydrocarbons are also absent from the It may contain 2% free fatty acids.
synthesis reactions and none of the statting materials are
prepared or provided in a hydrocarbon solvent.” Similarly, the  Sodium Lauroyl Sarcosinate. According to several suppliers,
presence of dioxins was considered “exceedingly improba-  sodium Lauroyl Sarcosinate (30% active) contains 1-1.5%
ble,” as no phenolic compounds were present in any of the  (max.) Sodium Laurate, 2.5% (max.) free fatty acid, 0.2-0.5%
synthesis reactions. (max.) inorganic salt, and 035% (max.) chloride.* "
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Nitrosation

Sarcosine can react with oxidizing materials and can be ni-
trosated to form N-nitrososarcosine,’ a compound that is a
liver carcinogen.'* A-nitrososarcosine has been formed by the
reaction of sarcosine with sodium nitrite in an acid solution
and by passing nitrous acid fames through a sarcosine so-
lution.! A-nitrososarcosine can also be produced by nitro-
sating N-methylsarcosine hydrochloride or by treating creatine
in an acid medium with an aq solution of sodium nitrite.
Primary routes of p il I q ¢ to N-nitro-
sosarcosine are inhnlatial, ingestion, and demnal contact. N-
nitrososarcosine has been detected in foodstuffs, particularly
meat, at concentrations of 2-56 pg/kg of sample. It can be
produced by various reactions in air, water, soil, food, and
animal systems.

When 50 mg of Sodium Lauroyl Sarcosinate was inc
with 100 mg of sodium nitrite in 10% hydrochloric acid,
investigators detected sarcosine, Lauroyl Sarcosine, and N-
nitrososarcosine using thin-layer chromatography.” The yiéld
of N-nitrososarcosine was 6.0%.

N 1

Use
C :
The safety of the cosmetic ingredientsincluded in this safety
assessment is evaluated based on data received from the US
Food and Drug Administration (FDA) and the cosmetics
industry on the expected use of these ngrediénts in cos-
metics. Use frequencies of individual ingredients in cos-
metics are collected’ from manufacturers dnd reported by
cosmetic product cateégory im FDAs Voluntary Cosmetic
Registration Program (VCRP) databiise. Use eoncéntration
data are submitted by Indistry in fésponse 10, surveys,
conducted by the Personal Care Products Council (Council),
of maximum reported use’ coneentrations by product
category. y

Based on 2016 VCRP data™ and thé results of a 2015
Council survey,' 10 of the 14 ingredients included in this
safety assessment are currently in use. Sodium Lauroyl Sar-
cosinate has the highest frequency of usé, with 485 reported
uses; the majority of these uses are in finse-off formulations,
primarily bath soaps and detergents (230 uses) and shamp

available, a concentration limit of 5% was established for
leave-on products, based upon the hlghn'l concentration tested
in human repeat-insult patch tests. Y

Table 4 provides a listing of the fatty acyl sarcosines and
salts not currently rcported to be in use.

Several of the ingredi luded in this
used in products that may be ingested (eg <5% Sodlum
Myristoyl Sarcosinate in lipstick), are used near the eye (eg,
5% Sodium Myristoyl Sarcosinate in eye shadow), or come in
contact with mucous membranes (eg, <9% Sodium Lauroyl
Sarcosimate in bath soaps and detergents). Additionally, some
of the fatty acyl sarcosines and salts are listed in the VCRP in
product types that €an be sprays, but it is not known whether or
not the reported uses are in sprays. In practice, 95-99% of the
droplets/particles released fom cosmetic sprays have aero-
dynamic equivalent diameters >10 pm, with propellant sprays
yielding a_greater faction of droplets/particles <10 pm
compared with pump sprays.’:"® Therefore, most droplets/
particlés incidentall y inhaled fom cosmetic sprays would be
deposited in tHe masopharyngeal and thoracic regions of the
respiratory trict and would not be respirable (ie, they would
not enter the lungs) to any appreciable amount."”'* Sodium
Myristoyl Sarvosinate and Sodium Palmitoyl Sarcosinate were

to be used m face powders at concentrations of 0.15%
&d 0.081%, respectively. Conservative estimates of inhala-
tion expasiires to respirable particles during the use of loose-
powder cosmetic products are 400-fold to 1000-fold less than
protective regulatory and guidance limits for inert airborne
respirable particles in the workplace, ™!

All of the fatty acyl sarcosines and salts named in the repont
are listed in the European Union inventary of cosmetic in-
gredients, and none of the listed ingredients are restricted fom
use inany way under the rules governing cosmetic products in
the European Union.

Non-Cosmetic

Several of the fatty acyl sarcosines and salts are approved for
the following indirect food additive uses:

* N-Acyl sarcosines, where the acyl group is lauroyl,
oleoyl, or derived from the combined fatty acids of
t oil, are approved as antistatic and/or antifogging

(113 uses; Table 3). Sodium Lauroyl Sarcosinate also has the
highest concentration of use, with maximum use concentra-
tions up to 15% in rinse-off products. The highest reported
leave-on concentrationis 5% Sodium Mynistoyl Sarcosinate in
eye shadow formulations.

All but one of the in-use ingredients has been reviewed
previously by the Panel, and the frequencies of use of these
ingredients have not changed significantly. Concentration of
use data was not provided at the time of the original safety
assessment; therefore, it is not apparent whether the con-
centration of use has changed. (Because those values were not

agents at levels not to exceed a total of 0.15% by weight
of polyolefin film and ethylene-vinyl acetate copolymer
film for which average thickness of the copolymer films
shall not exceed 0.003 inches. [21CFR178.3130]

