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SEREA 1234 XN X-0000-0000000000 1100107 13522101

Bk 01
R T
A3 wr A% HMMEH LS L ek A E%0W) A
L jAGuA i
2 |PROPYLENE GLYCOL A
. |HAMAMELIS VIRGINIANA (WITCH HAZEL) LEAF ;
4 EXTRACT i 3
GLYCYRRHIZA URALENSIS (LICORICE) ROOT .
4 lexTRACT &%
AL £ 518 R o| g

5 [ARBUTIN e i

6 |HYDROXYETHYLCELLULOGE

[ Sm S
B
e

o B B (eLacidH,

- INT DR ; £
T |METHYLPARABEN 2446 ) 0. 4| Mk %
8 |POLYSORBATE 20 il
9 |FRAGRANCE i

WL AR RETH AL ENE AR R AT AR L RN SR - B AR EELRY - pH AL B
AN SLRR LA TREFRMESAE RSB EE L EF R ERM
]



o MEE FE I Y A
(1) MR, WEN, MX S Mo HAY HS HeolH HAISIOO0F g = StHE JEFY
H(INCI), 3t A (spEzEs) 0|2 2AF™(United States Pharma-copoeia) = {8 AH™
(European Pharmacopoeia) EE= 7|E} SA XI2E F11510{ EA[sHOF &
(2) MA MEo| 2rH 2 D|xAE22=3(FDA)2l Color Index (Cl) = ECE &=
(3) &=t &= Flavor, Fragrance, Parfum, Perfume = Aromagtd HEAlotD 32¢AH 0|25
Erdoliof et
(4) SEE lgerHa|H xex ¥ #HH 82 E4510 29 7Is2 AdoHor g
(b) &2 Y T 20| WESOl: w/w% E= w/v%)E EAISHOF &,
(6) offf MEE HiZE FI
7Is
5% | B RAEHE | INCI name Cas.No. | #hushfk 2 w/w (%)
q4Ed
1 Water Aqua 7732-18-5 ] 87.98
2 Propylene glycol | Propylene 57-55-6 REHAE 4.0
Glycol %’-’ m'
3 Witch hazel Hamaméals = 84696—19-5" J&E%‘}ﬁﬂ 3.0
extract Virginiana
(Witch Hazel)
Leaf Extract
4 Licorice Root Glycyrrhiza 94349-91-4 3 kit 20
Extract Uralensis
(Licorice) Root
Extract
SEEXAAM ok
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5 | Arbutin Arbutin 497-76-7 -3 ki 2.0
6 Hydroxyl ethyl Hydroxyethylcell | 9004-62-0 3 4 E| 0.5
cellulose ulose
7 Methylparaben | Methyl Paraben 99-76-3 By 1 % 0.4
X p—
8 Tween 20 Polys 0 9005-64- Ji?-ﬁ::%'riﬁd 0.1
9 Fragrance - - A% 0.02
Total 100 %
o M=o 2ZH, 87|, 2td E= 43N
(1) HZQl 2j2s TG AEe 4= U0 olH, MEQ WE ! 2 | st Ax ¥H A
S ALZIO|Lt O|OJX|, 2t = AL HBAME ZElofoF .
(2) HZN MZ CE ZHHOILL MY0| U= E2, 5 L2 & A00F &
(3) o= TR E= 2Y(0fs TEIESM U ObMERIY, H7E I 'SINE BN, 87 2 EE MM

chaE 7 Areol| Het

(4) OIAl: Lol =, 2pe &

HEFZE EF0l0f

5t B HIZEHL AFRIOZ KA

—

RE

Bk

e

oEF




UE2| FL2, AMX[e} Y LHE2 EE2o
MK A
Lt/ E
BE/ME | BERER 2524
SE AR MR
Ar2H AL ARmEERE EEMI9ERK g -
24 : Aqua - Pro Glycol - Hamam€¥lis ¥irginiana (Witch Hazel)
Leaf Extract - Glycyrrhiza Uralensis (Licorice) Root Extract - Arbutin -
Hydroxyethylcellulose » Methyl Paraben * Polysorbate 20 - Fragrance -

SYSE : 30ml

AFEA| -’F—SIAE%’EFEEEIH c RS - B AR - E18 ARRUE KRR -
HEALERESE  ERNSRIEHRE - BRBNES -
HMZ=YLXlzis HYE - 2022.5.28 {R72HAFE : 2024.5.27

HH K| St 5% - RR9528 QEIIs
HIZA35E%E : o oEHRAT
FAM - o oo oo o xx i

HEpHSHEHEEEE 1 02-2 2003000

B By A A S A BB A (BRI A

AETAM CHgHH
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(1) ST HZ AE2 EHE 2+ HMX 7IZE(GMP)E &4510{0F olH, oiiE =M=
1015 &t
=2t 15022716 3HM E= &g =719

2) iPé,% GI\/IP 9_%*1 T= Q1570
(=]

3) o

7 £ 48 A P umay
1t #& nﬂ‘& & ﬁiﬁaﬁ tgl'oE‘l'T = 38N
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Declaration of Conformity
FEH/ABAEEZLMSFASPERAZLRSERNERR » FHETHLT

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

Manufacturing Practice

=~ WL A
Manufacturer's Name

=~ Mokt
Manufacturer's Address

C A EA

Product Forms ﬁ

W - E¥HE

The process of operations

I

15

PAEEEERREZING A EBATRETHMERETF  KEH/KAAR

BiTaiEsEr—tfeE-

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

IAEHEA (Signature)
Applicant
aFA/MREAN (signature)
Person in charge
H— R & AE T
Company Tax ID No. / 1D Number
bk :
Address:
T OERE *
Date year

month

% A
FOE

ARAR
REAE

day
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I ARSI FA, M7=t & F0] £= F1Y)
I A

IV ARSI (2l/Y)
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5] FRIBRAZ 2 AE A ClA: H& HA| AFRAH

& A 7R A 'lc‘,I?_Il:HJg-;'\- {ﬁl]
B 2 R &=z 23 E‘

BRFE 273 SRR FES(#H 12 ml) BB A RIS NILE 2

A8

BIE G L o b dsiadr BRI -

G IR

B0 BRIKOl YAOR RES AIBHS W OIH 0| Ree YFS XS BE X E:=

STE 003, 4B 014 BIS0| WAISH 0| HISA 2R Y20 XJUXOR BTAOF 3.

(1) MZ0l OF| 014 $KS0| LAGIK| o2 P9, B KRS MEY LR Glom, Oy B30 S 29
Ol= SISOl QF, TS Wy, AY L oY XXS B Tl

2) 0l bl

) Ol 28 E= A2t Ol ¢t HEE 2= Ams EYE|00F oft, 12F JHY 4 2Lt
St
=

o MZE H ¥ HE9 =2 ¥ st £E4

HE 2 2 g2 SN et EY, 0E S0 2, MY, M-, pH St 28 Y5 90jE. ZE g2

o B8 7|ES UEUH, Ol O Xtz ZgAPt o =4 Az ER (RS HHskE o =30| =0,

2T HEQ AHYUE Fakg & & UAS

(M HMZ ¥ 2RE 2 429 2H 7IEE M3BdloF (EE R4 HE 7IE(GMP),0 T2t SHEE A
IAE HE, I XA, SHE 2 MBSO Cfo HEet 518 7IES +EGH0F 8. 2 HR0i st Al
4% (Certificate of Analysis, COA) & QHME7AXIZ(Safety Data Sheet, SDS) MZ ZQ.

(2) 3t EMO| F=to| HoE HES MEdle 82, 2 R, &k, 28 =2, A 7IE = A 4
0| Z&tE 2M JIEME ZF00F 7

Q) &2, AME, S5 = 4= R =8 H=E MEdSle 42, 1 S48 A8 = U 740 4 HE
Hix|el M SHO| ot 24 HI0|HE ERal0F otH, 0|0 CHEH AR 7|&E E= Al LS &
XiZaHor g

(4) g2 E= = HRE Aok 42, 1 ol ZatE S29 B4 I HojH 2 o ot 3 A=s
HA = UL QAR ZHYXI0A MScHoF of, offg LSS QR TIt H1IA0)| ZE|0{0F &k

() L HES MEdt= 22, YAt 27| 2% H0|H £ TAR0[Z 0[0|X] S8 HMIaHorF &t

(6) XM X HES MESl= 42, 8+ AHUEY HO/EHE &M HMEsHof &.

(7) G MIZS S2leEN £

AETAA CjErH
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T AR B MR, s COA %:% o=
= 77 ARAL 2t A
#RPR B R s G B ik
g i o) 2 Tk Ak B #R,
e wy |EASRE EHEE s
A% @ X Fok BRF % LY
6.60 £ A A EZ pH

pH (at 25 °C)

6.5+0.5

meter & pH meter #x
| T kA

e
7|
1500 + 300 mPa- 650 mPa-s

R CALEZ 355t

e
A 2570 Rab B AR R i
K
A R | B8 <1000 cfu/g|4 B 3 A 415 4 AR 3 A

njdg=E 7218

FiFta
AW AT R
ERERNHKA
SRAHE

G &A%k

(<10 cfu/g) ;
ABIFR B

ERENHKE B

KRR BK
BESKE BK -

i 4 % 32 & 109.07.28
B 111.04.21 N # 3
Wl A k1Lt 5b P 4%
4 i 7 ik R AL
VB ESRE R
Bk o

RAIAR/ B R At uxt

AR/ B R HAAER / Lxt




(8) GIAl 2:

=9 =2|afety

o
Aqua COA
et= 4 AN HA ZT} Zi ALl
#¥riRIE B A& KRB ER R ik
R OKREZS E pH
pH (at25°c) |6.0~8.5 7.50 _
meter ;R| &
. 5.5 uS/cm FROREZ% FETE
# E % (at 25 °C)|<10 pS/cm Y us/ L, .
HED ;EJ_ 4'§|' FE sl
-
PR TR Y ﬁ’%"ii’tii{% & F IR AR
+ iﬁ A5
RE M RAE  |4E B E <100 cfu/ml ] Ba PIT s 2 2 7K b 4A B
oM 7|5 (<10 cfu/ml) »
BoAe B Fr xRl L

BB AR/ H

BAZAR/8 A
o HE9 =4Iz

- 429 =4 Nz ¥ V| Mg HEE HEE Vst o S&26] fE6H0F 8

- N=2E SO0 YA, ZH Mo HEI I A SOl A 2K, A A EF B0 SHEE AE
S)2 HXA =OlsHof gt Q%QI =4 E42 T d20| oist 2 =4 gy 298 I o O,
Ol 0|0 ™ZRAALE LHE ARE LHOIMS| BES(in vitro)O|LL, A& LHOIAS] BES(in vivo), 24 AI™
L= et 7l 39| ZYE Tt £ US.

- J2{Lt Y E #E YoM HEo| #-EX 22 VB 429 FdR0lz O ANEE Y = Us
SEot 3471 U0{0F SHH, TreF Al MEFEOIZHH ™M Al HO|HE HtEAl XMSdSHOF & 0fme
Y A2 UetNOo = EfFoll YSH0| U= S= UAH AREE SMHC=2 AESHOF 2.

(1) 42 =4 NEs FE Yz SSYUNZEH NSO, M3E UMEZiXtZ(Safety Data Sheets,
SDS)E Edfl ofid 29 E4, ded, Foild, foff oY & =4 S0 st YEE mefsr & i,
SUSt 0|59 HEOI2t= MZYA7E =T Mt g0 T2t 54 §480| g &+ U282, SDS
A== Heblof o, HI0H EXME BIEAl HAISHOF .

(2) 02 HE EXMZ2&= 05t 26, H0JHH0|A E= 7|#e A7 H1M S0] US.

Gl A

- PubChem: http://pubchem.ncbi.nlm.nih.gov/
- RTECS: http://ccinfoweb.ccohs.ca/rtecs/search.html
- 0= 288 92

https://www.cir-safety.org/

- QECIE AHIX} K T3t

ME T Q235|(US Cosmetic Ingredient Review, CIR):

Y|¥SI(EU Scientific Committee on Consumer Safety, SCCS):

http://ec.europa.eu/health/scientific_committees/consumer_safety/opinions/index_en.htm

- gtz A7 7|2 (Research Institute for Fragrance Materials, RIFM):

https://rifm.org/

+EEXAM ek
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©)

vi.
Vii.
Viil.

(4)

(5)

(©)

T A Ol
. /o

o Atm SXOIM AHHY HE N2E PS5+ UCH, I UE2 O3 23,
stetEd : = A JIE E= BEO]: ZHENLYT|ITH(OECD)| R&ldh=

INE=S Q4 AHAM #H2| 7|&(Good Laboratory Practice, GLP)& Z45t= AMSMOAN £3H=

A LHoIMS] BEE(in vitro) = AMA| LHOIAS] BEE(in vivo) &3 CIO|E7t 7K K&, =N 32

H(Toxicological Endpoint)dil= CHRO0| HLEHE.

oHH E 428 §% 24 54

AT Y 2Ny
I XY 2 IR Ay

Y A=EE A=)

ms Zay

/30 g

HE= E0 SA(282 L= 902 A7)
SAHHO|Y/|MA =4

2

WA =4

=AM OF2|8HEZ, B, AL HiM, ADME ¢7)
4=y

0|0 +ALAN S0p7F QUOHT ZHEE= Al H0lH HXE

A LHOIMS] BE3(in vitro) HIAE HE= |58 Al S 5’8 o= AFzld A4

QIZt el HO|E E= AE &Y, dEEC=E QIZtE HHC= of= o2 Fds Hdoles =g
A= Tdle 4~ gleL, 0|0 EXsk= HI0|H= e BI7H0| Zefoiop &

SEZUM ARZE d=20 et 2

e MES0l MZ 2 U)ol MEE 27t et HolH

AR 2 2HHYS Sof +HE ol

QIZt 22td G4, Ol 7|1E d29 =d HOH, 52 E= 3= WA Al ZUE 7[8te= of Izt
AME OHHY =oloT MEE +~ US

WXt HlW'H(read-across), #d 2EQ| 3lef 1A% E4g T[HICE MR =4 E= 2FE OUEchke=
g 12 S0 XN Ax-2d BA(Quantitative Structure-Activity Relationship, QSAR) RS
Solf MdE Hl&e HloJE.

AEE DS OFY TR KBS HIZOR ORKY W AIZE A SZES 20!

T HEEX 42 212 22HNo Observed Adverse Effect Levels, NOAEL)

= 2
FE A4 BE 2X2 22 (Lowest Observed Adverse Effect Levels, LOAEL)E ME£2| OtMM
ool 28,

Mo EEo HE2 1 X, N HH E= H=E PH SOl T2 Xo[7F US = ULB=, s 35
A0 s, Sa34 529 T2 dE, 429 vETA Moy 3 HiX| 7F 42 24, 2|1 4E =
GlM o HdEs AM8Y = Ue 2l sEE HI%EEE QFolOF . Egh JtsofttH OF =4,
oE 24X, H=4 B FUEHER A, 18 HOld 89 =4 A EONME A NS
2OLoF g

SIYE HAGMe= YEEC=R o 3 g E=9 et 48 =52 27| (HRE=, d= SaAYt

A

[=]
*»*Zx| &2 Fs|(International Fragrance Association, IFRA)**Q| Z[A AN Hekele SYAME
HZotes QFol= 0| £3.



(7) oHyg ool M8E=E 54 49 HOlE:E =4 EE 233 HA0M 27ckes 5= dd 7IES 55
atiof .

O Alg ZIH= MEO| BB X7 U RF 717 M| UEt 27 XNB2 BEE 4 ACH, OFY A

[y

HOIERE Al BEE HMSaHO

;
(1) MZ2l 7t A8 E= 7§7| OFgY Algl HIOIEIE MIBaH0F o T =HXM=Z HE ALZ0 O
gy Al B0| Rle02, 9°fFol HEd Al LES

(2) GIAl

i. PCPC/US, Guideline for Industry: The Stability Testing of Cosmetic Products, 2011.
ii. ANVISA/BR, Cosmetic Products Stability Guide, 2005.
iii. CTFA & Colipa, Guidelines on Stability Testing of Cosmetic Products, 2004.

iv. 1SO, ISO/TR 18811, Cosmetics - Guidelines on the stability testing of cosmetics products,

2018.

Q) ¢FY AMe st MBO ML ZF ME2 EA ME5H SLH0F 2.

HMFC OJ8=E 22| 4, dA YWY 2 A 2IE HSolioF & A2 SYTH7/[0| HE
ot "SIYE DIME 518 VIER'E SF0F &.
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i. _?_lACI;ngl A_!ﬂoloknﬂ}EPH _Q|-I}‘ﬂ |:|H:| _'— A|o-| lel 202’]
ii. 1ISO 11930 Evaluation of the antimicrobial protection of a cosmetic product, 2019.
ii. PCPC M-3 — A Method for Preservation Testing of Water-Miscible Personal Care Products, 2007.
iv. PCPC M-4 - Method for Preservation Testing of Eye Area Cosmetics, 2007.
v. PCPC M-5 — Methods for Preservation Testing of Nonwoven Substrate Personal Care Products, 2007.
vi. PCPC M-6 — A Method for Preservation Testing of Atypical Personal Care Products, 2007.
vii. PCPC M7 — A Rapid Method for Preservation Testing of Water Miscible Personal Care Products, 2007.
viii. Ph. Eur. 10 - 5.1.3 “Efficacy of Antimicrobial Preservation”, 10th, 2020.
ix. USP NF Chapter 51 “Antimicrobial Effectiveness Testing”, 2020.
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16 47 fedt b | fatHE A | STRAS! | aRAKER | AHA AR
SR H4& A (mg/kg/BW ¥ (g/day) W15 5
UUALE Jday) :%%' L34 (mg/kg/BW
MOiAEE e /day)
AT YY ]
b rEaF X%
ik AR 18.67 g 279.20 0.01 0.19 2.79
S 20.00g _ 0.01 0.20° 3.33
5 HE 4R
A L 10.46 g 150.49 0.01 0.11 1.51
A% 2 ) 2 392¢g - 0.01 0.04 0.67
SHESAE S 4.00 g 57.4 0.1 0.4 5.74
FhABBE | 35mUE - 0.1 Not -
# 2 i) calculated
KA EER | 100 mUH - 0.1 Mot -
: #) calculated®
g R 3
iy AL 782 123.20 1.0 7.82 123.2
Iﬁgﬁ' 154¢g 24.14 1.0 1.54 24.14
M+ 5 216¢g 32.7 1.0 2.16 32.7
AR
G A 0.51¢g 7.90 1.0 0.51 7.90
dp k& 4 2 5.00 g - 0.1 0.50 0.33
LE 0.02 g - 1.0 0.02 0.33
N 0.025g - 1.0 0.025 0.42
L 0.005 g - 1.0 0.005 0.08
B 0.057 g 0.90 1.0 0.057 0.90
Fir 4R
B (38 H) 1.50 g 22.08 1.0 1.50 22.08
BrRAE. T 143 g 20.63 1.0 1.43 20.63
B¢)°
B R L5 0.69g 10.00 1.0 0.69 10.00
L 8Y)
Rl A &
FH(AA) 275¢g 43.29 0.05 0.138 2.16
T ok 2162 ¢ 325.4 0.10 2.16 32.54
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3)

4)

5)

6)

7)

Note 1. Zt0] QIXt= SCCNFPOIA MIFA! E= 5|M 5 TELE H2Z|7IE0] AE= MBSO AME, HiC| &
S0 CHah 7248t [SCCNFP/0321/00]

Note 2. 0|2} Z2 HMZE &2 **Colipa(Cosmetics Europe)**UA] 245t ¢1317} glo
2 60kg MEFS 7IECE ALHE.

Note 3. HIOtT &HAE(Environmental Protection Agency): A & MAH(0|| CHsH 74 2
Note 4. At& BIE7} ROt "UYU EFF FH"0] ALEX] 943,

Note 5. MIEt=0] 7|N S0 H2, Ol F2 d=22=2 &

ol

M LY AE
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08

ol ME0| CHai No Observed Adverse Effect Levels (NOAEL) Zf0| ojO] &
M OIRT (Margin of Safety, MoS)E ARMEUCEMN dHY =22 AHMES Hited 5+ US.
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OECD

B ik

In vitro Skin Corrosion: Transcutaneous Electrical

430
Resistance Test Method (TER).
TR 11 In vitro Skin Corrosion: Reconstructed Human
Skin Corrosion Epidermis (RHE) Test Method.
435 In vitro Membrane Barrier Test Method for Skin
Corrosion.
R In vitro Skin Irritation: Reconstructed Human
Skin irritation 439 Epidermis Test Method.
432 | Invitro 373 NRU Phototoxicity Test.
£EM 45 Ros (Reactive Oxygen Species) Assay for
Photoreactivity.
Phototoxicity
In vitro Phototoxicity: Reconstructed Human
49 Epidermis Phototoxicity test method.
Bovine Corneal Opacity and Permeability Test
Method for Identifying i) Chemicals Inducing
B30 &k 437 | Serious Eye Damage and ii) Chemicals Not
Eye irritation Requiring Classification for Eye Irritation or Serious
Eye Damage.
438 | Isolated Chicken Eye (ICE) Test Method for

i
[k]

A
T
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k

r
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Identifying i} Chemicals Inducing Sericus Eye
Damage and ii) Chemicals Mot Requiring
Clazsification for Eye Irritation or Serious Eye

Damage.

4&0

Fluorescein Leakage (FL] Test Method for

Identifying Ocular Corrosives and Severe |rritants.

491

Short Time Exposure In Vitro Test Method for
Identifying i} Chemicals Inducing Sericus Eye
Damage and ii) Chemicals Mot Requiring

Clazsification for Eye Irritation or Serious Eye

Damage.

492

Reconstructed human Cormea-like Epithelium
[RRCE] test method for identifying chemicals not
requiring classification and labelling for eye

irritation or serious eye damage.

4928

Lerious eyve damage/evye irritation, Reconstructed
Human Cormea-like Epithelium [RHCE) Test
hethod for Eye Hazard Identification own of
chemicals (substances and mixtures) not requiring
classification (Mo Cat), requiring classification for
eye irritation (Cat 2) and requiring classification
for serious eye damage (Cat 1) according to the

UM GH5 coular hazard categories.

494

Witrigel-Eye Irritancy Test Method for Identifying
Chemicals not requiring Classification and

Labelling for Eye Irritation or Serious Eye Damage.

496

In witro Macromolecular Test Method for
Identifying Chemicals Inducing Serious Eye
Damage and Chemicals Mot Reguiring
Clazsification for Eye Irritation or Serious Eye

Damage.

A W Bt

429

Updated Murine Local Lymph Node Assay (LLMA).




Identifying i) Chemicals Inducing Serious Eye
Damage and ii] Chemicals Mot Requiring
Classification for Eye Irritation or Serious Eve

Damage.

460

Fluorescein Leakage (FL) Test Method for

Identifying Ocular Corrosives and Severe Irritants.

491

Short Time Exposure In Vitro Test Method for
Identifying i} Chemicals Inducing Serious Eye
Damage and i} Chemicals Mot Reguiring
Classification for Eye Irritation or Serious Eve

Damage.

492

Reconstructed human Cormea-like Epithelium
[RhCE) test method for identifying chemicals not
requiring classification and labelling for eve

irritation or serious eye damage.

4928

Serious eye damage/eye irritation, Reconstructed
Human Comea-like Epithelium [RHCE) Test
Method for Eye Hazard Identification own of
chemicals (substances and mixtures) not requiring
classification (Mo Cat), requiring classification for
eye irritation [Cat 2) and requiring classification
for serious eye damage (Cat 1) according to the

UM GH5 ooular hazard categories.

494

Vitrigel-Eve Irritancy Test Method for |dentifying
Chemicals not requiring Classification and

Labelling for Eye Irritation or Serious Eye Damage.

496

In witro Macromolecular Test Method for
Identifying Chemicals Inducing Serious Eye
Damage and Chemicals Mot Requiring
Classification for Eye Irritation or Serious Eve

Damage.

A A

429

Updated Murine Local Lymph Node Assay (LLMA).

SETAN Cyer
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48

S5kin Sensitisation

[reduction and refinement of animal use)

Monradiocactive LLMA protocol (LLNA: DA). (a

L ey
nonradioisotopic LLMA test method)
Skinm Sensitization: Local Lyrmph NMode Assay: Brdld-
4428 ELISS or =FCMWL. [a nonradioisobtopic LLM& test
method)
In chemico Skin Sensitisation: : Assays addressing
A44.2C the Adwverse Dutcome Pathway Key Event on
Covalent Binding to Proteins.
In witro Skin Sensitisation: ARE-Nrf2 Luciferase Test
A4 2D
Fdethod.
In Witro Skin Sensitisation. : Assays addressing the
da42E Key Event on Activation of Dendritic cells on the
Adverse Dutcome Pathway for Skin Sensitisation.
455 Performance-Based Test Guideline for Stably
Transfected Transactivation In YWitro Assays to
Detect Estrogen Receptor AgonistsTest.
456 H2Z295R Steroidogenesis Assay.
457 BGilLluc Estrogen Receptor Transactivation Test
., - hethod for Identifying Estrogen Receptor onists
PR S SET fying & ptor Ag
e and Antagonists.
. 458 Stably Transfected Human Androgen Receptor
Endocrine
~ i Transcriptional Activation Assay for Detection of
Disrupter screening
Androgenic Agonist and Antagonist Activity of
Chemicals.
433 Performance-Based Test Guideline for Human
Recombinant Estrogen Receptor (hrER) In Witro
Assays to Detect Chemicals with ER Binding
Affinity.
471 Bacterial Reverse Mutation Test.
Ik E e t2
473 In witro Mammalian Chromosome Aberration Test.
Genotoxicity
476 In witro BMammalian Cell Gene Mutation Test.
480 Saccharomyces cerevisias, Gens Mutation Assay.
Saacharomyces cerevisiae, hMiotic Recombination
481
Aszay.
487 In witro Micronucleus Test.
In Vitro Mammalian Cell Gene Mutation Tests
450
Using the Thymidine Kinase Gene.
A O ol i 43 Skin Absorption: In Vitro Method.
428
5kin absorption
In vitro Syrian Hamster Embryo (SHE) Cell
Bt 214
Transformation Assay (CTA).
Carcinogenicity -
231 Far vitro Bhas 42 Cell Transformation Assay (CTA)D
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Aqua

Cocamidopropyl Betaine
Sodium Methyl Cocoyl Taurate
Sodium Lauroyl Sarcosinate
Sodium Methyl 2-Sulfolaurate

Glycerin

PEG-150 Pentaerythrityl
Tetrastearate

Potassium Cocoyl Glycinate

Phenoxyethanol

Glycol Distearate

PPG-2 Hydroxyethyl Cocamide
Fragrance

Potassium Cocoate

Sodium Sulfate
Coco-Glucoside

Disodium 2-Sulfolaurate
Caprylyl Glycol

Glyceryl Oleate

Glyceryl Stearate

Citric Acid

Butylene Glycol

Avena Sativa(Oat) Kernel Extract

Benzoic Acid

Of

Cas No.

7732-18-5

61789-40-0

12765-39-8

137-16-6

4016-21-1

56-81-5

130249-48-8

301341-58-2

122-99-6

627-83-8

201363-52-2

61789-30-8

7757-82-6

110615-47-9

38841-48-4

1117-86-8

25496-72-4

31566-31-1

77-92-9

107-88-0

65-85-0

w/w%
73.255
5.55
5.00
4.50
3.04
2.12
1.30
1.05
0.90
0.66
0.52
0.50
0.45
0.32
0.30
0.16
0.10
0.09
0.09
0.03
0.03
0.02

0.015
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Butylene Glycol, Avena Sativa(Oat) Kernel Extract, Benzoic Acid.
S ZARMS Oloh Msgh X0l 22otM Q.

IN[ESe PNy A ol

AJPSIEE FASIA/OOA OOZ2 OOH XX&/

02-2xxx—XXXX

H|IZ=UXt: 2022.08.056 {&7|7t: 34

EEHS: [T22080E

& 500mL

AR FOAREE ME Al & 29 BES L5t, M2 HEMS 42 == MOjLHoF

ror
o



(C)GMPOO0O0O-000

MEHS:

=

=)

5) HEZAI} SHUE S+HZT

o
__OO
Kl
oK
00
%0
NI

b

tC|
SYE FMRTIES AEM D2t = BXUA HE/HEEY

a5
=l

=]
=

d= AYHHEY M29x 30 et

T
I

Klo
Il

104

ol

ISO 22716: 20072 2HESC.

| —

—

2 =MEES7|IF(1SO)0A LES}

o
B
gl

XXXX(

73

g

od

XM i

i
<



74

SHEE RFMETIE Mg MM (A

SHE 2HE7IE Hetd HYUNM

Declaration of Conformity

ol

rr

2 AEX/Z2 SHOA
A== OfHet ZCt:

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

ditot

SIEE2 SR HE RLMZTIE0 Fotd, I MF0| ket

Cosmetic Good Manufacturing Practice

1, HE3SH BE:
Manufacturer's Name

2, HEXSE FAa
Manufacturer's Address

3, M=Ey:

Product forms

4, HASH:

The process of operations
71 HAMUM ESsh= WE0,

Mol HE MYUS XA He= Ao

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

ol HAMEO|L &3 el
O|2AE H/IotA| =H.

LS

| | —
=0| 9= A

A= 82, 2 MEXY/ 222 HE

MAN EHMOL: (Signature) MEIEO|
0|7t
— O

Applicant

FHOIX}/CHH: (Signature)

Person in charge

SA MRS L=
Company

r=
AT
Ol
rE
ol

O
=
(]

Tax I .JID

Number

T

Address:

o= sl = e

Date day
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SP CRODASINIC
LS30 MIT
MBAL-LQ-(RB)

Dehyton® KE T IS

Alpha-Step® PC- 48

Amilite GCK-12H

HOSTAPON®CT
PASTE

Lamesoft® TM Benz

Versathix™

VERSTATIL PC

Phytexcell OAT

HZESH 74

1. AR Hs
A%o| =2 2

INCI B

Aqua
Aqua(70%)

Sodium Lauroyl Sarcosinate(30%)

Aqua(63%)

Cocamidopropyl Betaine(37%)

Aqua(56%)
Sodium Methyl

2-Sulfolaurate(38%)
Sodium Sulfate(4%)
Disodium 2-Sulfolaurate(2%)

Aqua(70%)

Sodium Methyl Cocoyl Taurate

Aqua(60.5%)

Glycol Distearate(22%)
Coco-Glucoside(10%)
Glyceryl Oleate(3%)

Glyceryl Stearate(3%)

Citric Acid(1%)

Benzoic Acid(0.5%)

PEG-150

Pentaerythrityl Tetrastearate(50%)

Aqua(30%)

PPG-2 Hydroxyethyl

Cocamide(20%)
Glycerin

Phenoxyethanol(90%)
Caprylyl Glycol(10%)

Fragrance
Glycerin(60%)

Butylene Glycol(15%)

Aqua(15%)

Avena Sativa(Oat)
Kernel Extract(10%)

Total

. 2,3, 4,5, 6, 8 95 M0 Fotd,

Cas No.

7732-18-5
7732-18-5
137-16-6

7732-18-5
97862-59-4
7732-18-5

4016-21-1

7757-82-6
38841-48-4
7732-18-5

Potassium Cocoyl Glycinate(21%) 301341-58-2
Potassium Cocoate(9%)

61789-30-8
12765-39-8

7732-18-5
627-83-8
110615-47-9
25496-72-4
31666-31-1
77-92-9
65-85-0

130249-48-8
7732-18-5
201363-52-2
56-81-5
122-99-6
1117-86-8

56-81-5
107-88-0
7732-18-5

A
T

w/wW%

42.7

15.0

15.0

8.0

5.0

5.0

3.0

2.6

2.0

1.0

0.5

0.2

BOCHA| 25 =0A 158
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I. g8*=

9 HE H 822 =T &4
2MZ2| FHBAEIN
AZIHO| HICIAl 2HIF CoA
S¥E= 4 N 58z ¥4
Qla EEE EE Frefol
] M =53 B USs M =FY B US  |A
otap WA RUXSE2YE RUXSZHY 22
o wyo| 2 pH OIHS AREatd,
pH (25°COiIA)  6.5:0.5 6.6 oH DIEie] =5 sreol T2t Z5sict
20,  000~30, 000 WEO| Bt HEAS ASsHL, HEAC
x~ o A ’ ’ . _ = =
HECSCHY) s 24, 050 mPars 23 wuol mat S
LU (25°COflA)  1.0+0.05 g/cm3 0.96 g/cm3 S
Ojg=+44  Sz4<1000cfu/g Sd4+ 0143 Pld=2iRo] MFASHEIM 109.07.28
HEGX| Qf0toF BtCh (10cfu/g) % 111.04.2101Af Yol SHLYUS
CHeat 8 24 AU it sHgEol Di¥=E YUY
EMEC YT EMECYIR S8 H SYEY UCC AHZAo =
=& S50 39 et
ZIC|LIQtH|ZEA ZIC|LIYH[ZEA 2
/UKL (M = ENE 7IUL)
CHZEZALR/ XL (M 2 IS 7|USHAIR)

« AJP SHdE FABIAM R QAR MBAL F2lot dREE ATEAE, BAMEEM E= JlsitE
H=, 429 Soleietd S4EM LYo EESHEE 1).
o QHHXtE MERPE A7) MzUHEM 2HotK Felgt 28 =2|eetd S42 Oret ZLo:

Aqua CoA
s¥I= 4 AN E-zdu S
o N wHo| B 22f2(online) pH OHE At
pH (25°COIIA)  6.5~8.5 7.8 s10| ZmaiCH
WHO| Y 22fQl(online) MESHE At
EI o o A J-_'—O : = - o
T8 (25°COIM) (10uS/cm 5.2uS/cm st0{ 28 3ict
= ESd+ D[AS SEESN SAZAAL 19 25 FdEs
gME A =[N T = o ot - -
a8 wA SRRA00NL (Goou/mL) xmwwe mIsio 23 e
EHI/UX} ME & EME 7|YFIIR)
CHZEZIAL2d/ XL ME & EME 7|YSINR)

SEH-XIA ot 77
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2. Trade name (Product name) : 5P CRODASINIC LS30 MIT MBAL-LQ-

(RB)

INCI name : Sodium Lauroyl Sarcosinate

' Cortificate of Analysis

A quea iy rrarpgarae] mpsism e
FE0 D301 wies Ll 't masvalaotune ard bt this malerial

Rapaak printcad 1

fathe

Quantity. 16,0000000 KG
Balch Dalais
Produect Hame: SF CRODASINIC LS30 MIT MBAL-LO-RE]  Date of test: 14,07 2021
Date of manufacture: 11.07201
Fefesi date: 11.07 2023
Cuslity Control Results
Arcaylical Test Specification Limit
Malhod Mo, Characlarsic Lower Uppear Walue Uik Emhs
Addendum 00 PASS OR FAIL Pass - P
REVISION NUMEBER 14 Pasz = P
G000 APPEARANCE [CLARITY) CLEAR Pass - P
G000 APPEARAMCE [COLOUR) COLOURLESS Pass - P
G30001 AFPEARANCE [FORM) FOAMING LIGUID Pass - P
G34300 ACTIMTY OF M-ACYL et k! 3 % P
SARCOSINATE BY MIR
0160 COLMIR 0 & T APHA P
G04401 PH (10% SOLLITICON) 7.5 as 739 P
G00en B0AP COMTENT OF N- 000 200 D63 % P
LAUROYL SARCOSINATE
RSP0 CERTIFICATION BMT-RSPO-O001&T Paag - P

KUMBER

This Product has baen manufactured and tested o GMP in accordance with

EXCPRCT

Batch Status: Pass

Thi quality ests on this babch ane reporied above. The tesls caried oul aré thaks nacessany 1o dameonsirale
eomplancs with o proguct specification and are nod inlended 1o guaranies the product 88 sullebie for any
applcalion ko thise Sontained in specification. We recammend you perform your own qually and or
idertficalion checks on nescaigl



3. Trade name (Product name) : Dehyton® KETIS

INCI name : Cocamidopropyl Betaine

Cerlificate of Analysis
Corificabe of Analysis sccording to DIN 55350-18-423
Cehyton® KE T 1&
200K Plastis drums
Lat/Cty 0400000 K
Toial 16000.000 KG
Transgoal CANALY | BA0SNE
fLomr Uzpar
Characteristic Uit Waliie Limit Limit
Bethod
Apprarance FiES
Viswl
Delur LT
Smull
Washing aclive substames 5 i F.!] ki |
Galculakion
Waler centant L] [ &} 1
[5) a3y
Bodium ehlarioe % 5.1 ]
Bethod . TPR6LT AL
Bodiim sulTate % Ly 1.5
Bethod na. 928615 -BL
pH (5% salutien) 7 45 6.8
T8 4506
Tolal eslony et <