In polymers (specifically, cellophane), N-acyl sarcosines,
where the acyl group is lauroyl or stearoyl, are approved
for use only as release agents in coatings at levels not to
exceed a total of 0.3% by weight of the finished pack-
aging cellophane, and Sodium Lauroyl Sarcosinate is
approved for use at 035% only in vinylidene chloride
copolymer coatings. [21CFR177.1200]
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Table 3. Current and Historical Frequency and Concentration of Use According to Duration and Exposure.
Max conc of use Max conc of use
No. of uses %) No. of uses (%)
Cocoyl Sarcosine Lauroyl Sarcosne
2016" 1998' 2015™ - 2016" 1998' 2015" -
Tomls* 22 3 0.01-1 hod NR ) 62-63 bod
Duradon of use
Leave-on 16 24 001-1 NR NR NR e
Rinse-off 5 9 07 » NR 6 62-63 "
Diluted for (bath) use I NR NR - NR NR NR -
Exposure npe
Eye area I 2 NR had NR NR NR »
Incidental ingeston NR NR NR o NR NR NR g
Incidental inhalaton-spray 3* ol NR - NR NR NR ”»
Incidental inhalaton-powder I NR NR . NR NR NR -
Dermal contact 17 2 0.7-1 ”e NR I 62 e
Deodorant (underarm) NR NR NR o NR NR NR e
Hair-non-coloring 5 9 001 - NR 5 63 s
Hair-coloring NR NR NR ” NR NR NR "
Nail NR NR NR - NR NR NR o
Mucous membrane 3 NR 07 » NR I NR hae
Baby products NR NR NR = NR NR NR -
Myristoyl Sarcosine Oleoyl Sarcosine
2016" 1998 2015 - 2016" 1998 2015™ -
Touals* 1§ 4 NR ~ 2 5 NR ™”
Duratdon of use
Leave-on NR: NR NR - NR 3 NR -
Rinse-off 1 4 NR - 2 2 NR ”
Diluted for (bath) use NR NR NR - NR NR NR had
Exposure type
Eye area NR NR NR 07 NR NR NR ”»
Incidental ingestion NR NR NR o NR | NR "
Incidental inhalation-spray NR NR NR - " 2 NR -
Incidental inhalaton-powder NR NR NR - " 2* NR -
Dermal contacte 1 4 NR - 2 2 NR e
Deodorant (underarm) NR INR NR - NR NR NR -
Halr-non-coloring NR NR NR o NR I NR bod
Hair-coloring NR NR NR b o NR I NR .-
Nail NR NR NR . NR NR NR *
Mucous membrane NR NR NR - NR | NR »
Baby products NR NR NR -» NR NR NR e
Stearoyl Sarcosine A Lauroy Sar e
2016 1998' 2015" - 2016 1998 2015" -
Touls* 1 4 NR e 2 NR NR -
Duradon of use
Leave-on NR NR NR - NR NR NR »
Rinse-off | 4 NR bt 2 NR NR oo
Diluted for (bath) use NR NR NR 10 NR NR NR o
(contnued)
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Table 3. (conunued)

Stearoyl Sarcosdne - jum Lauroyl Sar
2016" 1998 2015™ o 2016" 1998' 2015" *
Exposure type
Eye area NR NR NR - NR NR NR -
Inddental ingestion NR NR NR - NR NR NR -
Inddental inhalation-spray NR NR NR - NR NR NR -
Indidental inhalation-powder NR NR NR - NR NR NR -
Dermal contact 1 4 NR hod NR NR NR »
Deodorant {underarm) NR NR NR - NR NR NR -
Hair-non-coloring NR NR NR - 2 NR NR -
Hair-coloring NR NR NR - NR NR NR -
Nail NR NR NR - NR NR NR -
Mucous membrane NR NR NR - NR NR NR -
Baby products NR NR NR - NR NR NR -
Sodium Cocoyl Sarcosinate Sodism Lauroyl Sarcosinate
016" 1998 015" - 2016 1998 2015" -
Torals* 38 20 0036-6 - 485 357 0.00025-15 -
Duraton of use
Leave-on 5 2 003607 - 2 73 023-09 -
Rinse-off 33 14 06-6 - 450 268 0.00025-15 -
Diluted for (bath) use NR 4 NR - 13 16 0.15-6 -
Exposure type
Eye area 1 NR 0036 - 5 NR 045 -
Incidental ingestion NR NR NR ot 8 1 0066 -
Incidental inhalation-spray £ 1= NR - 2539 22 44° NR -
Inddentale inhalation-powder 4 g 07° - 3 44° 03505 -
Dermal contact 25 10 0036-39 - 347 316 0.00025-10 -
Deodorant (underarm) NR NR NR - NR NR NR -
Hair-non-coloring 13 3 B - 118 40 23-15 -
Hair-coloring NR NR NR - 12 NR 15 -
Nail NR NR NR - NR 1 NR -
Mucous membrane 2 6 24 had 257 46 0.00025-9 g
Baby products 2 1 NR - 3 NR NR -
Sodium. Myristoyl Sarcosinate Sodium Palmitoyl Sarcosinate
2016 1998" 2015 . 2016" 2015
Totals* 36 2 0.15-6 . 21 0.00018-3
Duraton of use
Leave-on 1 NR 0.15-5 . 20 0.00018-0.88
Rinse-off 35 2 09-6 . 1 3
Diluted for (bath) use NR NR NR . NR NR
Exposure type
Eye area 1 NR 067-5 . NR 0.14
Inddental ingestion NR NR <5 . NR 0.00057
Indidental inhalaton-spray NR NR NR - 95 NR
Incidental inhalation-powder NR NR 0.15;3.5° . 1;5° 008l
Dermal contact 28 2 0.15-6 il 19 0.00053-3
Deodorant (underarm) NR NR NR . NR NR
Hair-non-coloring 8 NR 35 . 1 NR
(ontinued)
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Table 3. (continued)

Sodium Myristoyl Sarcosinate

Sodium Palmitoyl Sarcosinate

2016" 1998 2015 s 20162 2015
Hair-coloring NR NR NR - NR NR
Nadl NR NR NR - I 0.00018
Mucous membrane 5 NR <5-6 o NR 0.00057
Baby products NR NR NR b NR NR
NR not reported.
*Becuse each ingredient may be wsed in ics with muitiple exp types, the sum of all exposure types may not equal the sumn of total uses.

**Concentration of we data was not available x the time of the arigiml assessment.
*Includes products iat can be prays, but it is not known whether the reportad uses are sprays.
®Not peciied whether this product is 2 pray or 2 powder ar neither, but it is possible it may bea $ray or 2 powder, 5o this iformation is apturedforboth

ctegories of incidental inhaation.

“Includes products that can be powders, but it i not known whether the rpored uses are powders.

Table 4. Ingredients currenty not reported to be used.

Ammonium Cocoyl Sarcosinate
Poussum Cocoyl Sarcosinate”
Potassum Lauroyl Sarcosinate®
Sodium Oleoy! Sarcosinate™

"Not previowly reviewed

* Oleoyl Sarcosine is approved for use as a corosion
inhibitor in lubricants with incidental food contact at
levels not to exceed 0.5% by weight of the lubricant.
[21CFR178.3570]

* Sodium Lauroyl Sarcosinate is approved in adhesives

30% vitamin E or 10% squalene maintained or enhanced the
effect of Lauroyl Sarcosing.! In a study of the effects of

surfactants on epidermal permeability, 30% Sodium Lauroyl
Sarcosine did not increase permeability.