FEHAM Cfor 79



4. Trade name (Product name) : Alpha-Step® PC-48
INCI name : Aqua (56%) » Sodium Methyl 2-5ulfolaurate (38%)

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

Certificate of Analysis

Hatarial Fo. & Dmscription:
Spacification numbar:

Tabs of Hesufsctore| 10-HRa-F6da
Cartifiontion Dava: 1i-MAR=-3331
Raccamended Retésl Dite: O3-MAR=2024

Ih
Duscription Limita . fut  Famnlt Ol T
110-8  APPERBARCE (@ 250) Clesr, Yallow Ligeld i Passas
J58-1 P4 (lO% in Wabar) E.0 - T4 ™ 5.6
CODI4  TOTAL RCTTVE (%) (MW 11E| 17 - 40 10 §
125-0  FHEE 01L 1.5 Mar. TH ik 1
11%-0  S0DIUM CHECRIDE &1 . I 0.4 |
088=G SODIUN SULFATE 1.0 bBax, 1K 7.1 v
143-E  HETHAMOL 400 Hex. iH ELT] i ]
5= FRIE FRROX[IS 0 Mar. IH 1] |
[0§<C COLOR GARINER. A Hak [H 2
MMS-f O Crarasterianis L] Famsan

T8 BELEITE |A® Mak30Y| 55 Max. |ppei TN Faksss



INCI name : Sodium Methyl 2-Sulfolaurate

Pub(Clhem Ssodium Methyl 2-Suffolaurate (Compound)

Fraperty Hass

bzl s gh

Hydrgen Bored Doned Coart
Hydragen Eond dccspenr Toine
Fotrtsbbe Bord Coun

Exact Wi

Mormciope M
Roprvigpal Solpr Surlaos dega
ey s Ot

Foeral Shasge

Complesirg

B Ao e

Dofirend Ao Swssacenier Courr
Usdefined fiom Rareccamier Coumt
D Bored Svwooarsiay Cownt
Usdwlined Bored Sherevoeray Cownd
Cercaterllp- Borded Ll Conrt

Dimvguinmed i Cmsivih el

EEREE U
EEREE T
EEE

@ oE -

[=

Fafarerie

Cormputed By Feblhes 31 Publham ks MILIEIT
Cornpued By Castet 140 1 PusChan resse HI1ISIT
Cornputesd By Catat 1400 1 PusChan reisse HI1ISIT
Computed By Cact 140 1 PusChen misae H3185I7)
Computed By Fabihere 21 @Pubthen siere 20200507
Corrpued iy Fabhere 21 PubChen sieie 20200507
Comvype it By ot 348 150 Puielhee iciee J0E 8560
Comvype e iy Palhess

Cowvgaited By Pt

Coavigaited e Caames 10 0 PuChae reeee FO01E5ET)
Coamipaied 2 Fabd e

Computed &y FabChers

Computed iy FabChere

Computed iy FabChere

Computed iy PabChers

Comrpubed By Fabihire

Ciwrglind By Fubdeive Debeine 20003507

SEEAAM ok
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INCI name : Sodium Sulfate

Sodium sulfate anhydrous for analysis EMSURE®E ACS, 150 Reag. Ph Eur

S Vakies
Ay |akakmeslric] = o
Axnay [nikabmgin:, caloumisd on dnsd 98 5 - 1015 *
ERC e
hbenbty parEnan. bt
Agpearance of solution passas et
Insolutde matio =05 b
Mol By of plkainety passEs e
pH-voiue (3 % woter, 55 "Ch 5.2=-8.0
Chiosida (T1) %0001 L "
Prasgrali (PO %0001 =
Testad mitrogas [Ny = 00005 =
Huwry martaby (A0S0 = ) KRS =
Fippry mastals (s Bh) w000 -
A || = 00001 =
i (Caksus) = 0005 L
Fry flegmly = 01 200 =
K (Prasmus) =002 =
Mg (FABgnesm) 0001 =
Loss on deying {130 "C) 08 L 1
Lo o ignidicn (800 "C) 0% L



INCI name : Disodium 2-5ulfolaurate

Pub@ham Discdium 2-sulfolaurate (Compound]

Praperty Harrs

sl Weight

Hydrogen Bond Donor Coent

Hid e Bucil BT RS
Fotatuble Bond Coust

Esab b

oromlopic s

Topolagical Folsr Sorisoe dres
Hary Atoem Corank

Farmul Chasge

Compasty

otopes e Count

Dol rad Azam Siesssrariar Count
Unlefiresd AIom Seredaenaes Coam
Darfirec Bond Stevecceniter Cour
Ungiefiesd Bord Sisssarerme Coent
‘Corvabanily-Bonded Lisk Coust
g b Canosaiaed

324 DRETEEA
34 PRELEES
0 A

Asferenca

Coargamad by PuliChem 2 1 (PulsChem releass 2021 I0.07)
Cormpuied by Cacte 54818 Poblsen ks 2001.05.00]
Coavgamad by Cacta 34E18 Pabdnem rebeae 202105 D7)
Compuiad by Cacte L4 818 PubTten rebamas 20071.05.07]
Coregunsd by Fulelhern 27 (PulsChern relees 381 0507
Corrguind by PubsChars 27 (PubsChern el 20307 0507
Cornpumed bry L 34 B 1R Pablhem rebee S01L05 D7)
Cormprsd by FubChem

Compsd by FubiChem

Compuaed by Cact L4 18 PabOten relama 2021.0%.07]
Compunnd by FubsZhem

Compusd by PubChem

Gompmsd try FubiChem

Cormputed by FubsChem

Cornpansd by Puliihem

Compuied by FubsChem

Coreguned by Fulelherw irebaise 2021.05.07]

SETAM Cljohd
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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

Prodiuct : AMILITE GCX-12H
Date of Production 1 Mavember 30, 2020
[ete of Eapiration Mo imbar 30, 2034
Dt &l Anakgsh Decamber 14, 3020
Tesss Specification Resdt
|1 Description Beder "COMBENT” Paysed beit
{11 Identfication
Infrared Spectnophoammacny FakkRd tRsl Passed bast
Gack Chramategraphy Passed tost Pazsed test
Potassium Saltt Patkiind pen Pagued tast
(3} Transmittance HLT B HGX%
4 pH 8.0~5.0 Bl
(5 Heawy Metals (Phl MNMT 20 ppm MMT 10 ppm
[ Arsenic (As304) NMT 2 ppm NMT Z ppm
I¥}  NErogen Conbent La~1.0% 1.7%
@} Cantent 29~ 358 Eli ]
jg) oty acid Content of Residue on 25 ~ NG 1%
Evaporation
[L0) Tokad Vissle Counis HMT 100 fuf'ml NMT 100 chaml

COBAMENT:

Falle yei bowr to yellow liquid, & dightly chamcteristic odor



INCI name : Potassium Cocoyl Glycinate

INCI NAME
Potassium Cocoyl Glycinate

STRUCTU H%

RC — NHCH,COOK
where RCO- represents the cocoyl motety.

CHARACTERISTICS
Appearance Clear liquid
Odour Typical

SPECIFICATIONS
Nitrogen content(%; Aq.) 1.1-1.6

Color (430 nm T%) 85.0 Min.
pH value f0-90
Solids (%) 30 - 35

+EEAM gk 85
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INCI name : Potassium Cocoate

INCI-famia:

Characteristics:

Specifications:

Storage:
Shelf-lite:

Potassiurm Cocoate

Aspect

Preseniative:

Total solids (%)
pH:

15°C = 30"C
1 year

Yedowish liquid
Presaemvative freg

420-440 EQC-mathod rr 2904
100=115 ECHC-method rr. 3001

In criginal closed packaging



6. Trade name (Product name) : HOSTAPON®CT PASTE

INCI name : Sodium Methyl Cocoyl Taurate

Product Fact Sheet

Anionic surfactant for the cosmetic industry

Cheamical nama Caoconut Tally acid methyl tauride sodioerm sal

R==Colaw

IHC| designation Sodium Methy Cocoyl Taurabe

FRODUCT PROPERTIES'

Appearance {20 "C) white, pasty
Haman colour [5 % waler max. 100

Sl uition]

pH-value |5 % tel qual in watar) 7050
‘Water 86.0 - 600 %
Active subsiance 2B5-315%
Mean molacular waight 353 gimol
Sosliiinm chboride 55 =B5%

A
T

M

|

|

XM oy

k

I
I

87



88

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 Datasheat

‘Walid since  25.07.2014
Revision 1.1

Care Chemlcals

Characteristic values

The specifications stated in the paragraphs ‘Duality control data’ and “Additional product descriptive daka’
finally and conclusieely describe the properties of the product

Guality control data
{Daka which is used for quality release and is certified for each batch,)

‘Waler content (Kar Fescher) 58.0-83.0"% DGF C-lll 134

Dry residue (105 "C) IT0-41.0% Irermal method SE104901
Density (20 °C) 1.0:200 - 1.0%00 glomd DIN 51757

Filling dersity D980 - 1.020 glem3 Irterral method 94017104
Viscosity Broakfield (20 *C) 1000 - 10000 miPas ASTM D 2186

pH walue (20 C; 10 %) 10-38 Irternal method 92003501



INCI name : Glycol Distearate

INCT Mamie Ghycal distearate a a
Laouod

CHylLH g G WCH U G LH, gy

Drescription Ester of ethylene ghycol and steanc acid

Composition | Component Mame CAS No. EINECS Component
Ghyeol distearate 91031-31-1 252-932-1 100%

" preservalne @ nons

Typécal Ins paction Spocification Mathiod
Properties Appearance White flake
Color B0 max APHA
Acid walue 1.50mg KOH g mae
lodine walie 100012/ 100 mas
Fledting point B0 - B3.0°C
Ak 0505 e TR0, 4hi

TEEAAM o 89
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INCI name * Coco-Glucoside

Chemical (8-C14 fatty alcohol ghacoside
Description INCI name: Coco-Glucoside [pending)

Surfaciant Type: Monionic
Benefits = Mild = 100% vegetable ongin

o Produces moderste o bgh stable foam » Solvent-fres

+  Compaible wih broad range ol «  Sell-presennd

suractants and polymers, including *  Low eco-tomidity and ity
cabonie: ngredents »  Readily bodegradable

Applications «  Shampoo »  Ligud and Bar Soap

»  Body Wash = Canditiones

»  Bubbie Bath +  Baby Wpes

» Hand and Facial Cleanger
Typical Physical Properties
Acrees ¥ | Sobent 50 Wefer
Cioud Pt ™ *Hil
HLE® 12-14
CMC™ | Serface Tension™ 72087
Four Foint T
F o Hazy poale yelow fiqud
pH, 1% ag soiuAon id
Wiscomsity al #0°C (1047F) <51 1000
Dlenestty al 46°C (104°F), piml 1.11
Flash F1, Closed Cep, ASTHW [93 =107 (sl

™ Choad poinl "0, 1% Agesois, ™ HLE! Rasge: <10 who erviisilior > 00 o arvabslles, @ Cooal rrcallizalios: aonsnisalion gan al 257G, ™ Surlass ks J ghacsfom ail
01% mchsy. 257, ™ Form st 230

Solubility and +  Soluble m water
Compatibility + Soluble m concantraled elecirolyle solutions

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

= Compatible with anonic, amphosenc, cabionic, and other nonionic surtactants
Storage The product should not be stored & lemperatures bedow 15°C, or above 40°C. |

erystalizaton of sdmentaion aomurs when stored af lemperatures below 15°0, the produc
shaonild bt hesaled and shmed bl wrelom Bl ise.



INCI name : Glyceryl Oleate

Product Hame: Glyceryl Oleate

IHCI Hamae: Glycaryl Oleate

CAS Humber: 215496-T2-4

Expiration Date: 24 manths from production date
Characteristic Specifications Result
Appearance & 25°C Pake yellow saft solid ar Eguid Pass
Alpha Mono 42.0 - 60.0% 490
¥ Free Glycerine 0% MAY 0,0%
Fres Fatty &cid 0 MAK 0.0%
Maisture 100 WA 0.2%
Calar (Gardner| .0 MAX 1.0
Saponification Value 160.0 - 180.0 167.0
ledine Value Ti.0-115.0 Ta.0

TEEAM i 91
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INCI name & Glyceryl Stearate

Product Mame: Glyceryl Stearate SE

IHC| Hame: Glyceryd Stearate

CAS Humber: 125-54-4

Expiration Date: 24 months from production date

Characteristic Specifications Laboratory Value: Final Result
Melt Point (" C) 55 min & Pass

Acid Value (mg KOH/1g) & max 1.53 Pass

ladine value (g lodine s 10g) 3 max .47 Fast
Saponification Value [mg BOH/1g) | 155-170 159.29 Pass

HLE Yalue 5-6 5.8 Pass




INCI name * Citric Acid

Certificate of Analysis
Certificate Of Analysis For Citric Acid
Sr No. | Characteristics L nit Specifications
1 Description Coloress Crysials
2 Identification Pass Test
3 Appearance OF Solution Pass Test
4 Aszay % 99.5-100.0
5 Sulphate PPM ==150
6 Crxalaie PPM =]
T Heavy Metal (as ph) PPM =35
B Barium Pass Test
g Calcium PPM <=20M
10 Tron PPM <=0
11 Chlonde PPM <=5
12 Sulphaed Ash % ==0,05
13 Modsiure % <=5
14 Readily Carbonisable Mot Darker than
15 Substances Standard
16 Lead PPM =5
17 As PPM =]
18 Mercury PPM =]
19 Aluminium PPM ={,2
20 Bactera Endofoxin PPM <=(.5
21 Organic Volatik Impurites Pass Test
22 Tridodecy lamine PPM ==01
2 LNiraviolet Absorbance Pass Test

+EEAAM b
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INCI name : Benzoic Acid

INCI Name: Benzoic acid

CAS No.: 65-85-0

EC MNo.: 200-618-2

Specification:
Items Specification
Appearance White to slightly yvellowsih Powder
Odor Faint balsam urine
Purity(GC) (%) 289.0
Melting point{'C) 121.0~123.0
Loss on drying(%) =0.5
Water(%) 0.5
Heavy Metals(Fb,ppm) =10
As(ppm) €3




8. Trade name (Product name) : Versathix™

INCI name : PEG-150 Pentaerythrityl Tetrastearate (50%) ~ Aqua

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

Fsgaal priniout

Ceartificaln of Analysis

M T e iy oe i Foooading 12 | SODL0L.
ES I A0H 1 ] e} B i,

Coamiity. 00 KG
Balsh Datalls
Product Mairs: 5P VERSATHRE RMBAL-LIH{SE] Diatn of st oE.10:2021
Freduct Code: FEAMITA3N200MD 5T Date of manufazium: W09 20
Fuleat dadn: 30.08. 2023
Specificaton: REV.0D 12062019
Gually Coniral Resdls
Srmbylical Toet Spacihcation Limk
Mt Mo, Clesrmcdorinlic Lowvespnr \_\papear Waksa Linit Silaiis
Bgdandum 00 PASS DR FAIL Pass F
ASIIOID  APPEARAMCE @ 25°C LIGHT YELLOW Fag = F
[COLUE]
ASDIN0I0 APPEARMNDE gR 200 LD Pas - P
[ETATE]
ABDADID QDODUR CHARBCTERISTIC Pass = P
FS058010 SO0 COMTENT =0 1.0 ToO % | 4
LEdITHe  RESICUAL ETHYLENE 1 PIPRI LAD Pass = F
OXIDE
LS385010 PROPYLEME DMIDE 1 PPM MAX Pass P
CORTENT
LEMITOL0 RESIDUAL 1.4 CHOXANE 5 PPW MAK Pass - P

Product miy axnibit praoso sspanadon &l oold lmperatse, To reconstlule, wam s 40"C and mix

SETAM Cljohd
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INCI name : PEG-150 Pentaerythrityl Tetrastearate

LHEMISTRY
Definitinm and Structure

FEG-150 pentaerythmtyl tetrastearate (CAS No. 13024948 8) ix the tetmester of stearic acad and a polysthylene
glycol sther of pentasrythntol with an average of 150 moles of ethylens oxide, and comfirms to the molecular stnebare
shovam in figare 1!

“:CWQ WEH*
) \/}I)D EL\/“‘H»/ - \
% o o o
f);M"““’\f f(“’“%&%
o CHy
& n 4

Figure 1. PEG-150 pentaerythniy] tetrastearate {wherein the sum of all mstances of o 15 equal io 150)

Physical and Chemical Properties

PEG-150 pentaerythatyl tetrastesrate (Crothion®) is slightly sobabie m water, bas & melting point of 45°C, and hes &
pH range of 5.5 to 7.5 {13 solatiom).



INCI name : PPG-2 Hydroxyethyl Cocamide

INCI Name: PPG-2 Hyvdroxyethyl Cocanude

Twpical Properties:

Appearance (25) Light Yellow Liqud
Color (Gardner) 6 Max.

Solid content (%o, Halogen Moisture Analyzer) 98.0 Min.
pH (1% solution) 8.5-105
Amine Value (mg KOH/g): 20.0 Max.