Louroyl Sarosine. The effect of Lauroyl Sarcosine (98% pure)
on transdermal fluorescein delivery across the epidemis of
human cadaver skin was determinéd using Franz cells. > The
vehigles were phosphate buffered solution (PBS; in which
Lauroyl Sarcosine was generally insoluble) and aq. ethanol
solution. 0.7 e skin surfice was exposed to 0.3 mL of
test solution. Lauroyl Sarcosine only did not significantly

7

without limitations. [21CFR175.105]

Oleoyl Sarcosine is used in lubricants and greases, metal
working fluids, washing and cleaning products, hydraulic
fluids, textile treatment produets and dyes, metal surfice
treatment products, and leather treatment produets.™ 1 is used
in the formulation of mixtures andfor ré-packaging, building
and construction work and agriculturé, forestry, and fishing.
Also, Oleoyl Sarcosine is used‘for the manufacture of plastic
products, mineral products (eg plasters and centent), fabri-
cated metal products, machinery and vehicles, firniture and
textiles, and leather or fur. :

Toxicokinetics
Dermal Penetration

The amount of transdemmal penetmtion from 1% Lauroyl
Sarcosine (0.5 g) in an ointment was ~ 1660 pg over 24 hours
in Wistar mat, as determined using high-performance liquid
chromatography; addition of 30% vitamin E or 10% squalene
enhanced Lauroyl Sarcosine penetration.’

Penetration Enhancement

Lauroyl Sarcosine (30%) increased the penetration of iso-
sorbide dinitrate through the skin of the mt; the addition of
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e I flux. With ethanol, skin permeability
increased with inereasing Lauroyl Sarcosine concentrations
(1-3%) in 25-50% ethanol solution, and transdermal de-
livery of fluorescein was increased by 47-fold using for-
mulations containing 3% Lauroyl Sarcosine in ag. 50%
ethanol solutions. The effects of higher concentrations of
ethanol (ie, 75% or 100%) as the vehicle resulted in weaker
enhancement effects. Lauroyl Sarcosine and ethanol syner-
gistically increased skin permeability, and the researchers
concluded that permeability was increased due to a mech-
anism that involved synergistic lipid-fluidization activity in
the stratum comeum.

Sodium Lauroyl Sarcosinate. In the study described above, the
researchers also examined the effect of Sodium Lauroyl
Sarcosinate on transdemmal fluorescein delivery across human
cadaver skin epidermis.” Sodium Lauroyl Sarcosinate was
completely dissolved in PBS. Only a “very small increase in
transdermal flux™ (0.061 + 0.013 pg) was observed

Absorption, Distribution, Metabolism, and Excretion

When [*C]Sodium Lauroyl Sarcosinate was administered to
rats {route of administration not available) during a meta-
bolism study, 82-89% of the 50 mg/kg dose was excreted in
the urine and feces within 24 hours.” For the next 24 hours, 1—
2% was excreted. Nearly all of the excreted material was
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found in the urine. In a study in which [*C]Sodium Lauroyl
Sarcosinate was applied to the teeth, oral mucosa, and tongue
of rats, the mean distribution of the radiolabel was 1.12% in
the teeth, 2.22% in the oral mucesa, and 2.95% in the tongue
immediately after dosing. At 24 hours, the mean distribution
was 0.79% in the teeth, 0.92% in the oral mucosa, 0.57% in the
tongue, 1.6% in the liver, 0.8% in the kidneys, 1.8% in the
feces, and 42.2% in the urine. The data indicated that Sodium
Lauroyl Sarcosinate was not absorbed by the tissues of the
mouth but was swallowed and absorbed into the blood.
Approximately 34% of the mdioactivity was excreted in the
urine over a period of 4 hours, and 42% was excreted within
24 hours.

Sarcosine is a natural amino acid found in muscles and
other body tissues; it is found naturally as an intermediate in
the metabolism of choline to glycine.™ Oleoyl Sarcosine is a
normal metabolite in man.”

Toxicological Studies

The fatty acyl sarcosines and sarcosinate salts have low oral
toxicity.” The oral LD, values of Sodium Lauroyl Sarcosi-
nate, Cocoyl Sarcosine, and Sodium Cocoyl Sarcosinate were
4.2 10 6.0 g/kg in mts. The oral LD, of Cocoyl Sarcosine in
mice was 2.1 g/kg Ten male Yale Sherman Wistar rats per
group were given a single dose (gavage) of 2.5% aqueous
Sodium Lauroyl Sarcosine; m0 deaths occurred in groups
given up to 1000 my/kg, 1 rat each died inthe 1200-and 1500-
mg/kg groups, 2 died in the 1750 my/kg groupy# died after
treatment with 2000 mg'kg, #died in the 2250 mg/kg group,
and all 10 rats died dn the group given 2500 gkg. Weanling
mts fed 0.5-2% Sodium Laurvyl Safeosinate for up to
6 months had no signs of toxicity, During a 2-year feeding
study using Wistar rats, the nio-observed-effect level of So-
dium Lauroyl Sarcosinate was 1000 mg/kg/day.

Acute Toxicity Studies

Dermal

Sodium Myristoyl Sarcosinate. A dose of 2000 mg/kg So-
dium Myristoyl Sarcosinate in amchis‘oil was applied for
24 hours to the backs and flanks of 5 rmale and 5 female RCC
Han: WIST rats using semi-occlusive patches.™ Approxi-
mately 10% of the body was covered Observations were
made 0.5, 1, 2, and 4 hours after dosing and then once daily for
14 days. All animals survived until study termination. Very
slight erythema, which was observed in 7/10 animals, was
fully reversible within 5 days. The dermal LDy, of Sodium
Myristoyl Sarcosinate was >2000 mg/kg in male and female
Tats.

Ord
Oleoy! Sarcosine. One study reported that the oml LDy, of
Oleoyl Sarcosine was >5000 mg/kg, by gavage, in male and

female Sprague-Dawley rats,™ and another reported it as
9200 mg/kg in the rat.® (Details were not provided.)

Sodium Louroyl S Male and fermale Sprague-
Dawley rats were given a single dose by gavage of
5000 mg/kg ag. Sodium Lauroyl Sarcosinate. One female
died on day 2; clinical signs were not observed in any of the
remaining animals. The oral LD, was >5000 mg/kg.

Sodium Oleoy! Sarcosinate. The oral LD, of Sodium Oleoyl
Sarcosinate in rats was 6000 mg'kg.!

Inhalation

Oleoyl Sarcosine.. Ten male and 10 female Sprague-Dawley
rats were exposed nose/head only to Oleoyl Sarcosine in 10%
ethanol for 4 hours, ageording to Organisation for Economic
Dewelopment (OECD) Guideline 403 (acute inhalation
study).Z The LGg, for male and female rats was >1.01-
1.85 m/L air. No additional details were provided.

Sodium Lauroyl Sarcosingte. Groupsof S male and 5 fermale
Wistar:Han rats were exposed nose/head only to ag. 0.5, 1, or
5 mg/L air Sodium Lauroyl Sarcosinate (34.5% pure) for
4 hours™® “The mass median aerodynamic diameters
(MMADs) of the acrosol particles at target concentrations of
O.S, I, 'and 5 mg/L were 26-3.1 pm, 2.0-2.7 um, and 2.5-
4.5 um, respectivel y; the researchers stated that &t 5 mg/L, the
MMAD measurements showed an abnormal distnbution,
which may have been caused by the high test substance
concentration in relation with high relative humidity, but the
results were sufficient to conclude that the droplets size was
suitable to warrant a comect exposure with sufficient distri-
bution over the lungs. Two females and 3 males of the S mg/L
group were found dead i liately after exposure, and the
rémaining animals were killed within | hour after exposure for
‘humane reasons; death was attributed to acute respiratory tract
irritancy. No mortality occurred in the 0.5 or 1.0 mg/L groups;
shallow respiration was noted in all animals of these 2 groups.
Some treatment-related gross and microscopic lesions were
observed in the lungs of some animals at all test concentra-
tions. The LCsq of Sodium Lauroyl Sarcosinate (34.5% pure)
was between | and 5% for male and female rats.

The acute inhalation toxicity of Sodium Lauroyl Sarco-
sinate (96.2% pure) was evaluated in Wistar rats ollowing a 4-
hour nose-only exposure; the test was performed according to
US Environmental Protection Agency (EPA) OPPTS
870.1300 guideline for acute inhalation toxicity. ™ Groups of §
males were exposed to 0.05 or 0.5 mg/L, and 5 males and 5
females were exposed to 1 or 5 mg/L. The MMAD of the
aerosol patticles at target concentrations of 0.05, 0.5, 1, and
5 mg/L were 4.1-4.6 pm, 2.5-32 pm, 3.5-3.8 pm, and 5.8
6.2 um, respectively. The 10 animals exposed to 5 mg/L died
within 1-2 hours of dosing, and the 10 animals exposed to
I mg/mL and 45 of the animals exposed to 0.5 mg/L died
within -2 days after dosing: none of the 5 animals exposed to

122



Fiume et al

1275

0.05 mg/L died during the study. During exposure, labored
respiration was only observed in the | mg/L group only. After
exposure, no clinical signs were noted in the low or high dose
groups: lethargy, flat’hunched posture, labored respiration,
piloerection, and red discoloration of the mouth and nose
among the males of the 0.5 mg/L group and most females (but
not males) in the 1 mg/L group. At necropsy, red foci were
noted on the lungs in animals of all groups except the lowest
dose group. The LC<, of Sodium Lauroyl Sarcosinate in rats
was 0.05-0.5 mg/L air following the 4-hour exposure.

Short-Term Toxicty Studies

Oral

Sodium Louroyl Sarcosinate. Groups of 15 male and 15
female Sprague-Dawley albino rats were dosed omlly by
gavage daily with 0, 30, 100, and 250 mgkg Sodium Lauroyl
Sarcosinate in distilled water for 91 or 92 days.™ Body weight
gains were decreased in males of the 100 and 250 mg/kg
groups; the decrease was statistically significant compared to
controls for 5 of 13 weeks in the mid<lose group and 8 of
13 weeks in the high doses group. Absolute stomach weights
(in males), stomach-to-body weight ratios, md stomach-to-
brain-weight ratios (in males and females) were statistically
significantly increased in the 100 and 250 mg/kg dose groups.
There was an increase in stomach wall thickness and yellow
discoloration of non-glandular gastric mucsa, and histopa-
thology revealed an increase in ifgidente and severity of
squamous cell hyperplasia, hyperkeratosis/pamkeratosis, in-
flammation, and edema of the non-glandular mucosa in both
male and females of these groups: Weights of seyeral other
organs that were statistically ‘significantly different fom
control values were not considered toxicologically significant.
There were no toxicologically Significant'changes in hema-
tology or clinical chemistry parimeters. No test material-
related mortality was reported. The no-observed effect lewel
(NOEL), lowest observable adverse effect devel (LOAEL;
local effects), and no-observable ‘advéme (effect level
(NOAEL; systemic effects) for malé and female anirmals were
30, 100, and 250 mg/kg/day, respectively.

Inhalation

Oleoyl Sarcosine. In a 28-day inhalation‘study performed
according to OECD Guideline 412 (Repeated Dose Inha-
lation Toxicity: 28/14<day), groups of 3 male and 3 female
Fischer 344 rats were exposed nose-"head-only to 0, 0.006,
0.02, or 0.06 mg/L Oleoyl Sarcosine in <10% ethanol.** The
daily exposure time was not specified; however, acconding to
OECD Guideline 412, daily exposure is 6 hours in this type
of study. The MM AD of the aerosol particles were 1.11, 1,15,
and 1.22 pm for the low, mid, and high concentrations,
respectively. All test concentrations caused effects at several
sites of the respiratory system with indications for a local
imitation, squamous metaplasia and epithelium proli feration
and submucous acute infl ion at the base of the
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epiglottis; these changes may be explained by the amounts of
inert material deposited within the respiratory system. In the
lungs and bronchi, the most prominent finding was a focal
carly stage of fibrosis. The researchers stated that due to the
high of test sub ¢ deposits in the lungs, especially
in the 0.02 and 0.06 mg/L groups, these changes may be
explained as an overloading of the tissue and do not neces-
sanly imply an intrinsic toxicity of the test material; an in-
trinsic toxicity is unlikely because the test material is insoluble
and the shape of the particles is not fibrous. There was an
effect on testes, thymus, brain, lung, and kidneys weights, but
details were not provided. The NOEL was <0.006 mg/L air in
males and females; the basis for the effect level was local
irritation. The no-observed adverse effect concentration
(NOAEC) was >0.06 mg/L air in males, and the basis for that
effect level was an effect on organ weight.

Developmental and Reproductive Toxicity

The feeding of up 1o 1000 mg'kg/day Sodium Lauroyl Sar-
cosinate did not adversely affeet fertility of albino Sherman
Wistar rats during a 2-year oral toxicity study.’