FEHAM forH 97
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9. INCI name : Glycerin

| 1G2FOI-QCDYINE022

CERTIFICATE OF ANALYSIS
Diatg: 20220217
Product Mamsa Glycaring oded usPeT
Descrplion of Goads Glycerine Manufsciurer Dabe 21-11-28
Irreics M. DEKCHKS 2202/050 | Baich Ma./Lat Mo, . 2021.11.26.03
Expire Date 2F11-26
Conlainear Ma. Quantity 40 MTS
INSPECTION ITEM Standard Method RESULT
Color Hazen Almax ACCE Td b-64 10
| Waber Corlent, Hwl 0. Zamean USF 38 0.12
Arsenic, ppe 1 Gemax UsP 30 <15
Heavy metal, Lead, ppm Smax UsSpP 35 =5
Fasty acid and esters (Titrant-D 5N MalDH),m Tmax USP X 041
Specific Gravity at 287C 1.2612min USPF 39 1.2617
Assay, Ml B8 Tmin USF 38 889.90
Chlarde, ppm 1lrmax USF 35 =10
Sulphate, ppm 20max USP ¥ <20
Chiornated Comgound, ppm 20max USF 38 =20
Residue on kgnilion, et 0,01 muax USF 38 QU303
Ethylene Glycol cantent, St 0. imax UsF 38 =01
Diethylene Glycol content, %owt 0. imax USP 3% =101
Idantificabon by IR Maat requirement USP 3 Positive
Idantifcabon by GC Meaat ragquirament USF 33 Posilive
Conclusion FiASS




10. Trade name (Product name) : VERSTATIL PC

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

Product

Matarial
Custends malanial Fe
haantity

WVERSTATIL PC
25 00 KiG CANHDPE:28L:3H1:Y

S119045
ADDE 004,025
4550 KG = 182 EA

Manuiscthuring dates Miay 28, 2021

Expiration daie Pay 12, 2024

S Mo KOk STANDARD

Froperty Test method Unit Value Bn. M.
AppaAance G_0170_00 Conlems colguriess caar Rquid
Cdour GEW_01TE a2 Confomes Characienssc
Duarrgity | 20T GRA_0110_01 g'ml 1.0820 1.0700 1.0800
Fadractive indse 20% in lsogre GhA_0120_01 1.4017 14000 14050
Assary Oolane=1,2-diol G 1518 02 k] 10.0 |aa Mo

AT o

99



100

Product Irfarmaticn

Verstatil® PC

Thi Product: Verstatil® pC

Versranl® PC s a wersatile ard @ficient pressavalive blend, which comtanes the refalile activicy of
Fhemnowyethanod wath the boosting performance of the wettimg agent Caprylyl Ghyeol. The blend s water
misCilde ancd Chemmically stable veith bow impact on the stabilivy of the Tmal Cosmeng prostlocn, The Leoad
amtimicrobial performance 15 pH independent. i s suitable for every type of emulsion and aguecus based
prohsct, vth the lelp of a solulahzer,

CHARALCTERIS TICS

- NCL Phemroxypethanod, Caprglyl Ghyool
- Appearanios Chear, colorkess e

- Ecomommic and elficient presesvative blenc
- Mo isathiazolinone, parabens, no farmaldefnede, no halogenorgans compounds
- Mo chemscally acting presersatives wath sensitizing potential

- Symergistic blend: High antimicrobsal efficacy at low dosage
- Mdeal m esnulssons and oil based produsces

= Hardly amy impact on emmilsion stabaling

- Compatible with electrolytes

s pH vange. unhrmited

rSALE

Product Concept Dosage *

O el sicn B -1,0%

WO -Emmiilsion 1.0%

Cals and Tanecs .4 - 1.0%
" lin, deedge 1T o) i B opean Dicrweiall Leg . Rers il Iegidairar ne iri.
ANTIMPCROBIAL EFFICACY

Cram + Gram - Yeast Miald

Legival = o jpaell, Dedl il 3 O0-dillie | 44 m vy el e



INCI name : Phenoxyethanol

product benefits INCI declorafion CAS No
o gaod bacladcidal effec Fhisnceyedhariol 1 22-7%-4
= wapor phose activity

= siobke fo hydobsis, femperobne and pH

a fully effective in arionic. coldonic and nondonic sysems
o cofl eflactive

technical product prop

cokorfess

ficquicd
chamchanstic

1. 0 - 1,708 g@imil
24570

[

co. 41 mPo"s
4g0

nion fodming

< .01 hPa

TEEAM CfEHH 107



INCI name : Caprylyl Glycol

praduct benefits INCI declaration CAS No
& leoding andimicrobial mutifunctional Copryiy Gheool 1117858
& now 100% nalueal & COSMOS volidoted

2 knowr lechnology - gosy drop-in
o wide pH opplcobilify [pH 2- 12}
a suitcbke for sensive skdn

Cokies

clpor bquid to sl wowy soid
dight Chrdcianshc

267702

28317

140.5°C

<1 g

100%

102



11. Fragrance

IFR& 50 CERTIFICATE

Product Manme: Merali Light O
IMCT Nams: Parfum

Amphara Aramatics herely centify That the above named material i in compliande with the standards of the
IFRA 50 Code of Practice amd comtains the following restricted components also listed in the 50th
Amendment of the IFRA Code of Practice.

Limneomerse Comg-27-5 £ 19.00 Specification 1994
Linalood TE-T0-6 % 21.00 specification 2004
Ctral 5307 -40-5 £ 2.00 Restriction 2030
Citronellol 105229 %3.50 Restriction 2020
Citramellal 105-23-0 £0.50 Resbriction EAURL]
Geraniol 10s6-24-1 22,94 Restriction 2020
Hydromycitroneial 107-75-5 5 3.0 Restriction 2000
Peroaides - £ 2omnmicd)1 -

Additional Comments
Flowour e consideration - Due to the possibie ogestion of smoll amounts of fragrance ingredients from
tsdr wse dn pradacts In Categorks 1 eod &, materials mist mof only Comply with IFRA Standands bt mist
mise be recognized os safe as o flavowring ingredient as defined by the IOFI Code of Proctice
fwww ol org), Fou mare deloits see chapder 1 of the Guidlovce fov the wse off FRA Steadarts,

it is the uitimate responsibility of the customer to ensure the safety of the intendad final
preduct containing this material, by carrying out additional tests ¥ necessary.

SEEAAM CfoHH - 103
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Categary 1 Nok approsed
Categaory 2 1.60
Category 3 5.00
Categary 4 0.00
Categary 54 .50
Category 58 7.50
Categary 5C 7.50
Categary 50 2.55
Categary 6 Mot approved
Categary T4 10,00
Categary T 10,00
Categary & .55
Categary 9 6000
Category 104 60,00
Category 108 MOk restricted
Category 114 2.55
Categary 11B 2.55
Categary 12 Mok restricted




IFRA Cabagory

Prosuct Type

IFRE Categony 1

IFRA Category 2

Prodiens & 0 the lips: bl i, Childnen"s Toys.

Product apshed 18 the axilie: Deodorant aid Sntiperigaran preducts of all typei; Body § prgiiming.

IFRE Canegony 3

Producs appled 1o he tacebody uSing Sngemps: Eye produds &.f ., sye make-up, sy mokmuriner. Facoal
migke-up, Make-up remiceer, Mose pone srips, Wipes for tace, neck, hends, bosdly, Facisl mashs, Body and face
pari

IFRE Category 4

Products relased 0 Sine fragrance: Mydrosicohalic snd mon-hydrosicoholic fine fragrasce of sl types & - E3u
de Teiletie, Parfom, Cologre, 1w perfem e, fragrencing cream, sfershaves of ol byges; Ingredients of
pirhirres and IFRgiance mislune ko coimete kits; Soenl pads; Soent §ngs.

IFRA Camegory 54

By lomion peodiacs applied 0o the Dody using o hards {palms), primarily leaie on: FoOr care produns €.,
creamy, powders, Insect repelient for spplcation 1o the sking AN powders and tak; [eschading baly powders and
tak|

IFRA Category 5B

Fare modstunizer products: sppled o the fsce wing the hands [palmel, primeeidy feave on: Facisd Torer, Facial
moshurgens and cresms.

FRA Cansgory 50

Hand cregs prodecs appled to the hands using the hands |palms), primarily leave on: Hand oream, Rall care
producs induding ruticle cresms, Hend sanitizers.

IFRA Category 50

Haky creams, Basy ody ans baby Lad Baby creaminlios babry ol baby powdien and ke

PR Categorny §

Producs with orel and g exgasure: Togthpesse, Wosthwash including breath sprays, Toothposdier, snps.
muowitraash Eablety

IFRA Category 78

Ringe-pff prosiucts apphed to the hair with some hand conisct: Meir pereanent or ogher hair chemicel
reEytmEns [rinse-oi) f ., relawers, including rinsz-off hair dyes.

IFRA Categony 78

Lisiveion prodiscts applied 1o M Bar wall com e Rard COALacT Har dprays of o types &g, proamipd, Serodol
Spraes; Halr styling sids non Sprsys €., MOowsse, - on conditioners, Hair permanent o ather hair chemilcal
treaimests [leave-on) & g, relawers, mohading leave-on heir dyes, Shampos - Dry iwateres shampono); Heer
decdoriner

ITRE Categony B

WEA Latrgory 8

Prosd scns with | : Imtimane Ta Toilea r

Producis with bedy and hand sxposere, primarily rinse aff Bar soap; Loud seag; Shampos of sl type;
Coefiliestaed |rinige-oif]; Body washes snd shower peis of all pyses; Babsy wiih, Bath, sham pas; Btk gebi, foami,
mioeises, SiRs, ol and other products sdded To batheaner, Cleasser for faoe jrire-off), Shaving creams of o
pypees &g, sk, gels, dgmmis Al depiyinnies [mcusng fecal) snd waxes for mechasicsl bar remaovsl, Fogl care
product (et are plased in a Baith lor wakng); Shamgoo for peia

Fouysehiold care enciydng perosol | pray prodects: Mand weeh uedry deterpent; Laundry pre-tregament of a8

Pype B g paie, spravy, sk Machine laundry deterpents wath skin comlsct e iguidy, powden; Fasm
sorherary of ol types including et soherser sheets, inpring waber, Mand dehswhing deterpent, e surisce

clearmri ol all typei o g baleoom, kfchen deansery, fuiniture pobsh; Tolet ieat wipes; Houishald ceaneg
P eons, oiivesr Typed doiuden g Telic cleamers, CApel Cheaners, fuifelsre pollohes Sprays and mipes, STan
MEMicers, reatmeat products for teanies &g. starch speays, Floor wan, Dy cleaning kits; Fragranoed of for
lsmp rng reed diffusers. poi-pourmn, bguid refils for gir fresheners jnen-ce .

IFRE Categnry 108

Fousehikd Berasolsprey products: Snimel sprays applied 10 animals; Al freshener sprays, manual, nouding
serasol g inacticides

IFRA Catmgory 114

PdmmmhmﬂﬂMmh';ﬂhlﬂwﬂhmnwhh!mmmbﬂrmw
Eapgiing: Femising rgfhene cofmentnal pads, lirers, mienabial pad; Disgers (babry and aiul); Adut
Irspavtinence: pent, pad; Tolles paper |dryl.

A Category 118

Prodins with fibenoed don GonCT b m i el rasdier of Tl hoe L Ui Trom iner subsITane with
ponenoial U expogure: Tighns wios medstunizers, Boenmed socks, ghowes, Faoal topees (dry tisues), Napiirs;
Paper Towels, Wt bags, Facisl mesks |paperfprotecive] £ g, surposl masks not ussd 55 medicyl devioe,
Frrulinen, wolid |peilet or powder)

IFRA Categony 12

Prodisms nol mnemded for Snect sils cona, misiral o dipnificim manoer 1o sk Candies of all rypses
Lassndry denergenns for mschines wash wich men sl siin coneacr (2., Uquad tebs, pods), Automansd i
fresheners and fraprencing of sl fypes e . conoenirated seromol with mebered doses, plug-ing, secincel,
irgna, hgeid refilli |cartrdpe |, Ar Selvery orilmi; Cak 1fer, Coll phone cawr; Drodatiterifminken rol
irnended Tor seis contact &g, fabeic drying machine deodorizers, Girpel powders; Fosh; inseoicides e .
mioeguinD cof, pager, secmicsl, for dothing, ascluding semsolsitprays; Jes stides or incsnss sids, Dishwesh
deserpend and degdoriren - for machne wash, Difactive bogrd pames; Faniy, Flesie grivies (eschuding foys],
Leriteh bad anifl; Scent pick; Seanl Salkary dibem (uwiing &y aif techialegyl Show galiihe; fom Bocki
[Toder).

SEEAM Cljohd
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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%)

Gk praspead sl

Cyrabasen A5

Py, of Aol Lam M irsra

Hiepesa] priniaul

Conificats of Analysis

Pmnaiaciefng sbe b oo Ul oo ke BRI .

RS 00w PSR D) e T

A0 Chanss
Fraroe
Inspection Lol DA 254508
Cood & Priciad. 270820021
Croda Del, No,  BO00@T41
iantiiy. TE0UEDD KiE
Baton Dolals
Prodduct Mamo: PHYTEXCELL DWT Dpie of test: 2004820
Prosliuce Coda: MAISET R IZTIE Dwole of manufactune: R0 202
Blch Ma: MO BA50TE Retast dabs: o7 04 2024
Specilcation: 2100
Caality Condrol Fedidie
Anakylical Test Specitication Limil
Mothod He  Chansclanic Lownrf Uppar Wl Linil Simlus
Bcesndum D0 PASSE OH FAIL Pasa - F
ACTIA0OD  ASPECT CILEAR LI Pass - F
ACTHAGDD  COLDUR PALE FELLDW TD PALE Paga - P
ORANGE BROWWN
FCO031AD  SPECIFIC GRAWTY 1.146 1178 1.167 P
g ]
FCODAZAN REFRACTIVE INDEX 1425 1.455 1444 P
(20T )
FOO0EAC0  pH VALUE [EFCHATR 4.0 E5 55 P
ViR I DIST. WATER)
LCOGROG  L-VALIME COMTENT 240 WG TSI ppm P
SOO05AAT  TOTAL GERMS T A CRLRAL =40 CFUml - (]
JOOO54A0  MOULDSYEASTS A0 Pf, CRLUML Pirks F

PHESERVATIVE FREE
Bplwaan 15-257C, dark in closed conlsingn
Tha performed anakysis am guaraniead on chiginal packogng

Wihen slored sccanfingly, Stable for 36 months

Wi'a Barnly cartily thatl ne plamts ased for ihis preducion ana
orginoled From cerfied arganic cullune aoeanting 1o kst wersion af

EEC Councl Riesgaalion Tor organic agricuBurs.




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 207C

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

SEEAAM Cjgkd - 107
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INCI name : Avena Sativa (Oat) Kernel Extract

1. INCI NAME: Avena Sativa kernel exiract

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

ANALYSIS TEST SPECIFICATION METHOD
Appearance Homogeneous Organoleptic
| translucent liquid
ORGANOLEPTIC Color Coloriess Organcleptic
I Odor | El';arau'tenstm drga:n-ni.ep‘ti-l::
Density (g/mL) 1.0-11 UsP
Refraction 1.380-1.400 UsP
index
Direct pH 5.0-7F0 UsP
Solubility in | Solvable Usp
PHYSICOCHEMICAL | water (1/10)
Solubility in | Solvable UspP
Aleohol (1/10)
Solubility in | Unsolvable UsP
Mmneral il
{1/10)
Mesophiles < 100 UFC/mL PETRIFILIK 3M
MICROBIOLOGICAL | Fungiand Yeast | < 10 UFC/mL FETRIFILM 30
Pathogens Abszent PETRIFILM 3M




- AJP =HEE FAeA

OPEAtE MEAPE 23|, a8/t 2t 929 S48 Azs, o0 FGM-Eakz

42 S5t RN LU0 HESICHEE 2).

- QA= MEAPL 7] A=UHE0 Dt F2let 928 =dst Alzs Ofefet £t

. INCI B%!: Sodium Lauroyl Sarcosinate

- B8 30%2 2t*EUMEIT M (Lauroyl Sarcosine)dt AFEIREYAIEIA|H|0|E(Sodium Lauroyl
Sarcosinate) #=2%H0| LIEZAIZIE BMSICE, ABZIRLZLAZIAH0|ER} ZREUAEZIL F9
N-LIEZ2AAZFL(N-Nitrososarcosine)?| ZAZ A= 22t 65ppb2t 15ppbO|C}. LIEZAIRI
(Nitrosamines)0| ZHEE|X| QAL '

- BN ABARZUAZIAIH0IE, FFUAZAL(Cocoyl Sarcosine)t AETTUAZTA|L0|E
(Sodium Cocoyl Sarcosinate)= SiE2| A5 EO LD500| 4.2~6.0g/kgOICt. 7t A3
Sprague-Dawley HEE= AUFYHOZ 13| FOY AFZILEUYAZIAIHO[E 5000mg/kg bw
SAdis EO0{SiCt A3 S 10f2ls Y AU LM S22 25 UASA0| ZETX] 4y,

A7 B0 AESIREUAIZIAH0|E LD50Y5000mg/kg bwoOlCt ' 2

0

HIEENSA: 2t 129 471 156012|, 27 150t2] Sprague—-Dawley HEE= DY QAUAHUHS Sii
Z240 50 ASSREUAZIAIYOIE 0, 30, 100 X 250mg/kg bwE E05lT, 91 F= 92
UZH XIABHCE 100 L 250mg/kg bwIEQ| 741t XRE ME Z7l/UAS H|WSHD, 7 82
13%7t 6F, IRAF2 13572 8% MF ZA7t SASH 0|7t AAUCL 100 ¥ 250mg/kg bw
BTN H AST(A), MBHI 2= STH|(AY AN SASHCE X5 S,
SHLto| 2 SH B7tt HIMYE X M HMO| UACH, ZZ| H2|SI0A 0| CHaTOl AZat
0 MY EAel WEMIE ZA| Mot 2t5l/2ist BM, AZ0 BF UME 3 MZIM0| SR
SAEN 2 ERZOIN XS X017t U= 7|EF O3 7| SF2 =4ty 2ot UCt e
oSt b= AMSst IfHHsE =

E|X| Qo

L5 — )

MEIMOZ BiXst W57} 9T,
Hi= QL ZHE=MZHNo Observable Adverse Effect Level, NOAEL), ZASMEZF
(Lowest Observable Adverse Effect Level, LOAEL)2t FEHEASE+Z(No-Observed Effect
Level, NOEL)2 Ztz} 30, 100 & 250mg/kg bw/dayO|Ct. '

- OR BAM/XEY: M OE 2A QMIRZY AF0AM Mzst oM BIE AESHAM AFZIR
EUAMETAIH0|ES] X=FE(OECD Guideline 431)2 H7StC 20mgE 0.9% FIHLHIEE U Al
M=ZOIM =210 3, 60 = 24027t A5, 3-(4, 5-CIHEE|0FE-2-7])-2, 5-LIHZHEZSEE
ZOOIEMTT) E4EC2 XRXEHES EYotl, AEURLEYASIANY0IEE M7 QX HIO
CHoll £A1-0] Qict AFHRLELAEIAHOIEE 20~30% N, 2%2| MK s E= =4 2Y
SAOZ EOF A0 E7I9 A2t 71 Hofo| thsH X=A0| gict. - 2

B |

I ZEKd: 0.01% ASIHRLEZUAMZTALO|E £ZH2 J|LII|T79| T|0)| CHol AZES REGHK| LUCE
SUH0| RYY/RY =4 HH =AY (Plate Incorporation)dt EHE AlR(spot test)22
AEUHLEUMETAHO|EO CHoll 57kX| ARd| E|OIR2|2 #30| ich AR>S ZIdst, S¢HO|
FYH0| QiCt QAFEE[ACE. OfHtof QIZh g NIt V79 = MAH MZEE AMESh= I |
AE ZUE HH AFLREYMETAL0[EI} 0IF 715 DNA &85 REIoiX| §X|Th O] =2
MESH0| Q82 BoizLt ! 2

MAI/HI2 =M Sprague-Dawley HEOIA ABZIREUAZTA|HO|E(EE 95%)0f CHSH 171XK| SAt

M L8 =4 BFOECD Guideline 414)5 ALt 27718 27012 AL A HEE 5-102X0
0§ 0, 30, 100 & 250mg/kgbw/day 70 U= AFZHCZ Folotyr, Uil 20X S22
SIYAIZICE. AFURZLAZIAHO0IEE HiOISY E= 7|¥REE0] Tt =0t HIWSHY St

Tt DEFFO| YLIRZI0= @idlet §F HES| IS0l Bt AAULE. YLl 8-11LAR: 14-1
ALOI0] 18O Atz AEZO0| HAYY, Ol2fet Has SAYA 207t AL AF7|ZH
18

M
Az A SHE 2027F AFYRUCE 10f2f= ! 102X}, OE 10t2= @i 18%At 12|t
2 dl

0
(U

o
|

B

me 4N oo oo me o
Y 2 > o >

’

18YUXIO| Afst A MEE 9 HIMH| FHo| M7t UL, AFUSH 7F EfOIe| RF X2
SOt QUL 12T AAN2 A SE AlK| SME 0| {9 HlMX FFo| EOZt UAAZS0]
SEHAM CioHH
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- Ol BIOJE: OMY BIR 1O &, UB, B 20U 4 HAF &7

ST NEH E= I SETOAM= 0[2st di40| ZEEX| LUCH AFSLRLELAZIAH0IE
NOAEL(ZX =4), LOAEL(ZHM Z=4)2 NOELEE =H)2 2 30, 100Xt >250mg/kg
bw/dayO|C}. ' 2

- 40 &5 HAKE ARSUREYAMEIAL0|ESE PBSOH| 2T5| =01, QN AlX LT HIZ

ABUREUAMETANHOIES ZAHE Ao MO FaS ARSI, “ZO SE0| B AEC=
E71” (0.061£0.013ug)$tCH= ATt ZHA=ICE !