Sodium Lauroyl Sarcosinate

A prenatal deévelopmental toxicity study (OECD Guideline
414) was condueted for Sodium Lauroyl Sarcosinate (95%
pure) 'in Sprague-Dawley rats.* Groups of 24 gravid female
rats were dosed onge daily by gavage with 0, 30, 100, and
250 mg/kg/day of the test article in distilled water on days 5—
10 of gestation, and the animals were killed on day 20 of
gestation. Sodium Lauroyl Sarcosinate was not embryotoxic
or teratogenic. Matemal body weight gains (adjusted) in the
mid- and high-dase group were decreased during gestation as
compated to the controls. Feed consumption was decreased in
thehigh dose group; the decrease was statistically significant
‘between days 8-11 and days 14-17 of gestation. Two high-
dose dams died during the study, one on day 10 and one on day
18 of gestation. The dam that died on day 18 of gestation had
sloughing on the non-glandular region of the stomach, 7 dead
fetuses had sloughing in the right uterine horn, and 5 dead
fetuses had sloughing in the left uterine horn, and the high-
dose females killed at study temmination all had sloughing on
the non-glandular region of the stomach: this effect was not
observed in the low- or mid-dose groups. The NOAEL
(matemal toxicity), LOAEL (matemal toxicity), and NOEL
(developmental toxicity) were 30, 100, and =250 mgkg/day
Sodium Lauroyl Sarcosinate, respectively.

Genotoxicity

In Vitro

Sodium Lauroyl Sarcosinate was not considered mutagenic
in five strains of Salmonella typhimurium during plate
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incorporation assays and spot tests.” In addition, Sodium
Lauroyl Sarcosinate did not induce double-strand DN A breaks
in the comet assay using human white blood cells and V79
Chinese Hamster cells, but the compound was cytotoxic.

Oleoyl Sarcosine. Oleoyl Sarcosine in dimethyl sulfoxide at
concentrations of 5000 pg/plate, with or without metabolic
adivation, was not mutagenic in an Ames test with S. nphi-
murium TA1535, TA1537, TA100, and TA9825 orinan Ames
test with S. hphinurium TA97a, TA9S, TA100, TA102, or
TA1535.7 Positive and vehicle controls gave expected results.

Sodium Lauroyl Sarcosinate. The genotoxic potential of Sodium
Lauroyl Sarcosinate (96.2% pure) was evaluated in an in vitro
mammalian chromosomal aberration assay in lymphocytes.™
Cells were treated with 22.5-360 pg/mL for 4 hours with or
without metabolic activation and with 22.5-270 pg/mL for
24 hours without metabolic activation. Mininal essential media
served as the vehick. Sodium Lauroyl Sarcosinate was not
genotoxic. Solvent and positive controls gave expected results.

Carcinogenicity

Carcinogenicity data of the fatty acyl sarcosines and their salts
were not available; however, the ingredients were not con-
sidered likely carcinogens as they and their metabolites “do
not belong to any dass of compounds that eontains a sig-
nificant number of mutagens or ongogens’”’

Dermal Irritation and Sensitization

Sodium Lauroyl Sarcosinite was non-irritating to rabbits
when administered as a 20-30% solution, at a coneentration of
2% in formulation, or as the pire powder.! A formulation
containing 30% Sodium Myristoyl Sarcosinate was not a
primary skin irritant in rabbits, and 0.01% ag. Sodium Lauroy|
Sarcosinate was non-sensitizing to the skin of guinea pigs.

During a clinical study using 27 subjects, eotobetaine (it
was unclear whether the cocobetsine tested was' Cocoyl
Sarcasine or the related, cocoyl N<dimethyl glycine deriva-
tive) markedly influenced skin water vapor loss and cansed
erythema, scaling, and fissuring of the skin of the volar
forearm. In another study, Cocoyl Sarcosine and Sodium
Lauroyl Sarcosinate retarded moisture loss from the skin via
the formation of a hydrophobic protective layer on the epi-
dermal surface; in an epicutaneous patch test using highly
dermatitic subjects, “practically no reaction” was observed. In
other clinical studies, Sodium Lauroyl S (2-5%)
was non-irritating and non-sensitizing,

Dermal Irritation
In Vitro
Sodium Louroyl Sarc The irritation potential of So-

dium Lauroyl Sarcosinate was evaluated in an In Vitro Skin

Corrosion Human Skin Model Test (OECD Guideline
431) using reconstructed human epidermis.® Twenty mg of
the test matenial in 0.9% sodium chloride solution was
applied to the tissue for 3, 60, or 240 minutes, and tissue
viability was measured using 3-(4,5-dimethylthiazol-2-yl)-
2,5-diphenyltetrazolium bromide (MTT) uptake. Sodium
Lauroyl Sarcosinate was non-corrosive to reconstructed
human epidermis. Appropriate negative and positive con-
trols gave valid results.

Animal

Oleoyl Sarcosine. Oleoyl Sarcosine, 0.5 mL, was applied
neat to the shaved intact and abraded skin of 3 male and 3
female New Zealand White mbbits under an occlusive patch
for 24 hours.™ The test sités were scored upon patch removal
and over a 7-day period. The mean erythema score at 24 and
72 hours was 2.5-2.8 and 2.7-3, respectively. Additionally, at
72 hours, the treated aréas developed slight necrosis and the
skin hardengd. Oleoyl Sarcosine was classified as irritating.

Sodium Lauroyl Sarcosinate. The dermal ifritation potential
of Sodium Lauroyl Sarcosinate was evaluated in 6 female
New Zealand White rabbits.** The test material was diluted 1:
3 in watér to give 10% active material, and occlusive patches
containing 0.5 mL were applied for 24 hours to shaved intact
and abraded skin of each animal. Well-defined erythema was
observed at both intact and abmded treatment sites of all 6
animals following the 24 hours dosing period, and slight
edema was observed at 4 intact and 2 abraded treatment sites.
After 72 hours, well-defined erythema remained at both the
intact and abraded sites of 4 animals, and very slight erythema
was observed at both sites in one animal. Slight edema was
observed at the abraded site of one animal, and very slight
edema was observed at 3 abraded sites and 3 intact sites. Test
sites were scared at 24 and 72 hours, and the mean scores for
erythema and edema were 1.83/4 and 1.064, respectively;
erythema and edema were not fully reversible within 72 hours.