- S3SHSE AFHREZZAEIAHO0IES HE X0, ZFEL o0 ALSolil, FOf =20 LAY

BI|[14C]9 B 2Z= 22 X|0t2] 1.12%, TZEUQ 2.22%2 52| 2.95%0|Ct. 24412t 0|0
B 2E= X0t 0.79%, #EEE 0.92%, of 0.57%, ZF 1.6%, 41T 0.8%, =H 1.8%2 AH
42.2%0ICt. HIO|E{0] =T AFSLELAZTAHO0|EES FALAXRX0| S+EX| YL, HFAKA LA
STEI0, THEF 34%2] LAKY BI|7F 4AZE LHO| AO=Z BHEE|Y, 24%E 24A12t L{O HHESECE
Mg 20=Ct " 2

[ =
ALget &£H|=2F HHO0| AT WY=L THEKX =2 DR 8K AIZ0| MZ0H| s +3 3¢ 7|2
J=20 el D8 g AS Tdettt. 200 TM2H 30%

USS Uo7l 030 U X RIHBICY,
ASASRUNZINLOES S +8A0K +3 B4t 7|T HI3S AOUS HOIELL LKt 232
B9 ARASRUNRTAOIES ABSHM Tie ¥y NS Tgeln, S4 ZUS o9l o2
270 M2E HR 12 & 29| NREK0| MY 01 EAE HIUNHOR ASALRANZIAL
OIES R UM HZMES AIZSHD Y4 ©HS0| LIEKICL 0.1, 0.5 X 1% ARALZUN2IA

ol

HOIE +8AUS AIES =& Y AROM g 2SO| HEEAC 98AZIY T Ol2{gt S=0i|A2
aj

=0

IDLJFE 74_7_'}, u_”’ “+/_11 e u+110|E|_ 2
7|E} OHMXIE: SIME ME MAF MEI7II1Z(Cosmetic Ingredient Review, CIR)2 1tst H|0O|EE 7}
ol ZEEZ Yon], TIUANETL, HREUAMETA, O[Z[AEAMETM, SHUAMETL, AHOHR

HIOIE, AFUREYUAZIAH0|E, OIZAEAZIAHO|E, TIYUAE
FALEEDN ZLEUAEINARES SUHH HSo| QNSHA ARBE £ U1, NOJLHX| 0te ==
HELS sk 5% O|THHA QFMsHA AH2EH 4 QUL CIR ME7h= SX H0|E{7t AIZZ AT AtZ3
AHOIEE EYUEY = U= HMBOl AHEdt= ANMHEE SHSPV|0| EFoICtn HESCH CIR ME7t

E2 0lzist 420| LIEZARIS &7 g4 = UACtr ZUsH CIR MEZIOE2 ESt A=
TAI0| LIEZASIE|| N-LIE2AAZTA(N-Nitrososarcosine)S &St 4 11, Ol= ZI{EOI ot

O
-LIEZA 3I8H=(N-Nitroso compounds)S &M& 4

. Amended Safety Assessment of Fatty Acyl Sarcosines and Sarcosinate Salts as Used
in Cosmetics. International Journal of Toxicology 2021, Vol. 40(Supplement 2) 117S-
133S. CIR, 2021.

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

3. Cosmetics Info =4|0|X]:
https://www.cosmeticsinfo.org/ingredients/sodium-lauroyl-sarcosinate/

2. INCI HZ!: Cocamidopropyl Betaine
- 222 F7H0|ZT2TH|ERI(Cocamidopropyl Betaine, CAPB)1} ZZEl O|SES AMAMIPY ZO| HISEN}

Z7tH|0|0, O}O|=0RI(Amidoamine), P22 ZO0IMEAMLIEE(Sodium Monochloroacetate)t
C|H2ot0| =T 2 Z0}2I(3,3-Dimethylaminopropylamine, DMAPA)S IZ&ISHL HIXXMOf 2t
FH3Z OtO|=O0RIn} 3,3-C|H SO -T2 TORI0| Q= ZiZ} 0.3%~3.0% % 0.0003% ~0.02%0]|Ct.

I

- BESY ABIYYS Soli 10012(JA bOt2|, +H 5Ot2]) Wistar HE JF0 et Fof 82
2

212} 5.00, 6.30, 7.94 % 10.00mL/kgO|, pH Zt 5.562| S|MGIX| U2 30% &4 T710|=T2TH|E:



olojct, BHES 1497 #Est, AT £0| LD502 7.97g/kg bw(1.07g/mLel U=0f 2t AL
O|H, Mg 7ts Y= 6.93~9.17g/kg bwO|Ct. 2= 20| SiC= EOF 0|F oF 2028 &30|
LAGH| AIRfotdl, AA| XpMIZH OIMGHR|H, BX& HOH, FMZ, HAIRL XS X5t7t LIEtLID, 24A|7¢
XISECL 22 80 ME HE ME2 36~45g 371310, 2t} ES2 HHOICE BA Ao et &

6<£-|
0| FHORS0l EEACL Ol==tetRldzls A7 YR CD H=(Ye Zb 50R/XS

|_1

=
200~2329)E AI8aHM 31% &Y IFMN|=ZZLHERRI| ish XSt 54 I8 =4 415 Ha
ALt S= S, ol2] B9 ET0 2.0g/kg bwE AESIL, AHIAHS LHGHH, 24412t 20
g2 NOUHY S0 MY X2l 99 MR XSddS dAfstd,

CYds MAHstL, 252 F
147t XIS2ICE 1, 8 H 15X HEO| Cfo RAIS SEeitt. 15
(o)

IOHT, FA SN0 ANFHO| BHHX|E YU

[
Xi0l| A0 oSS Tt
=7 Alofl 0140

mO

A=l 0129 )\F?Jol ”éa | A, dadE5d , S
SEEX] AT 2RI AO|SkALE FHekeh SH0| ZEEUD, Y0 £ 3022t B= A2
SHASHA| Etto| 71| EXfot, 6YUXIE 25 ARZIMCH 4RIt SUXIO| SHE 60R2[MATH 2I|(Ei=E
87)) = WSt 24317 LIEISICE 31% T7HIEZZ2TMERR! LD50)2.0g/kg bwOILt,

BIEE0SY: 7 100122t 47 10012 Crl: CF(SD)BR Sprague-Dawley HE IE2 O ZAH
E0i2 S8 10ml/kg DINIEDRZLMER S24(EE ¥ 2 22)2 51, 0, 250, 500 E=
1000mg/kg bw/day 82 Z{Zb AR5IL, 9297t X|&SHTt. Y UMBHE 7ISdLL, 0iF 18

MBS Mz AEE 7SS Fof M0 ZZd 1000mg/kg bw/day EFFTLZ Ot HALS Y
oldl, X|= OpX|%f %‘—Oﬂ 2E S0 CHol Qi HALE TIYSICE X2 OK|Z RO 2= HE HH
A WES SO, AF SX| A0 WESH HEES S|MA[Z|, 2AMet 2AHS TSt R
1000mg/kg bw/day 2 siEo| MEf X0 CHoH x| He2lst 7"*% TISHSICE  1000mg/kg
bw/day &2 {0iIM 2=l X H2[sh HaIL ZEE[UT] R0 250 X 500mg/kg bw/day &2

2ol CHOHME= $0|F ZHAE ZISITH SHAIPHOA oSt HEo| R%’ AlEo 2HHAE AIY E=
FEH0| HEFX| UUCH RAZ EHH D8 SA 10(2(Q LA 102(Q -?—IM%*H MY FHo|
HZO| UUCH. SHO|A HAIA H[ME 2(HO0| 1000mg/kg bw/day 1E SHE £31 e02|Qt A7
3012] % 500mg/kg bw/day & HE 3 20R2(Q AZ 202[0|A AU, 250mg/kg
bw/day SFZ0IA 0]2{8t S40| ZEEZX| UUCE 7|EF AlY ST HAE FE2 LEEKX| 2UD,
old SIFoIM oY TIIO|EDZEHERRl SHE OffHMd(90%) ¢iFel RaEFISE  NOELO
250mg/kg bw/day2t= AZS ALt

L IR XEAL 2 SfE 10 MEH M| sE(30% ) FFHIZT2LMER! 40| ZA0[3 XI=A0
X2 50%2| s|MHe 2XI=MH02tE MS HOFEL).

o =0 = ofF, HICIA|, HICIZAIRE AHHIS SS9
A Z7IO[=D=EHERIZ SIEE Z42fa 2H0| Uk SRACE Ol2{et MZ0| CHol
ANES ZIdoH Y-t fI3d HES Yo £+ 7| R0 XAz Z7H0|=I2HH|EL
AlgoioF sttt HESIC XMA= ZII0|=Z=EHEIRIS D|8AIRE SHEAF AIE AI”0 ZiA
T =T 2 LHERI MEB5Z(1%= S0M & 0.3% &H)9 LZ ZAY x=
oISt S AEGHH, ZE e Algel ¢y Bt30| 2T TIH0|-Z2TMEIQIO CHo O 2IskX
2L}, CHE Mowads HEY 4% 290 Oioh 70| 2EHEIRIS 2004E2] “A HMEM A=’
oz MaECir =EJCt TF7O|IZDZTHERION S2E2 2% BES Yo = 7| MR MAk=
TN 2THER! AIE X1 A0] OfO|'=0f21at DMAPAL| LE RXAHE SA0| Xot=E HE
SICh. XXH= O{D|ZOIZI(AMIDOAMINE) = 3,3-CiHZI0H |, T2 TOtE! (DMAPA) ZAOIIA %F%;;
=01 SIXj0f| CHsH FFHO|=Z2UHEIIS HBISH MZ A2S LIGHOF STty FItXOo=z AFSICE !
. EQIH0| QUIAN/OM EA: 0TI9Il ARUWal EM2ae F= TA1535, TA1637, TA1538,
TA98 % TA1002 AMBSHAM ZTIYSt T0|=D2LHERI(EEE MESHK| U3)0 CHAL &8st =X
Ho| RLM AIZY RFE FAM A®sEE 1, 4, 16, 64 E£= 256mg/plate(S-9 43}
oig)et 4, 16, 64, 256 U 1024mg/plate(S-9 At UL)Z AIHS TSIt [HAL 2A5}
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J0

20 ARGI0| TIOITEZLHEIIS SHHO| BIETt SIKSHR| 4%, SHH0| RLUM0| UUCE.
=M ARZE ROIXF 30HO| 3.0% A TFII0|TDZUHEIR 20| MEM ZUX QF 7
AESICE R AIEZ(ZH 11He A0 UVAY LR 2K &4 L 8 (minimal erythema
dose, MED) UVB ZANEX AHEZ HHSHK| §Z)E Y2 AL &2 ZAt 2L/0f B0~
Mol 4t Bh20| AR, 0[2{8t B2 UVB XAt LEZ0 HIREC 2 SAF0AM ZF7H0ED
ZLHEIRI2 BZEX|7} OfLICE,

O-E'

T

- 7|BF QHNXtE: SHEE d& MACIR) MEZIIE2 TN THENR! ¥ 23 ofo|Z=TH|Er!
Meo|

(Amidopropyl Betaine) M&9]

gSrHSH ﬂ|-3|- SHE AIA|- 1, 37

OrMMES o2 Xl WIRECE 19914, CIR MEIVIIES 7|20
0|2 EH|ERRIOf 7I1E 20N E10g ARSI JAH HZ
= AL HWHE =2 A SZ0M OEE =g &= UKD,
FEE JHEEF, WOLHX| 20tz == HE)0| CHal Z7t0|=D
ZTHERIS]  SEkE=  3%E  Z=doHA|  ofop otk HESICE 0|2 TH|ERI
(Cocamidopropy! Betaine, CAPB) At2420| E SI7IBICHE HMEO| OE2HAZHOIY HEQ| A
22 28k ¥ U MES AEe X0 2R ﬂl—‘?’— Ht80| LIEHt H1 28 2012¢ CIR M
=/t182 I[7I0[=T2THERRIL 7|Et HEHE OfD|Z2THEIRIS AR, £ XAl= IO
EEE%‘HHEFO' 2 J|Et #EE OHJIEE%'EHIEMOH 3,3-LCIH Ot .= 22 HOIZI(DMAPA)Z 00|
oralol =X Q20| ALK QU 3,3-CHEot0| =T 2031y} Of0|=0tRI =2 mE ZHxb Ht2
= Z™AZICE 2H CIR —-—7D§—0I oAt 292 EH 3,3-CHE0t0| = =2 THOt2Iat Of|L-O0f
DI9| &F Kol Alof| ZHEF 839l QIS ZIARICE 0[O0 UHEHSH NSRS MAE HIECZ CIR M2
71082 SFHEIM :'7HJIE_EI”H1IEF F HAE OH|Z2TH|ERIS AtEot= 0| XS, HiE
HM= dEs go7|X| Y=l 22S YULL I70|=Z=TH|ERI &
| 422 LIEEMDI BMEE FHE 4 UCE LIEEARIZ OFRI(0): AEQ
olMel offl F7) A LUEZASHH|(G: ASON HEHZAMS OrEM
712H0I|Ct. CIR ME -E—% IO D=HHEQI & ZHE OfI|Z=EHEIRIS LIEZASHH|7}
TEHE HB0| AMSHK| $== A 2

-|-

Final Report of the Cosmetic Ingredient Review Expert Panel on the Safety
Assessment of Cocamidopropyl betaine(CAPB). International Journal of Toxicology
31(Supplement 1) 77S-111S. CIR, 2012.

2. Cosmetics Info EH|0|X|:https://www.cosmeticsinfo.org/ingredients/cocamidopropyl-betaine/

3. INCI 33! Sodium Methyl 2-Sulfolaurate
AEHE2-ME2tRY0|E(Sodium Methyl 2-Sulfolaurate)2 &3 =AsH &2 C|O|E{7} 9aiX|X|
QrotTl, {XAlL C13H26NaO5SOf| [M2f, Fatty acids, C12-18(even numbered)-methyl esters,

sulfonated, sodium salts(C13H25Na05S — C19H37Na0O5S, mono sodium salts) 2 =Mt HEE
WAF ZERBACH

ZMEAM: OECD 4023t EU i B.30| M2t ¢I1E ZIgH5tT, Fatty Acids, C12-18(even
numbered)-methyl esters, sulfonated, sodium salts@| Sprague-Dawley HEWAMQ 24 OIF
SMS ottt sE 10012 128(EFAH 5nra|9} otz BOLE))= 2000mg/kg bw garog Qx5
20N 24A1Z HHUH IR 81 AlS 2
olal CHAMIHQ! Ha| ZAE ZIRHSIT). S-L7(ZH0 %% ArZO| ST, T =Y Sl ro| AKX U

OE X5 g2 e Z0~Feket g4t 11 Zojet 23, OR DA 47 5, S0 11|—.—
Bt HAOICt £ & 3~7LUXI0| AFZBRS B2 HYOICh G720 2E HEE OdEe=E ME
3707 LHEIRCE ©, AR S= 10127 1:X0| ®MSO0| XMot=l, 23X ®S0| S7tet FE2
Oll2 ot £ Ao Ol 0| YUAZX| YUCt Sprague-Dawley HEOA Fatty acids,
C12-18(even numbered)-methyl esters, sulfonated, sodium salts 24 IE XAl 22F

AE 144 0|5 HEE

r
02
|'0II



LD502)2000mg/kg bwz EHMEICt

- HIZENEN: RAFYHS Edl 15, 150 L 1000mg/kg bw/dayll O & 287 37H
& Sprague-Dawley CD AE AHEQOEZT A 5O}t 2R 5O0R)OIA  Fatty acids,
C12-18(even numbered)-methyl esters, sulfonated, sodium saltsE A7 FOSICL A b
=

Or2|et A 5DfEI 2 SR+ FOSIL. A-7120 g d2, HE & M=
a

- O X=24: OECD 404 % EU B.4 HHof| m2t TsH S0 2 &52AIZ! Fatty Acids,
C12-18(even numbered)-methyl esters, sulfonated, sodium salts A|REL HHUH ZZ0{|A
FEHHE 2E7| 30t2|Q] EE HAHSt SO 4AIZH S ARSIt 4A[2H O|F BR0 XA S0z
MRS JHEA ®11, 20F U= ZE AMYEES MAHSt. WXIZE Mot 9F 1A1ZE 24, 48 & 72A12¢
0|20 A0 2ed X=0| U=X| RE ZAtotLl, Draize WHEO| M2t BES ZIWSHCL
HHil M7 Ol TA[Zt, 24A12H & ABA[ZHO| oY HEHAIY TR 2L0M SE7| 1022 Al T|%
220N 0 ZO/g S8E UL ZE AR S0| 7242t 0|F0 01[[13._ SH0| AS|X| LUCE
HHIE MASI 1AIZE O|=0 SIE7| 20129 AlY OIE 20|A iR Zojst FF0| LAZUKX|TL
24A[Zt9]  EEO|M= LERLEX] EUCE 2 A0 et Fatty Acids, C12-18(even
numbered)-methyl esters, sulfonated, sodium salts= I X222 EFELX| UULCH

- O 28RS OECD 4061t EU S| B&H 92/69/EEC(Magnusson & Kligman Z|CHSE A[&) B6 &EH0)|
2} RIssH A0 Fatty acids, C12-18(even numbered)-methyl esters, sulfonated, sodium salts2)
Z\LmaoMel mE ZE HIigEs Stot, Al@ 7|LID 20012|2F R Z[LI 100§ =82
A0 ARBIMCE SAZA Ao M2t SECAR Edst HAQ Fatty acids, C12-18(even
numbered)-methyl esters, sulfonated, sodium salts A|l8lsE= CHSat 20| MESITH S5+
39 0.1 %w/ve OUW | ¥ 382 |8 st 2HE EH 2/19(11 %)2 AFS20IM
Ht20| HrMaiCty Lh2LCt M2k Fatty acids, C12-18(even numbered)-methyl esters,
sulfonated, sodium salts7} ZXEZ ESE|X| UUCH= HES AQULE. '
SUHO| FLUY/RH =4 HQ Mz IS¢HO| AF(OECD 471 and EU Method B.14)0 [zt
DE 89| Fatty acids, C12-18(even numbered)- methyl esters, sulfonated, sodium
salts, B M d= AL 248t R0 SUG0| BF 3lF 23| sikjot S7IE 7I=0IK| ¥,
HIZSHHO|MO| Fatty acids, C12-18(even numbered)-methyl esters, sulfonated, sodium
saltsO[Ct. H|Q HAX| O[MAIR(OECD 473 and EU Method B.10)0 M2} ZteA CHAMAISS] &4
Q20| MHSU0| Fatty acids, C12-18(even numbered)-methyl esters, sulfonated, sodium
salts7t =430 O[40| U= ME E= Hi MMZIF Sixfet HIEZE F7t6t, X|QU0IA QIAIMZE0|
CHoH DNA ZEMS 2O7|X| 2LUS0| ZHED, SAHHO0| RLUHO0| gt !