Sensitization
Animal

Oleoyl Sarcosine. In a guinea pig maximization test (GPMT)
using groups of 10 male and 10 female Pirbright White guinea
pigs, the intradermal induction consisted of 3 pairs of injec-
tions of a 1:1 mixture of Freund’s Complete Adjuvant (FCA)
and saline; 5% Oleoyl Sarcosine in saline; and a mixture of
Oleoyl Sarcosine with FCA/saline.”* The epicutaneous
induction concentration was 30% Oleoyl Sarcosine in pet-
rolatum. The challenge was performed on day 20 and con-
sisted of a 24-hour patch at a concentmtion of 3% in
petrolatum. The test site was evaluated after 48 hours; 3
animals had very slight erythema and 2 had well-defined
erythema. The researchers classified the test substance as
not sensitizing.
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Photosensitization
Animal

Oleoyl Sarcosine. A photosensitization study of Oleoyl
Sarcosine was conducted using groups of 10 male and 10
female Pirbright White guinea pigs.”” Induction consisted of
open applications of 0.1 mL of 2 0.1% suspension of the test
substance in 80% DAE (40% dimethylacetamide, 30%
acetone, and 30% ethanol) and 20% physiological saline that
were applied topically to the shaved skin on the necks of the
animals 4 times/wk for 3 weeks. One hour after each ap-
plication, the animals were irradiated for 10 minutes; during
week 1, the animals were exposed to ultraviolet A (UVA)
and visible light using a Schott WG 335, 3 mm filter, and
during weeks 2 and 3, they were exposed to UVA, UVB, and
visible light using a Schott WG 280, 3 mm filter. The test
sites were scored 24 hours after each induction application
during induction week 1. The sites were not scored during
induction weeks 2 and 3; during this time, a total of four
adjuvant injections of 0.1 mL FCA/saline were made to the 4
comers of the application site on Monday and Wednesday of
both weeks.

The first challenge was performed 16 days after the last
induction iradiation; open applications of 0. I mL of the test
substance was applied to the dorsal skin of the animals for
3 days, and the sites were irradiated | hour after the ap-
plication with a suberythematogenic dose of UVA, UVB,
and visible light. The second challenge was performed after
a 14-day non-treatment period; the test material was applied
in the same manner as the first challenge, but this time the
application was followed with 10 minutés irradiation With a
suberythematogenic dose of UV and visible light. The test
sites were evaluated 24 hour§ after each challenge appli-
cation. Any animal in which_the irritation score afler
challenge was 1+ point above the score from week<1 of
induction was considered to be'photosensitized. The test
animals were compared to the control group that was treated
with the vehicle alone.

Three control mimals and 2 test animals died during the
study; the deaths were not related to dosing. Three of 17
control animals had sli ght erythema during the fistchallenge.
However, 17 and 15 of the 18 test animals had posi tive results
after the first and second challenges, respéetively. Oleoyl
Sarcosine was considered to possess a photocontact-allergenic
potential in guinea pigs.

Ocular Irritation

Sodium Cocoyl Sarc te (10%) at neutral or slightly acid
pH caused slight, temporary ocular imitation but no corneal
damage in rabbits according to the procedures of the Draize-
Woodard test.” In another ocular imitation study using rabbits,
a 5% aqueous solution of Sodium Lauroyl Sarcosinate caused
minimal conjunctival irritation and no apparent damage to the
cornea.
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In Vitro

Sodium Myristoyl Sarcosinate. The ocular irrtation potential of
20% Sodium Myristoyl Sarcosinate (92.1% pure) in phys-
iological saline was evaluated in the Bovine Corneal Opacity
and Permeability (BCOP) test.™ The test article was con-
sidered to be an ocular corrosive or severe irritant in the
BCOP test.

Animal
Oleoyl Sarcosine. Oleoyl Sarcosine was instilled into one
eye of rabbits acconding to EPA guidelines; the eyes of half the

rabbits were rinsed after 30 seconds.” Details on the dose and
number of animals were not provided. Draize scores 0f 47 and
40 were reported for unrinsed and rinse eyes, respectively.
Oleoyl Sarcosine was elassified as moderately irmtating to
rabbit eyes.

In another study, detachment and clouding of the cornea
was seen in rabbits treated with gither Oleoyl Sarcosine or its
sodium salt.” A fler treatment with the sodium salt, the effects

«on the comea had worsenedafter ['week: this change was not

reversible afler 15 days.

Cogoyl Sarcosmate (10%) at neutral or slightly acid pH caused
slight, temporary ocular imitation but no corneal damage in
rabhits according to the procedures of the Draize-Woodard
test.' In another ocular irritation study using rabbits, a 5%
aqueous solutions of Sedium Lauroyl Sarosimate caused
minimal conjunctival irritation and no apparent damage to the
cornea.

Sedium Myristoyl Sarcosinate. One-tenth milliliter of a
mixture of Sodium Myristoyl Sarcosinate and sodium
myristate was instilled neat into the conjunctival sac of the
right gye 0f 6 rabbits, and the contralateral eye served as the
confrol.** All animals had a positive response to the test
article, and the maximum average eye irritation score was
55.3 at 24 hours after mstillation. The mixture of Sodium
Myristoyl Sarcosinate and sodium myristate was extremely
irritating to rabbit eyes and considered a primary eye
irritant.

Mucosal Irritation

Sodium Lauroyl Sarcosinate (20% aq. solution, 2% in for-
mulation, powder) was non-irritating to the gums and oml
mucosa of rabbits.’

Clinical Reports
Case Reports

Sodium Louroyl Sarcosinate. A female patient developed an
acute severe eczematous reaction on her hands, face, and neck,
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and the reaction was related to use of a hand scap.™ After open
and unoccluded patch test resulted in a +3 bullous reaction to
the product, patch testing with some of the individual con-
stituents was performed. A +3 bullous reaction to a 30% agq.
solution of Sodium Lauroyl Sarcosinate in sterile water was
reported. In 2 subjects patch tested with the soap and Sodium
Lauroyl Sarcosinate, negative results were obtained.

In another report, a female patient with recurrent hand
dermatitis hada positive reaction to semi-open application of a
liquid cleanser that contained Sodium Lauroyl Sarcosinate.™
Positive reactions were observed in follow-up patch testing
with 0.1, 0.5, and 1% agq. Sodium Lauroyl Sarcosinate; at
98 hours, the scores were “=" “+/— " and “+" at these
concentrations, respectively.

Summary

In 2001, the Panel published a safety assessment with the
conclusion that 5 fatty acyl sarcosines and 5 sarcosinate salts are
safe as used in ninse-off products, safe for use in leaveon
produds at concentrations of 5%, and the data are insufficient
to determine the safety for use in products where the fatty acyl

Acute inhalation studies were performed in mts; with a 4-
hour exposure, Oleoyl Sarcosine had a LCy of >1.01-
1.85 my/L air, Sodium Lauroyl Sarcosinate (34.5% pure) had
an LCg, between | and 5%, and Sodium Lauroyl Sarcosinate
(96.2% pure) had an LCx of 0.05-0.5 mg/L air. A 28-day
inhalation study was performed in rats with Oleoyl Sarcosi-
nate; the NOEL was <0.006 mg/L air, and the NOAEC was
0.06 mg/L air.

No embryotoxicity or teratogenicity was observed in a
prenatal developmental toxicity study in which gravid rats
were dosed by gavage with up to 250 mg/kg/day Sodium
Lauroyl Sarcosinate on days 5-10 of gestation. The NOAEL
and LOAEL for maternal toxicity were 30 and 100 mgkg/day.