F°" 09

- MAEM: Fatty acids, C12-18(even numbered)-methyl esters, sulfonated, sodium salts SAt
22 OECD 4222 AT E TPs= 30 HIYHS S5l Cri: CD(SD) IGS HE(SE 10012]/4
H/dose)di|l Coll 0, 5, 20, 80 E= 300mg/kg bw/dayZ A|ES TISHSICL HA| whi L X 7]Ziof
A2 W M 14UREE 47U7F Fokoll, AA2 whi M 14UXRE 5 4URIINK| 42-45U7t
OFSICE W™FY|, wHY Xz, U4 ZO|, x| 0| M= atetE #d ™ol gl =& 0¥
ot 4AUXI DFRAMIM 2fetE Uied, dEH|, MES E= MEHO| Hel0| AKX SLUCL 17|71
st OrRAQL 514M0| O-F= OFRA ZO0AM Fatty acids, C12-18(even numbered)-methyl
esters, sulfonated, sodium salts RAIE AIBCE QISt ZHOZE EE28 °'Eh_’_ °|§5|" Ol &740|
EZX] EUL, 2= IEQ| ORA SUME 2/ E= WE 7|>0| HAZX] SACL Of2fet LUAS
HIEECZ A0 A HEQ MA/4s ZMoM ZEEX] 42 Olé'ﬂ% &8 NOAEL2
300mg/kg bw/day(AEe| 1 )2 AF=QACE |

4m -I>

= >

TEEAM Cfa . 113
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IR RTAY/ZE: TR XIS 2 A
X

= 0 0x

A ro

- ZXtE:

ECHA SEM% SH0[X|: https://echa.europa.eu/registration—dossier/~/registered—-dossier/23426/7/3/4

4. INCI B3 Sodium Sulfate
- 2454 OECD 423 wWHof w2t H7E Zgsty, EMUES(Sodium Sulfate)2| Wistar SHEO

A
=4 47 S48 WL SA(17-20A12) 20 118 2R HE 30X AUS)= SY
S0l 2000mg/kg LLUEES ZEtt Z22|02UZ2Z(PEG 300) 8% 174 HHME TS,
2 48AIZt SO HEE AHBSY E= FUUEE HH AY0| THEX| UL, OE OF o
RS, MIE E=
X2 2ol APy,
=

LD50)2000mg/kg

CH

r mu

© O oF » 4m o
07 |0 1 mo ror
w
[}

i
=2

© 47 B0 4~6g/day AMLIEES| Q1ZH IH g
Tidotar, 11 Zdh =S2let 0| LUoHX| AT 4F7to| HI=EE O 0| +30M el=
E 1800mg/L EXHLE
£ NMFZ0| 37fotd, 600, 1200 L 1800mg/L FMUEEQ| MA WME0| SI7ISHX|2H 0]2{8t
B0 H0| g, MYET B7I6HK| LUt E70| ol 37HE<
S8 TIdste M =4 A77|2H0| BOE SMHLIEE@2mL/kg bw/day, 16%w/w)2 &
o AYE, MS F ME B7L 7] A F A H|sto| CHol BF Fo| SiCh =
S o =

0, ZXHe|et 20 BH FUoM| Al S DR &42 Of

41 T
un 4m
2
Jn
0x

B oY o rT o ou oo @ rE
H1 rz
=2 T
> é:lrn

I
0x o
fo)al N
I 0
H1 By
2
=
%
>
rr

1o
=2
ro
4>

0
N
—
=
I
A
=2
=
%
e
it
ol
k=
my
K
rir
o
ojo
X
m
o

0x 1o+ o

—

Sd1t FAfet YECZE 90Y

tCt. E77| 80t2|7t

o
T

& Z0j OECD 411-0t2Hy I
=20 X

=

1=}
0] ME =M SIFPE XIS, SMUERS| FRME SIET0| St Fes Sst

2ml/kg bw/day2| 16%(w/w) EMUERN IO -EEQS 0 HO~57 HEo| OfFY IR0
drMgi=r|, Ol= LOAEL ZC=2 QIMELCt 2 7oA X E7] 30t Z0|g 02N IR0
HEMBACE 4A|ZHS] UH| DHX| MAIE Z0| 500mg AMLIESO| FEN0| e X=2A0| Se
FCH 50% ZLIEE(PEG 300 30)2 2dst 82 A 7|UmT Z[CHst Al&(Guinea Pig
Maximization Test, GPMT)OIM SMLUESS &A ZAIgX| oH=Cty M= 1 2

o O -

0x

=Q0H0| REM/RM 54 SHIEES MEdiAM ARzt E|IR2|Z(5000mg/plate [43] 3|A]),
532 #AH HMRME V79(1420.0mg/mL)Qt OtRA ZIOZE [ 5178Y ME(1420mg/mL)0f| CHaH
E T¥oly, |FEX =dat ME =40 o S480| LEIRC 5= #AH HARMIE HA
SIAl B4 MIMZO| CHEH SA0| LIEHUICH SMLIEES E01H0| Qury 2 QX =M0| gict. ™ 2
Al/dtg =M 2740 U7 HE F0| 1000mg/kg bw/daydll Hat= SHHLIES 22 QTAY
= Soff Fefoll, F2 H 0[20f| o4 Zuprt giCh £ CHE SHE0| Choll ZIst f|H#IURHS Sof
000mg/kg bw/day0il Eot= SMLIEES F0I5t HT0A 0|4 Zut7t YARX] LU, HAl/UF
=M ZMg E15 NOEL2 1000mg/kg bw/dayO|Ct. ' 2
SdSEeh o7t IRt S0 S TN SMUEE 4+ F0 20| AHO Re|MH 3-8
ZoICt 18.1g EMLIEE de3tE HY 8 L= 4522 LiF Fotll, £ 2 24 2 72412t
AHOIA ZALE M 217t 36.4% U 53.4(13] E°HQt 43.5% 2 61.8%(042] Xt E2H0|H,
Tl 22k 18.1g EAUIEES F0SH LISIXHE £ § 2~24A|2t0f MZISH MAPZF LIEfSCE 1 2
A HIO|E: QIZF mEXHAZC! 5, MAl &tx} 5H)0| SAULUEE HOHZE(RE YU 37|98
A2 0.5mm)0f| =EAI7]|1, sE= 3mg/m3, 1027t XAt 21 =y

o

|25t SMLIEEN =&F O0|F 1A[ZH LY 7SO0l XI0[7F SIKUX[DE, MA! 24Xt 23|19 LA
S7|2k(forced exhalation volume, FEV1)0| 15%~20% ZAZLCE 0| SFALIEE 0|HZS
(Bmg/m3, 102 X|&, == 3A|Zt 0|20 H7|s &4, 7I18)0 ==AI7{ ZI&st Izt DFX L

[=n
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(D)
08

A0l ol CHE HefHEEL Hlwokd, H7|so| tish =<ieh &0l ¢!
= FSLHEEM =& 012 ZH 2713 FEV10] 156%~20% &AM
50mg/m30| ot= EMUEST 220 XYHo= LEL= YUK o A, /1Y E=
IHHSS £ Al, LUXQ J8 HwsHe F71MQ =E(271E~312)0] 23E 0]
P

S
HE|X| QIQUCE Olgfoll mYIs, Y MY, e MoiHe ZE FMolc b2

1=
fon
Rl
o))
i o0F
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>
ror
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o 3

uE

7|Et QHMXIZ: SAMLIEES| oMM HIt A, CIR MEVIDE2 EHXYOE QMG O{AX

(Generally Recognized As Safe, GRAS) AEHO|| 2} C t

og x= % 4% Hioje= CIR MZ7t ]

2= fHE oigeitt. CIR ME7I1&2 Ol2{et HI0|E7t SAHIESO| SUEY HATIO|A 2SI

ZES 2000 oIty TEASiCt HHH O S0 YR AI= T IR ARZH0M X=0]

5t7] R0l CIR MRIIIE2 FAMLUESS QXY MEMAM MBS 1%=2 HHSICt 3

- PNI=%

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.
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3. Cosmetics Info EH0|X|: https://www.cosmeticsinfo.org/ingredients/sodium-sulfate/

5. INCI H#A!: Disodium 2-Sulfolaurate
CIO|AE2-AHE2R20|E(Disodium 2-Sulfolaurate)2 A =Ms AIE GO|E7I QUSH, FEA!

Ci12H2oNa 0sS0f| M2}, Fatty acids, C12-18(even numbered)-methyl esters, sulfonated,
sodium salts(Cq2H22Na205S — CigH3aNa0sS disodium salts) &3 S48 MHE WX RESIL
=454 OECD 4022t EU H# B.30| 2t AFE XIEYSta, Fatty acids, C12-18(even
numbered)-methyl esters, sulfonated, sodium salts@| Sprague-Dawley ZHEOIAC| 24 I|E

i

S48 WIBIL YE 100f2) 1218(EH 501219 23 50122 2000mg/kg bwe| 8YO2 A
TSOIA 24417t BIUH IS TR AIHS TYSCL A 14Y 03 HES BEGHD, S22 Sy
S CHAIRIOL B2l ZAS RIS S77IZ0] S2 AIYO| gL, FA 54 SHY0| WASIX Y
on|, Is XFo| TS MR ZOjotn HES B4, S OB £F, L DB ZOF 57,
Ymet T Er MMl & 210 BE Yok

o S 3~7URMX| ABRY HH2 FHO|Ct AF7|

HeE= ME S7t7F LESECH, M=z A 102 S=0| 15X10| AS0| Zaotad, 2FXH0]
H=E0| B71ict. 2A Al OldE ZHGHK| UUCL Sprague-Dawley HE ZO|A Fatty acids,
C12-18(even numbered)-methyl esters, sulfonated, sodium salts 4 DY XA 2
LD502)2000mg/kg bwz SHEC},

- HIEENSY: EAHYHS Soff 15, 150 L 1000mg/kg bw/dayll SHC=Z A& 287t 30F
Sprague-Dawley CD AZE MECOEE A b0kt 22 50R2|)0IA  Fatty acids,
C12-18(even numbered)-methyl esters, sulfonated, sodium saltsE A7 FOSHC A
50i2[2F A b0f2| X2 FSFSDE RS G770 e 32, ME 2 A9t 29 ARE

S x

Al
i S = A FE2E S22 st FAsisls Fotot, XY 24 H

2UEs! e
Helst WIS TISCE ZoE HE HIMYE MIQ 25 H|f ¥ =gt 245E HOFXT =
HZO| Azt 5

& il
o
25t 615 Ylths 2 OlH, ZEEX| 2 0|dEs S8ZHNOAEL)S 150mg/kg
5

o X=%4: OECD 404 % EU B.4 HHo| M2t Xdst A7 =0 2= X4 Fatty acids,
C12-18(even numbered)-methyl esters, sulfonated, sodium salts A|EEZS 9rUH X
SIOIN FERUME SIEY| 30129 HMZEH S F2A0 24A7H SOt ALESICE 4A1ZH 0| ZSF0] XA
£0=2 MRS 7IEHA HOtHL, BE THH A[FES MBI WXIE HMAsE o TAIZE & 24, 48
32 72A|1ZH S0 AR ALY X=F0| EXot=X| ZAALGIL, Draize WEBO Mt BES XY

+EEAM CfEHH 115
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- MOXE:
1.

oIt THXIS M|AotLl 1AIZE 24A1ZE & 48A1ZE =0f ofid 2EAY TE 0N 2E7| 1029
AE DR 220M e B0t s TR 2= A S0l 72412 0|20 Ofmgt ko] &
X EUTE. WXIZ Mot 1AIZH O|=0f 2lE7| 2029 Al OIf 22/0A e ZOojet £350]
UHERARIL, 24412t HEOME LIEFLHR] QIUTH & AT M2t Fatty Acids, C12-18(even

numbered)-methyl esters, sulfonated, sodium salts= I|§ X222 EFREX| LyLCH '

o Mo

- OE ZEREM: OECD 4061 EU Q13| HE 92/69/EEC(Magnusson & Kligman Z|tisH Al&) B6

aiedofl 2t Xisist AFLOIA  Fatty acids, C12-18(even numbered)-methyl esters,
sulfonated, sodium salts®| 7|L|T|20MQ| M| & HHES HAtotdl, Al 7[LI|T 20022t
CHE 7|4T2 100122 F2 A0 ALSIUCE SHHAH Ao m2t RETAIR gdst HAQ
Fatty acids, C12-18(even numbered)-methyl esters, sulfonated, sodium salts A|&SEE
CHSat Z0| MEisitt, 354 32 0.1 %w/ve IUW | % I8 REE ZIYsHY, ZuE BH
2/19(11 %) APSESOIA Hr30] Zdictn LI2Ct O2tA  Fatty acids, C12-18(even
numbered)-methyl esters, sulfonated, sodium salts?7} ZEEZ EIC|X| UYL= AES
AU !

- SO0 QUN/QM EM: Xl MZ HSHO0| AIF(OECD 471 and EU Method B.14)0j mf2t

H

= 8Z9 Fatty acids, C12-18(even numbered)- methyl esters, sulfonated, sodium
salts, 2= Mz #3c= AL 248t RF0 HEUS0| 25 3= 2ol diXst 3715 7|S0HK| UL,
HIZSIHO| M| Fatty acids, C12-18(even numbered)-methyl esters, sulfonated, sodium
saltsO|Ct X2 FAHK| O|MAIE(OECD 473 and EU Method B.10)0f W2t Zt&4A CHAIAISS| =Y
QB0 AZU0| Fatty acids, C12-18(even numbered)-methyl esters, sulfonated, sodium
salts7t S0 0|40] U= ME E= Hie MAMEZL 24X HIE2 S7I6H, HI2[0A QIR

o DNA #EMS UO7|X| AAS0| SHEH, SHH0| FLH0| gict.