Oleoyl Sargosine was not mutagenic in an Ames test
(=5000 pg'plate, with or without metabolic activation), and
Sodium Lauroyl Sarcosinate (22.5-360 pg/mL for 4 hours
with or without metabolie activation; 22.5-270 pgmL for
24 hours without metabolie dctivation) was not genotoxic in
an in yitro mammalian chmmosomal abermtion assay
in lymphocytes. '

Sodium Lauroyl Sarcosinate was non-corrosive to re-
consimctdhﬂmmepidcrmis in an In Vitro Skin Corrosion

sarvosines and salts are likely to be inhaled. These ingred
should not be used in cosmetic products in which A-nitroso
compounds may be formed. This assessment is a re-review of
those original ingredients, as well as 4 additional salts.

Sarcosine (which is also known as M-methylglycine or N-
methylaminoacetic acid) is a qatural amino acid found in
muscles and other body tissues, and itis found naturally as an
intermediate in the metabolism of ¢holing to glyeing. Oleoyl
Sarcosine is also a normal metabolite in man.

Ten of the 14 ingredientsincluded in this safety assessment
are cumently in use. Sodium Lauwroyl Sarosinate has the
highest frequency of use, with 485 reported uses; the majority
of these uses are in rinse-off formulations, primarily bath
soaps and detergents (230 uses) and shampoos (113 uses).
Sodium Lauroyl Sarcost also has the highest concentra-
tion of use, with maximum use concentrations up'to 15% in
ninse-off products. The highest reported leave-an concentra-
tion is 5% Sodium Myristoyl Sarcosimate in eye shadow
formulations. '

Lauroyl Sarcosine and ethanol synergistically increased
skin permeability, as demonstrated by up to a 47-fold increase
in transdermal delivery of fluorescein across human cadaver
epidermis using 3% lauroyl sarcosine in aq. 50% ethanol.
Lauroyl Sarcosine and Sodium Lauroyl Sarcosinate alone (in
PBS) did not significantly affect penetration.

Sodium Myristoyl Sarcosinate had a dermal LD
of >2000 mg/kg in male and female rats. In acute oral studies
in rats, oleoyl sarcosine had an LD, 0f9200 mg/kg, Sodium
Lauroyl Sarcosinate had an LDso of >5000 mg/kg, and So-
dium Oleoyl Sarcosinate had an LD, of 6000 mgkg. In a 3-
month gavage study of Sodium Lauroyl Sarcosinate in mts,
the NOEL, LOAEL (local effects), and NOAEL (systemic
effects) were 30, 100, and 250 mg/kg/day, respectively.

H Skin Model Test. Undiluted Oleoy! Sarcosine was
irritating to rabbit skin, and Oleoyl Sarcosine was classified
as not sensitizing in @ GPMT in which 3 and 2/20 guinea
pigs had very slight and well-defined erythema, respec-
tively, 48 hours after challenge with 3% Oleoyl Sarcosine in
petrolatum. Oleoyl Sarcosine was also considered to pos-
sess photocontact-allergenic potential in guinea pigs. A
single 24-hour application of Sodium Lauroyl Sarcosinate
(10% active material) produced mean erythema and edema
scores of 1.83/4 and 1.06/4 in rabbits, and the effects were
not fully reversible within 72 hours.

Sodium Myristoyl Sarcosinate, 20%, was considered to be
an ocular corrosive or severe imitant in vitro in the BCOP test,
and a mixture of Sodium Myristoyl Sarcosinate and sodium

‘myristate was extremely irritating to rabbit eyes and con-

sidered a primary eye imitant. Oleoyl sarcosine was classified
as moderately irritating to rabbit eyes.

Discussion

A safety assessment of 5 fatty acyl sarcosines and 5 fatty acyl
sarcosine salts was published in 2001 with the conclusions
that these ingredients are safe as used in rinse-off products,
safe for use in leave-on products at concentrations of 5%,
and the data are insufficient to determine the safety for use in
products where the fatty acyl sarcosines and their salts are
likely to be inhaled. Also, the conclusion stated that these
ingredients should not be used in cosmetic products in which
N-nitroso compounds may be formed. Concentration of use
data was not provided at the time of the original safety as-
sessment; because those values were not available, the con-
centration limit of 5% was established for leave-on products
based upon the highest concentration tested in human repeat-insult
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patch tests. Concentration of use data is now available, and
because sensitization is not observed in studies at the highest
concentrution currently reported to be used, the Panel re-

pened the safety t to emove the 5% concentra-
tion limit for leave-on products.

The Panel determined 4 previously unreviewed fatty acyl
sarcosine salts used as cosmetic ingredients are structurally
similar to the ingredients reviewed in the original assess-
ment, and that the data from the onginal safety assessment,
together with the new data presented in this report, support
their safety. Therefore, these 4 ingredients are included in
this review.

Some of the ingredients included in this report, particu-
larly Lauroyl Sarcosine, can potentially enhance the pene-
tration of other ingredients through the skin. The Panel
cautioned that care should be taken in formulating cosmetic
products that may contain these ingredients in combination
with any ingredients whose safety was based on their lack of
dermal absorption data, or when dermal absomption was a
concern.

Sarcosine, a starting material in the manufacture of the acyl
sarcosines and sarcosinates, can react with oxidizing materials
and can be nitrosated to form N-nitrososarcosine, a known
animal liver carcinogen. As a result, the Panel concluded that
fatty acyl sarcosines and salts should not be used in cosmetic
products in which N-nitroso compounds can be formed.

The Panel was concerned that the/potential exists for
dermal irritation with the use of products formulated using
fatty acyl sarcosines and sarcosinate alts. The Panel specified
that products containing these ingredienits must be formulated
to be non-imitating.

A photosensitization$tudy indicated that Oleoy! Sareosine
may possess photocontact-allerzenic potential in guinea pigs.
The Panel noted that the chiémical structure of Oleoyl Sar-
cosine does not have a chromophire, so ther®are no structuml
alerts for photosensitization. Additionally, the study did not
indicate that an unirradiated gontrol wa§ used. The Pancl
stated that the allergenic response gbservedin the Study was
not to Oleoyl Sarcosine and was most probably due to a
contaminant.

The Panel acknowledged that some of the fatty acyl
sarcosines and sarcosinate salts may contain cocoyl fatty acyl
substituents and expressed concern about pesticide residues
and heavy metals that may be present in botanical ingredi-
ents. They stressed that the cosmetics industry should
continue to use current good manufacturing practices to limit
impurities.

Additiomally, the Panel discussed the issue of incidental
inhalation exposure of fatty acyl sarcosines and their salts.
Some of these ingredients are listed in the VCRP in product
types that can be sprays, but it is not known whether or not
the reported uses are in sprays. However, Sodium Myristoyl
Sarcosinate and Sodium Palmitoyl Sarcosinate are reported
to be used in face powders at concentrations of 0.15% and
0.081%, respectively, and these products may become
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aitborne. Single dose, 4-hour inhalation studies of 10%
Oleoyl Sarcosine and Sodium Lauroyl Sar te (96.2%
pure) reported LCso value of >1.01-1.85 mg/L air, and 0.05-
0.5 mg/L, respectively: a 28-day inhalation study of oleoyl
sarcosine in rats found that an intrinsic toxicity is unlikely
because the test material is insoluble and the shape of the
particles is not fibrous. The Panel also noted that droplets/
particles from spray and loose-powder cosmetic products
would not be respirable to any appreciable amount. Fur-
thermore, droplets/particles deposited in the nasopharyngeal
or bronchial regions of the respiratory tract present no
toxicological concerns based on the chemical and biological
properties of these ingredients. Coupled with the small actual
exposure in the breathing zone and the concentrations at
which the ingredients are used, the available information
indicates that incidental inhalation would not be a significant
route of exposure that might lead to local respiratory or
systemic effects. A detailed discussion and summary of the
Panel's approachto evaluating incidental inhalation expo-
sures todngredients in. icp tsisavailable at http2//
www girsafetylorg/cir-findings.

Conclusion

ThePanel concluded that the following ingredients are safe as
used in cosmetics when formulated to be non-iritating. The
Panel cautions that these ingredients should not be used in
cosmetic products in which A-nitroso compounds can be
formed.

Cocoyl Sarcosine Porssum Cocoyl Sarcosinate*
Lauroyl Sarcosine Porassum Lauroyl Sarcosinate*
Myristoyl Sarcosine Sodium Cocoyl Sarcosinate
OleoylSarcosine Sodium Lauroyl Sarcosinate
Stearod Sarcosine Sodium Myristoyl Sar
Amimeonium Cocoyl Sar *  Sodium Oleoyl Sarcosinate*
Ammonium Lauroyl Sarcos Sodium Paimitoyl Sarcosi

*Notreported to be in current use. Were ingredients in this
group not in current use to be used in the future, the ex-
pectation is that they would be used in product categories and
at concentrations comparable to others in this group.
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2. Cosmetics Info

THE SCIENCE & SAFETY o o o o

Eigg&:{(jw FAVORITE SafetyBasics What'sInMy GettheFacts Regulation& About Us Multimedia
Products Oversight

FIND AN INGREDIENT e o o
WHAT'S IN MY

eroouers §odium Lauroyl Sarcosinate | snareTis

SHELF LIFE
BATH .
Safety Information:

EYE MAKEUP

LT The Food and Drug Administration (FDA) reviewed the safety of Lauroyl Sarcosine, Stearoyl Sarcosine, and Sodium Lauroyl Sarcosinate and
approved their use as indirect feod additives for use in cellophane having incidental contact with food. M-Acyl Sarcosines such as Lauroyl, Oleoyl,

FRAGRANCE or Sarcosines with the combined Fatty acids of coconut oil have been approved as anti-static and/or anti-fogging agents For food packaging

material, The safety of acyl sarcosines and sarcosinates has been assessed by the Cosmetic Ingredient Review @8 (CIR) Expert Panel,

HAIR CARE

The CIR Expert Panel evaluated the scientific data and concluded that Cocoyl Sarcosine, Lauroyl Sarcosine, Myristoyl Sarcosine, Oleoyl Sarcosine,

HAIR DYE AND HAIR . . - . N . N - N .
Stearoyl Sarcosine, Sodium Cocoyl Sarcosinate, Sodium Lauroyl Sarcosinate, Sodium Myristoyl Sarcosinate, Ammonium Cocoyl Sarcosinate and

COLORING . ) L - )
Ammonium Lauroyl Sarcosinate were safe as used in rinse-off products, and safe For use inlleave-on products at concentrations of 5% or less.
NAIL
The data were insufficient to determine the safety For use in produckswhere the sancosines and sarcosinates were likely to be inhaled. The CIR
ORAL CARE Expert Panel cautioned that these ingredients may be susceptible t8 nitrosamine Farmation.
PERSONAL nn*
More safety Information:

CLEANLINESS

CIR Safety Review: The CIR Expert Panel conducted previous safety assessments on each of the Fatty acidsEhatappear in these Acyl Sarcosines

AR ERAAEAAARARLALD B

e and Sarcosinates (coconut acid, oleic acid, lauric acid, myristic acid, steanic acidjsimeach case the fatty 86id @ was safe For use in cosmetic
SKIN CARE Formulations, The acyl sarcosines and sarcosinates had low aral boxicity. They were not mutagenic, These ingredients were nonirritating and
nonsensitizing to skin, although they enhanced the penetration of other ingredients Ehrough the skin.
SUNSCREENS AND
SUNLESS TANNERS The CIR Expert Panel concluded that the acyl sarcosines and sarcosinateswere safe asused in rinse-off products. They may be safely used in

leave-on prodicts at concentrations up to 5%, the highest goncentration tesked in climical irritation and sensitization studies. Because of the
absence of data on inhalation Eoxicity of these ingredients, the CIR Expert Panelconcluded that the available data were not sufficient to support

the safety of acyl sarcosines and sarcesinakes as cosmetic ingredients in producks where they are likely to be inhaled.

TheLIR Expert Panel also acknowledged thak sarcosine may be nitrosated to Form N-nitresesarcosine, a potentially carcinogenic compound.
Thareforg, these ingredientsshiould not be usediin cosmetitsiand personal care products in which N-nitroso compounds may be Formed.

IMore information@bout nitrozamines.
Link to FDA Code of Federal Regulations for N-acyl sarEosines

» FOZA Reguilation &1
« FDA BégulaLion #2

The aryl sarcosines and sarcosinates may be used in cosmetics and personal care products marketed in Europe according to the general provisions

of the Cosmetics Regulation of the European Union.

EU Cosmetic Regulatiofi

More Scientific Information:

Cocoyl Sarcosine, Lauroyl Sarcosine, Myristoyl Sarcosine, Oleoyl Sarcosine, Stearoyl Sarcosine, Sodium Cocoyl Sarcosinate, Sodium
Lauroyl Sarcosinate, Sodium Myristoyl Sarcosinate, Ammonium Cocoyl Sarcosinate and Ammeonium Lauroyl Sarcosinate are all M-acyl
derivatives of sarcosine. In cosmetics and personal care products, the acyl sarcosines and their salts Function as hair conditioning

agents and surfactant @ - cleansing agents.
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