- MAIEM: Fatty acids, C12-18(even numbered)-methyl esters, sulfonated, sodium salts SAIEE

OECD 4222 ¢I71E ZIst= 30| UIYHS S Cri: CD(SD) IGS HE(S= 10012|/4E
/dose)0i|l CHaH O, 5, 20, 80 E= 300mg/kg bw/day2 AlES ZFIGHSHCt Fx| wHf ! QAL 7|2t
SA2 Wi ™ 14URRE 47U7E RS, AN WHi M 14UXRE =5 4UXIK| 42-45U7F
oGt UMY, wH X, A ZO|, A 0| CholMz afetE 2 0| gich 7 0YXiet
AUXIO| DIRAOIN SIEtE O, &EH|, ME L= MZEHO| 0| ZXIZ|X| UUCE 27|70 AFSt
OLRAQL 3|AH0] O|™=l OFRA ZO|M Fatty acids, C12-18(even numbered)-methyl esters,
sulfonated, sodium salts RAIE AFBRE QIgt = 2Je £ Ut QI-EE= O[MY740| 2E
X 4%, BE JEQ ORA FUME 28 E= WE 70| UAZX] LUCL 025 LHS
HIZOR 70t A7 HEO| MA/AE ZM0M ZEEX] 2 oMEtS 83 NOAELZ2 300mg/kg

bw/day(Al&2| |11 22HZ QIHE|ALCE !

r

ECHA SEMF SH0|X|:
https://echa.europa.eu/registration—dossier/-/registered—dossier/23426/7/3/4

6. INCI BZ!: Potassium Cocoyl Glycinate
HEETFAUZ2|A|L|0|E(Potassium Cocoyl Glycinate)= ZARAASIE(coconut acid chloride)t
=2|4l(Glycine) BISCE YHdt= OHIAEYOICE 2

- 5d5Y: LIRS Sl 2000mg/kg bw2| AIFER(RIYL, TTO0F |EX|, S, HEHUY bt

o

ME, Fatty acids, coco derivs., reaction products with glycine, potassium salts)2 AZoHA &=

bof2|et 42 bOF2| Wistar HES XISt AREE2 Z2|0EUI32ZE 300(Polyethylene
Glycol 300)2 FM=Z ZM[GILI, AIZ7ISH2 24A1ZI0ICt 1429 HETIZt 0|F BE S22 SMAPIL,
SE7|ZI0 AMZ0| 2SI UL, HASH0| 7IZEXI=
o 7
a

= | ,
BEUCE FokA =2t 3 Fek2 EIIZH A 10122

b1

{7 20f2(0f i Z0|~F0jet S



BIERN = 287t AT F0| ARSHXIYL, FIO REA|, 22X, ZEFUO| HISME

y acids, coco derivs., reaction products with glycine, potassium salts)2 QEIYHS
Sofl 0(=A 10012|12F A2 100t2]), 62.5(=2 502t A 5012]), 250(Z 50t2(t 22 50t2])
2l 1000(%=7d 10012|2F 2474 100F2))mg/kg bw/dayll 2ZOZ Wistar SHE0| ol AES ZISHSICY.
|0 SHUX2tT oSt O|4EES0| SR 24%7| Mo M4l =42 NOAELZ2 1000mg/kg
bw/day2 &F$iCt, 2

AlZE 2t WOl 22 S29| X2E AT TR0 ol fAXE0 =
OE EX] UL, HSSY0| B HUCEL 200 T2t o 222 LE A=S=2 24FEA

S M

- I 2A/RIA: OECD 404 O W2 AU 917 50| 3% waHs OOH 5ml EERAT
FYSAUOIE X FAE S UHES MBIN HIUS 7| 04l BT K5 22
S5, AIBAIZIS 4AZIOICE SIS RHSED 1, 24, 48, 72412t U HIS WS MBI 2=
&% 4747, 10 2 14 0|0

7

o=y, |
X134 OECD 405 B0 L2 BEISTIUZ2IAHOE T
AZAES B AIBE 0.1mLE RS SAEY| 30[|9 X
. 1, 26, 48, 7202 3 79 0% WiE ek el 58 S0
o YABNO| BHEX| YU, AIYO| LY
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apa S
M Zol~32F Bxo| = F9 2HIE0| 7|==ULC.
Ol740| ZHEE|X] QIACE O A|ZH0| &ES SlE
- O Z&M: OECD 4290f 2t XIghst ﬁ-_rl =01l 4% He %J—'?'—-E—% OtMIE/2E|ER
(Acetone/Olive Qil, AOO) &0 s 1%, 10% % 25%2 0t REH|, S2[4,
2SN HIZAME, Fatty acids, coco derlvs., reaction products W|th egcme potassium
salts)0f] ¢ 3zt ié)\l?l_', X DIRAE AOO(REH HX)E AMEstAHL FUSE(YY OxX)
AOO =0 10% % 30% =k9o MM (Hexyl Cinnamic Aldehyde HCA)Z Xz|stct, 3
20| ORAE 3MAI7|4, OfRAQ ot5 EXot FUM 2 XZtE HEfULT FAHE MO
H otel IOHES "WIBF , FAE MO, THZE 2RAHS T HOHE MIE 2RAUS M
A+E sHotdl, H 719 Kot Ht3at BIOH MIE A9 F7tof Ozt AlgEEet FISHE9|
st II—’.‘—(D|fferent|at|on index, DI)E AASICE Dis OIS0 DX ME SMSHEIDHE M Al
K)ot OE FE(FH S Xl 7t HAE d%ot, D12 kst Ko U2 X| Bt3(O|F HZhHS
Ko, 0<D|<1° I=Ee| A= &8s 20E0L 8 930| g7 Mz AlgEEs IR Z2N=
LIISIX| Q2010 Bict.
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min
k=l

- SEHO| QUY/RN =4 ANYSERYL, ZI0L REA, S, HEFUQ YSLHE, Fatty

=1L O L

acids, coco derivs., reaction products with glycine, potassium salts)2| S SM Mz {TXt
SHHO| A, HQ ZRSES FMA 04 Al ORA ALY 0| A- 37 AR S0 RIYSHT}
1

MHEOZ WH AIFSHO| SAHO/QH 54 NS QEICE YL .

- MAEM: AIFSE (KA TN QEX|, 224, ZEHIO| HISANE, Fatty acids, coco derivs.,
reaction products with glycine, potassium salts)2 62.5, 2560 2 1000mg/kg bw/day2| 2
o2 =0 s0M Wistar HEOA HHSLLE F¥sty, HEFEZ STH FOISCt AFESEE uwi|

TEEAM CfgtH 117
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- I8 A=4d ZEEIFAN0

Ol =28 SHEOIA 2827 Fofotal, A MEOAH 1422 FOHH, F1 MICH7F M= 4AUXWIK| K|
Q b

Eo}
ot RE EFUM uwb 45, dA S, A Al E= Y4 KSAIZI0 et S| HEEX]|
ok

==

1. ECHA SEMZ EHO[X|: 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.

. INCI HAl: Potassium Cocoate
- SHEY UYES Solf SIMoHK| U2 OIKIRE bg/kg bwel T o= SHE 10020 FEOCSHTY,
720 BEZ|ZH LHO| AFYO| LrAIGEK| QQiTt. 3

- HIZE0=EY: ZERETTN0|E(Potassium Cocoate)= ETAMAKDocosanoic Acid, CAS No. 112-85-6)

LQES SMAIH GOIES DA HEBICL OECD 422 917 20| HE(130[2)/4E/8)= BT £
UHS S5l 0, 100, 300 E= 1000mg /kg bw /dayel ETFALCAO LZAIZICE 319
717k2 420|141, AZ0) CHet =F712k2 Wi M 14URE REH| 3UXHE|A 392 =F)7IX[0[CE,
= MY E= PUERI dElyd Hebt SolX| B, MES S/t e S4E AR HePt GloH,

%HEI_ =
=23t &2 He|st, st L= deksh HY¥E Gtk NOAEL2 1000mg/kg bw/day(A[¥el Z|1
4

IE2|
15mLe| 5% ZEt=ITNO0|E =8
480 LS0i| CHol THX| AlS Tleloi.

it
opN BIS0| BAEQD, YN YISO TS MY

- IR RN 0|3WH AP ZAR A7oN Z7H0|=Z2EHHERRI(Cocamidopropyl Betaine,
1=

CAPB)01| CHo eHX| BES0] UTt= XS L U= FOIAH 120 CisH 100% ==of OFRkRet R 7HX|
OFRIR SEHE Ar8SHM MXIAIES Zdstn, Y2{X|0| olde ZHSHC.

- SO0 REY/RY F4: R MY HHYE ASHAM HIF=St OFX}R(saponified coconut oail,

SCO)9 /M =4 HMHS FI1RiCh. SCOZ A28t ZAMl= DNA Ats ZO1HO| giCt At 288kS
FIGHSIK| o2 Ames AIEOIA SCOE ARd2t E|MR2lE F3 TAOS0 LHaH S0 QLM0
gxial, @3 TA100 ¥ TA10400 Oish SiH0| Q= MM HoiEC |

0_>L

r

- WAISY: OECD 422 g7t 30 HE(1302/4E/8H)= 87 T4 IJ".;O%FE.*% &3l 0, 100, 300
EE= -8

1000mg /kg bw /dayQ| =FAt=A(Docosanoic Acid, CAS No. 5-6)0 =EAZICE £
A9 LE7|7H2 42011, AR et eE7(2k2 whi M 142URE REH | UXHEA 39 E)Ht
X[O|Ct. MAM 715, ubf bR, B E= 2T U0 o S0| QICh. MA=4d NOAEL>
1000mg /kg bw /day(AI&i2] %1 g)o|ct. *

- 7|Et QHMXtE: HEFEITNO|E= 0|0 SIHEME(CIR) MEJIAE MAE E13ICH, CIR ME7t

[
o o [
52 tsh H0|ElS E7fotal, OFAtRet FFRL I OfXjRet ZFRMUCZ = J[E dES EE
2 =
= =)

HELE QIS ABY &+ U= AES 2ACL CIR MRIIOE2S 24, T oty 3+ §

=d Q48 HARIY, OFAtRet =435} OFAtR7t 2% oot IR L= & XSS HYAZ|X| ¥4,
X oE BEAT GoH, OiRet 7|E OMts REd=ES ESS SHEEED 7HY A0 MZS
LYFZIN LSt IR A= HHS0] 1 AT HEHDICL QXA 0|F 0|23 20| F2 A=5s,
AN E= 354 SiEEfs 2ot 0| Gl OO HARME OFtRet 7|8t gEQ ATES
HE2Z CIR HME 2 = Otr 7 d2= o84 1Y A MBS0 A6 ALE



1. Final Report on the Safety Assessment of Cocos nucifera(Coconut) Oil and Related
Ingredients. International Journal of Toxicology 30(Supplement 1) 5S-16S. CIR, 2011.

2. Cosmetics Info ZH[0|X|:
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.

8. INCI BZ!: Sodium Methyl Cocoyl Taurate

- B2 HT0| [t ASHEERHO0|E(Sodium Methyltaurate)?] &F= 87.0%~96.0%(w/w) O|C}.
==l PABILIES(Sodium Hydroxide)t 2-AF510|=2A0MESE M Sodium 2-Hydroxyethanesulfonate.)
ojct.

- FEEY AEHETTLEIRY0|E(Sodium Methyl Cocoyl Taurate)2| 2HE IS LD502)2000mg/kg bw
0|1, AME A E0{ LD502)2000mg/kg bwolCt, !

- HIEENEY: e 14Y FF R0 =4 g7 S0HM AHEIIUEIR0|ER} AHESYY
EtR20|E(Sodium Methyl Oleoyl Taurate)?| ZEHEX| 942 O[S H(NOAEL)2 ZF 2>
1000mg/kg bw/dayO|C}. 2HE7} 1000mg/kg bw/day AEHETTUEIRHOIEN TSt 289 AE
£0] S A7 S0 AMNSAO| LEILLX|] QAT !

- O 2AM/XEY: DA 1180 = 8% OM, 38 )0 CHol ASHEITUEIRLY0ESFS
40%0] =2, pH 7) LI IXAIZS TSI 50mm2e] IHXIE Q= S 20 24A17F SOt Al
ST, A5t 308, 24 F 48A|1Z 20| A[FRJE 2ESICL OIX 22 24A[2t0 Z0|~Hetot
SHI0| LIEHG D, DIEXL 132 48AI1Zt0 LEMGOD, L&A 9FL Hh20| RHEEX| IUCt. !

o= L — =

- O ZHREM: OECD 4060] 2t 4 Pirbright-White 7|LI|Z2(n = 20, CHZE=10)0lA ZI&lSt
Buehler ZZf Ald S0 100% A~EHEIIULEIRH0|EZ TH ot0 EI RS TdAlotd, 20%
TEAUNAM 2HAFIH, FAl T otof ZIYSICt. Fofstl 24 H 48A|1ZF 20 Edst RIS
Ot R7|2t E= gdst 0|20 HHS0| ZHEEIX| U1, AFHETIIUEIRY0|ETL HEHHO

g0 i
0

rE rir ro
n

0] RLY/RY =¢: AEHEIIUEIRY0|EE 21 320ug/mLOIA CHA} 237t i
= =] o]
HA

MZE D238 AIFEHAM FEX ZH0]

mo on K re

N
~
o
=
«Q
S~
3 0
=
1o
=
>
e
0x

— o
N
30
mjo
oY
40
H
3o
on
M

0 > b mn
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A=
. Safety Assessment of Alkyl Taurate Amides and Taurate Salts as Used in Cosmetics. CIR, 2015,

— 0

9. INCI E3l: Glycol Distearate
- 22 o|2HdZ2/Z(Ethylene glycol) Z/E= ASI0E2(Ethylene oxide)2 2202 AH|0F|0|E
(Glycol stearate)E &Motl= =7| ¥=0| AIESIH, 025t 2= &2 HE 220|SCIAHOH0IE

+EEAM 2 119
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- DR BAY/XSYE: 271K 2SS AHOL= A

- OE ZHREM: J|L O 0 2210)

W > oz

(Glycol 'stearate)ol HREM AREO0| OlYEL. AL 222 X9 1,4-L0ISH20 2FE U=
RS A7| W20 ol2fet EH2 2F 3*63._ %EOH Lf te = QUCh Z2t0ISHAH|OH0|1E
(o)

i &x 3
NE SUSS HUY GUNREE H8 14-C

r

SXM zo gl LHOf

H=0=2 18Y ISer42Ys =80 %%% mEf =220|1Z | |0fﬂ1|0|'501| A E;Moﬂ
Me 1499 HxHHR 2HUM {0 AgEE HRE0| ZEIE0] AT ST, 5000mg/kg(2 5%7}
JIZZAHERLEZ AN =)= 24AZF LHO| 2.2~2.3mLe] EZHOZ Sprague-Dawley HE(n =
5/sex)0ll 2xtH UHAIYS ot 14U7H BESHH, AY E= A g Y0l EAZX] LUD,
LD50)5000mg/kgOICt. OECD 401 HAloj 2t E”':(%-’S- 2 2 HESHK| ®B)e 4+ T
M ESMAIYS FI5IT, LD50Y2000mg/kgS QULCt. !

t=EE0=Y: 271X 22t0|ZTAHOIH0|E s HYE E&ret 0.05%~0.5% HA|LE HEHM Al
1, AgAIZH2 28Y0|CE HAMsks Zehet AFet Ko H 20|F AA 0|7 MM =4 =8
HoF= 347t gl Al 910 AEESES Mo Ret Tl =4 ZZ0| AKX LUC.
H=O0|X|ZH FAFet 282 G5t EOMO| 271X HAD F0| Z2t0|ZCIAHOHY0|ES] 5= Hel=
0.05~0.4%0|H, M0 M=MH Al 2HE 0| AN 24 E= A0[Z0IAM2l He 7t
ALt LIeb QUL 005% Y 0.3%2 s E7| 100f2|(+=2 502t A s0r2)of 1~3% =2t
O|ZC|AHIOIHO|EE Zlot #HEE AtEoldl, 4F S0 Al sttEsS AREoiM TAY Fet E=

I:ll_ O
AFZO] 2YSHX| ?g*%tllf. !

r

ol

St HYE kot 0.05%~0.5% ZHAITIE E7)|
HLHOIN 287t Al&otyl, HIAMO| M2t HEH %’g Mot gofl M X=2 FO~aZUMK| 247
CI2LCL 1~3% 22{0|2CIAE|OIH0IEE E&ISH M= 0.05% % 0.3%2 s=2 E7| 100r2|(:3
bof2|et A7 500 2+t AFESICE 0.05% &k2| E7| 10122t 0.3% s=0M itk E7l= 20|
ol H2 mR X=0| ZEERUCE. DraizeZ2 Z2t0|SCIAH|OI|0|EL] uist E7)| HL0| Chet =2

X2 AT, 023 M2 PXTY-ZOF XATHYS WAL 00| F2A0IZCIAHOLO
O CfoH SA AE Y Al E7] IR0t $AM0| i8S WAL |

dEg: AHE|OI|0|EQt St0|SCIAH[OFO|EN| CHof 2% AFE TY
St 0.1% 27K 22 A &M 74O 2029 MZ2et S 220 DI FAReC}. Z|=9|
0.05mL At 0| OHF 33| 0.1mL FAletdl, & 108 FAfettt. 2% 20 &dst FAE F0{oiL,
242t 20| =38 H=H 27K §20| 2% #AE YoIIX HEE ZAYUCL 19~76M At0|9

o rIJI'lI

03Xt 125HES 50% w/v ZH2229| S2t0|SC|AHO0|ES AtEolA HHE2aA OE IHXA™HS
TSI, 0.25g MES HoISh XS 2F 7HQIQ] At RO 24A17F £S5, OiF &, £, S0
IHX|E SYst 20 AM2oiN 3F7H REE TIESHTE 2F 29 XA=E2 £ 93| NS TSI
OpX[ef mE &4 X 14 O|F0 R= WXIE Zt DX AT STt 48, 96A|ZH £0f| 0]
HQlo| ZEt Hig0| o S22 XIESICH ZE LIYXM A= E= X EZO| = & & U=
O H517F ZHEE X otct.
A=M: OECD 414(E4 M wg =4 A7) EU B.31 HEH(EAM M UM =4 A7)0 2t
35t 13 =0 Sprague—-Dawley CD HE(n=24)Z UAIT|Zt 6~15.5U0 BIUHS E5Y
2{0[ZCIAH|OMMIO[E(0, 100, 300 E= 900mg/kg bw/day, C16-18 2&=)E TSt X2
= A
&

0.5% AETIZEAHEAEZ 2 A(sodium carboxymethylcellulose)?t 0.25% Cremophor® &&
SUots FOTIC; AMTIZE 20 2R FE SMAIZ|L, BHS TSI M7= HE, YEE,
g2 oot OldS ZARetCt LESH ORAS| IF LY, =4 OlydS ZAAtot, S717(ZHol AtY
Atdi|7F GiCt. CHARZ 2t HIEOHM ARZOIN S2H0|SCIAH|OL0|E 2 Z40| HETX| U HF,
Hz 37t & ud MS Ol ey Q| O[LHO|Ct. CHAFD: H|WoHM Al=to| Hxd Al HIO[E=

XI0|7¢ BEEX| LULE. ‘:’7.:101| M= AR DA HAFRI He7t giA1, A0 AlRESEY

N

+>|
T



ro

S FSH0| BED|X| UUCH BAH Al X|Zt ZHE EHO} O]A0| HZAL|X| QIQITE O] Zutof [t
e DHQ| 7|YQUAM(X|7|M) SM NOAELY900mg/kg bw/dayO|Ct,
X CIO|E{: Z2I0|2AHOIH0|EQ S210|Z2C|AH|OIH0|ES MAISH X| 20~30E0| = K=

N

RO B0 M=EM 1 E= 149 HZ0| 02 sigt=S HEMA =2iet s AT Zist

U2 QUL SiE ZE2 O3S HIEHCQZE itk (a) 2 30F0| 103 L 1%2 ZHAIZH LKoj

S2H0ISAHORY0|ES HETH HO| AUCE. (b) 2 70HO| 202 20%2| ZHAIZH Lol 22t0|=C

AHOOIESE HEHE + UL (o) XE 50F0] 30 5% ZYAZH L S2H0|Z L AH|O
o

122 X8 QB0 I RO Ui SIAOIN kst o
r

- J|E A= CIR % HA M2E 50% =t0|SCIAH|OH0IES ALSoHA Tidtst gt=dd

X
— [ |
THXAIROIM IS X2 Ee= ZE SM0| Y| ULt 2

. iI'J_I_XI-E:

10.

- HIZEESA: 7|Et QAFSH 242l HiEH|(Alkyl Glucosides) A& Al H|0|E

- O X=EAM: QA 0N 2.0% IR QY A7 HY

1. Safety Assessment of Monoalkylglycol Dialkyl Acid Esters as Used in Cosmetics. CIR, 2017.
2. Cosmetics Info EH|0|X|: https://www.cosmeticsinfo.org/ingredients/glycol-distearate/

INCI B#Z!: Coco—Glucoside
MEM: 7|EF QAISH 42 HIERI(Alkyl Glucosides) A& Al& GIO|E{S ZTSICH ENNNZE ALSHA
I3 ZZFIA0|EQ Y

sish Fto /7oA 22 TA0|E(caprylyl/capryl glucoside)?t C10-16 &
8 IO A7 0N LD502 F0$t 2g/kg EFELCH It 7IZEE/IIZLSZIA0|EE ALESt
47 Fo o S0M DA T 2g/kget HE £ C10-16 LZH HIFAI(C10-16 alkyl
glucoside) Bg/kgiliM ZF HAT7|7H S2 AL HM0| LASHX| LQUACE

g

St ENE ME

=
=
3 2% 710 HHEEY I A7 F0 UGN FIEUY/ITLI2IN
7

M RIS sl = EE ME51H 1@t
SVt LG, HIZHE ASY 49 SUYSHK| =0 18 SUE =HE £+ gl NOELO|X|D,
2%t MMt w2Mo| DAY &1 NOEL2 0.14g/kgOICh HIZHA A7 S0 MM S49

o &7
NOELZ2 0.18g/kg 7IZEE/FIZESRIA0|Z0IX|2H T F0| A|FS A0 JU=X] OHRE=
OF%! SHAGHK| QICt HHY S0 A2fet DR X=0| SHEEX2 B2 A= Zd0l~52H Mo
=8 RoiELt

2 gA St 22 80 XA HI|0)
CHoll D[R X=-d H7IE Zlfetct. 0|80 1.0% ZIR 2 LZ YA 0|23t
A=A M H(soap chamber tests)Q2 A|&S Xigisty, FFH @ !
UL},

oxX| A o [
= ! _rg.O_|H: HlT
= <)
— —_

b XI240|

- O ZRRY: 07t XHF HHE UHE IHX|AE(Human Repeat Insult Patch Test, HRIPT)2Z
|

st 22 +8U9| At 213F0 et HE HIHS Algstd,

I iX|otH, 3FZt X|&olil, 9/ ALSRR0AM A58 E=

Z2H0| QiCh= ZotE LIERRC
SEMEESE TIEF QAFSH L2 HiEX|(Alkyl Glucosides) M2 A|&l H|O|E|E ZOSHCL QIX| IF
MEE

AL8siA - ZIEst Ml mIE &3 AF0AM 10%  FtEE/FIEIZIA0E
(Caprylyl/Capryl Glucoside)?| Hrt &4 82 0.01%0|Ct. YAUIYOZ EOISH A3 O1R

FIRSRIMN0|EE 9, &, ZHOIZT UM HIPL UMK U2)2 MM 7+ FUCH HEQ
A AN HEE HZ(E QSR IAO0|E(Ethyl Glucoside)s AHOA E45ICt

=
=
X2 YUIRIA0IELEN X
S 1=

7[Ef 2rd 2 =d0| AS0| LAZX] EAT. LLSRIA0IE JE2S
ot ME LSAHMA olet ME2 IR A== E= ZHA7L OfLIC. aAfet CiO[HO| 2t
CIR ME7I0E2 ¢Z HIHNEE(CILSFRIAM0|E, OIRESRIMO0IE, OFH7|ELUSRIA0IE,

- -
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1.

H

IR XEN 24

ol
=]
- IR ZERRM: 74ZESH MEKE 107HS AR5t

HO ng

JInY/7IIYILIN0SY BIY QU YU HFH TS TXIYOR MY, MEF HHOIN

= =
SILEO| QHHSHA ALRE 4 UCHE ZES ALY ?
AR
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 EH|0|X|: https://www.cosmeticsinfo.org/ingredients/coco-glucoside/

INCI B! Glyceryl Oleate

854 HE0 ool 5% SAZ2IMZIE(Glyceryl Oleate)E E&tot XM XA 13mL/kgE
Tl SYOZ AT ZOGHA 54 ATt XIAHYO| LrAystX| kTt !

HIEENSA/AMANS =M 2710} AFd Sprague—Dawley HE S0 SHAZEZIMZIESO| CHoH A44Al/
U S MEARIS TSI A0 YA BF Wi Mo 0 13| IS S 0, 100,
300 E= 1000mg/kg bw/dayQl SHMIEIMZIE S4++2US F0I5IL, 147 XSS A2
CHAl 28YU7H Fofstyl, AW FA2 HEH| 4UXNK| K& AZDL 370 A=l 2F 120t2]
U, XL DT 2 7012 A, N8 7t 8T 2 120t12] =ZO|Ct Algz A
bof2|et A bOtE|s 427t Fof5tal, FoF S0 27|22 1420|Ch A SH(nt 2AA), A

TN 01514 H 50% s=o SMIMEEE BV DR MESHA X=54H
AlgE @tots S0l d0lgt X=80] US0| ZAEICE 5% =M= MEES RSt 0.5mL
Aepd XA BAILE E70AM SE Z0jgt £50] ZYC. WY S LI EMEES SRE
25.0% S+ 8N HAD 2.0mL/kgE 2022t ArBstd, EZ|Of Cish MZEt 08 X=8
LYAIZICH AFte] IR =4/35Y A7 0 5% SUUSEUMIES ZS SEE 27K
Atepd XIT MFE AITINA Z0jotd, == + U= LT A=F0] YT 27tK] SHME2MEE
=8 Hu(sEs 22 15%2 30%)2 17HX] 19.0% =St22MZEE Zast &8 HMHE A
L0l ARZSHA UM TIAIR0 13] 248 28 Z2, ARS 7A TR X500 e S48 =olct.

1 S0|M 93H2 AAE 2F5tY, Finn Chambers

)

M Sellttzeb2(=e] TR N=1F 24% HHES 7ot DPHRM 50%2 s=2 Sdtt=2
M2IEE AEstd, X2 EE= ZES UOT|X| YLt !

[e]

fe: TMZ A OFRA9| 20 A+ S0, sie O1RAS| Afze DY =2iE2M2|E 50~100mg=
2, SYMSMZE FA2 A4 =HSAORA 63012 S0M 3742 )2 Llnt AL
L TME AE OfRA S0 ask SY0| YA, o OtRA= I 200mg SHitE2MEES
fret Atz 2SHIE HO|L, 4~7HICH X&otH, AF0A Aok U2 RelX|gt =x=2 LYt

o35
T =
OF MCHsiCY, |

o
O 0O
ol

SN oo

.l

- 7|Bt 2TAt=: CIR 2 HAA SHMZ M= AL =2 Se|ME SHM0[2t B iCt

ZEMEE, SME, S, SSHIUHEES| Y HO0|Hs SefiZelM2I=9] HES XXt
O = AFHAM SMGH 2 SLUS2MZIE0 18] BEotH % |t R=2H0] ZAStct 4%

LS
2t IR SN/BSH AN 5%01 ok SM SAMSS LS HE AADE Zojstn
#0152t HEO| = K32

SIS 4 U IR KT WHAZICL SMEHR 2 SMIEMRICE
UoICt. HSY SHUMIMRIES B ZT SOBKs U2 BY B HXF WA Gk 22
UEMEES GRY AL NS SBATIE O RS, AN T 35y NS0 2w W2
SN0 BHE M2 02 CR ME/H18S SANIMRCE SIS HEOZ = 20| o

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 EH|0|X|: https://www.cosmeticsinfo.org/ingredients/glyceryl-oleate/

12. INCI BZ!: Glyceryl Stearate

13.

- HrotM: 50~100mg/day E= 1.6%2 2O Ot

- ATRE:
1.

- 228 AHOIEMBZMEIEE BESMEIE, CIZ2M2IE E2|Z2IME|E(tri-Glyceride) 0|2

T3 X 0B HE BRY 4+ A

- B4=Y: 47 B 27 30| AHOFEMEEIME|=2] LD50Y5g/kg bwOICt. Of2kdat 2hHe MR =

Alg BUIM 4%-5% AEOIZMBRAMIES EMO| Tl S40| GXIDL, St 6| 57t Yeo| X132
Yozict. (F0~52 YEO B¢, 25, TUYY 25, HIS Y/ES BY) P4 30 A=Y SN

15%~25%2| AH|OI2MZ2INZEE H7I6t O|4HHS0| WAZX| LUCEH 25% AHOIEMZ2|A|
2|55 217t WOl MEE A M3|SE7F LIEKCE

- HEEENSAM/MAEA: 28710 ZT E0| =4 HT0A =S 242H 0, 100, 300 2 1000mg/kg/day

2124 0
=olM2|E, C8-18 ¥ C18-=41st Z-C|-OtMIEI0E, E2|0EHZ2|E (PEG)E HEFOS= =4
AAON 2t 252 0[50 22 100t2] Wistar Han SHEES ZEISIHH, A0t U ZSM4Z HIISIC,
A B 14Y 0|§- A AR AW St AT £AS SHoIEE St M@ AX0) ChoH
£ 41~49% EORSIT = WHY 23 M, wHi 7|Zh wHi 0|F 2 A 49| £Q77H0|Ct A|EDt RHREE
HS0| BHEE|X| QFQtT1, U4 MAIZO| NOAELE 1000mg/kg bw/dayO|Ct,

O X=2AM: o7t ME EhE AHE IHX|AI&(Human Repeat Insult Patch Test, HRIPT)2| QMAIE
Ol 5% AHOIZ2AZ2|MZIEE =40 QICt.

- IR A 200 MEH sk 100%0] 25h= AHO=AZZMZ| =2t AHOt2L SEIMEE/SEE

E7l TR0 tish Folgt A=40] AAU XM=-80[ §iC. 7}II J1Um|2 & AN 0.1% AH|

Of2AZZIMZIEL} 0.1% AHOIEAZZIMZIE SE= 2 S QuE + Qe Z2g it

an = 2=

9l *Eﬂofe* ZoMEE= 9, 10 2AE
RIAZ|X] Lt

r

A7
SIK3 LEQ I QEQF HMS 71zt QEEIK| Q=L
o

s ux
| S8 WK 0|1, ABjOIR2AZRINRICE
| 5%

2ALCIHZAE ]QIE 0] DIRA IR0 WorS &%

g2

=N 2% AHOI2AMZ2MEIES SRS MBS FS4a ZUZHO| gict.
- 7|Et AR CIR ME7IAE2 AHOIZLZSMEES] F7| S1E AL, Olet S= A0
CHoll =ciet G0l Qlel, HY MUEX 5= HOFM. AHOIEMZ M= AHOIZAZ A
2l SE MES Rt M & I+ H A0 M= ot siplE2 Ay, 354 % &

Z40| ofdg =oEL 2

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 EH|0|X|: https://www.cosmeticsinfo.org/ingredients/glyceryl-stearate/

INCI E3: Citric Acid

- 5454 FAU(Citric Acid)2 E7| 100t2|01M bg/kg bw IIF 54 AR ArE5t1, 4 L0

9lom, LD502)5g/kgO|Ct. !

L BIEE0ISA: 0j0] Ci40 RO HIEEY IS MYOM, MK AIF 270 S 248 2
QURIRL, OIX5| ARZSH ABEZANN BAEH S48t FPO| HEBS HOECL SO OH: 52 A

HAOM A2 NOAEL Zf2 4000mg/kg(Bachtold, 1976a)0|Ct. OFRAR}F BHEGIA ZFIgiSH 1027t
A A0 H2 NOAEL 2 2tz 1000mg/k al OOOmg/kg(BachtoId, 1978a)0|l1t. 2

o2 =4 E719 M= S70M 30%2 -3
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AIZIO 2l AtRlE S8 255 ZYA7|L

HTo| 252 WMARICE |

CE R A HT0N e 37 YE/E5-55/A55 £ B9 A32E 05T, 55 10% 0

E7] 20| et XH340] 2401, S 30%Y 0 £7] 0| s Z0/E X=40] Utk 1
IR AR LR NEOIM 4% TOIMS B9t TR IS QMM O XS4 EE AEO)

BlCt. 2.5% T +8UO= FEHJ| E= Y B3 24t 91389 OIR0M FaMt A5 Al

i

Q
'
o
40
e
X
S~
4o
r2

= o =4 FoM 2 A0 OAHEE M2 ¥ MU |8 SdAIRNM REE 34
0|1, SCIH0| REMo| gict. !

SHSHsh FAME FF ROolH S0t £4, HC= CHAIGHH, 2adit LY FLAME2 2AXT|
CHAKEL & U1, ofHX|] X7t 2 & UCh FAAMS Krebs(E= EZ|7I2E4A) =8t F7HH0|0,
THME ZEHO0| FRHE A OMMELS| ZSHE oL, O|MSIEAS WEGHA st QM=
O o 2kgol F#AME Y U CHAIGID, FAMES AEQ ARFEAOIM Xig OotE 4 UCHD
O{AX|L, 65%~ 90%2| Ofut FLAHMAZ QXA CA| S+ECH OUE HE 10%~ 35%2 <A

MES AHOZ HIEE|T, QIO MAIXOQI S04 J1OIAIY 2242 OF 25mg/LO|C}, '

I8
r

COIR| BIOJE: QIZH MAIE TOIAb BUM0| HQAIFA TOIAe| AMY x2S SHYSIE Q17 K|

0.1%2] TS F7tot
7ol ZAI MRS FY 4 0L A2 DM FIILE Q17 ABFE HUOR XBFE Moo
2.

O 0.01%9] TS &7k B MRl BE2A0| HotElD, 0.1%S &

A #SH Fg= GIrett 2

7tobH HAte| HSHS AMS| QUOHHTCH 044 1HO| 10% AAMCIEL AHEX] L2 atetE)
HNES MEoliM MEZHQ! 0|8 OEWH =2 B 407 0|F0| S S22t Mzist H= &30 Lt
EPRTE Aol =i MY J R0 18, 28 2RO ZoiM F7X g2= A = 29 8HE
LZK|T 7|E WS QolLt.

- 7[EF A= O & R FHut HAHZE oY Zf Fot IR E= & X E= 0 38
ol= MES o MZEE 4= AUCE OfSiof| Sof, R, Ax| & 7|Ef FEIHQE BX ATH0]| HMZS
T3S SR AT/ AR 4 UTH TS a GHISZAIM(Alpha Hydroxy Acids)e o2 5
oLtz =Z|H, steld MR WHQ| &d 4222 AMEY £ Ut et & 0|YREdE, ZEFH
LIEEZZ2 2T ZY0|EE Soli a2 72 A0 MZF = M8 = Uk AL 2 FH2
SILEO| R7IE0 M/YZ2| Ty ™o =30| Fct ®
FSNIPNI=N
1. Safety Assessment of Citric Acid, Inorganic Citrate Salts, and Alkyl Citrate Esters as

Used in Cosmetics. International Journal of
2. Toxicology 2014, Vol. 33(Supplement 2) 16S-46S. CIR, 2014.

14.
- B8 AENAM HIZABenzoic Acid)dt HIZR0{|0

3. ECHA S3AM& SHO|X|: https://echa.europa.eu/registration—-dossier/~/registered—dossier/15451/7/6/1
4. Cosmetics Info EH0|X|: https://www.cosmeticsinfo.org/ingredients/citric—acid/

INCI HZ!: Benzoic Acid

|IEs #IMS WESk= HIH0| Jn, 71 I
XfQIM(UVA)OI Elliote dgs EOI) XM oY 3 HIXRM oFY EFS Eefer MEo| HIH
SITh. UVA Algdo] YR MES Ar8olM &3/t #HZ00|E 0.025% OfA
iﬂtfoi iRt 8US MEHGIT), 24417 UV Gt ZutE HM Zoh KMo HIXIIM QEHH0|
2 M2 53%7t S71RHCE (IAEM0| EE SH0| HIM[206ng/gl2t HIwSHA]

S

| %

ol

|_o

J\
T

315ng/g £F) HHH XM oK%
lbale]

ALt Z2|o|2al | ZE|0|E(polyethylene terephthalate)H2
MAO0| 13% ZtASH, ZAL 7 0|30 QAKSH M7t BHEEIQICE

=
o]
o
X
e
0z
0F
=
El
%
_>'._



M=AM: OECD SIDSQ| HIZOO[E0| ZHet 1XF T7t HuA0]| M2 HEM U HESY U 25
I pEE e 2N AT =4 LD50>2,000mg/kg bwoIct. !

WL HIMO| TR} UHESY WAMS 2T
.l

al
- % X34 OECD SIDS| WXMO|E0] 23t 1% o HIM0Y W2}, HEMD HHUTSS 1|
Z0lst XFA0| UKD, WEMLESS XT40| gict, |

PR L0 Ry

=
ol
=

I.

bal
0>

I.

=

d: OECD SIDSQ| HIZ=AH0f 2ot 1x+ F7

[0 qr
i

HU
r=
A g

HIMO| O3t HIEMS 52 A0 ZES
S| KIHX

x
T WAS0| HDY Wrh 4y @2 Y
I.

u
~

— =2o=

|0 no
o
R
=

e

0

fon

Rl

=

Rl

>
US’E

=2

>

02

0%

e &
mjo

I ZNE ACIIX YUt |

N mE
02
0z
I
i 1

o
R
r=
]
14
kL

120012| Eppley A9IA ORRA(ZE GEOIt 6002)=2 LIS XA ARS TIASHY
=1t 0.016% HxMS T3t HiMeky MHE 0.06mL EFC=2 I
32|, 20708 R|&eltt. Ois| A HRIE MIoHA M=ok, oiF 3
ARESICh ST 97HE 0|F 100t2] ORRA/HE/OE2 SYECh AYZd tEE 2o S
0l= 3K CH, xS Eetet B= JE0M OE Frol Ty ﬂl—‘?‘— FE0| LAIUCE.
t 2(23/60) S0 oY FEEQ SXEt S7HP ( 0.01)7t FFEUC. EHH ALX=
e 5 88 LHEE0| e RO H3AUC (7/60 EE‘.: 12%) tE ==
ATOIM 370 CHEFC| Bt UHES 33%O0|C}. M2t o4y ZoE Ay
Of ALK THEX| F=Ct Ol2fet OtRA EAMAM A5 HOl= HMS
T IR ALOIOIA HIXSICE Ol B0| ZAEX| At

oftt. Old

: OECD SIDS Johnson S92 HIZATS, HIZX
16S 11Xt MOl @2t ®2 Ames AlE =0 ZF SOIHO|
+2&2 3.7.2C 0Ot HOE NEE ALEot, 250~ 1000mg/mL(EH t
AIHOIN HIZAHCIHELZAMO|E0M)S HIFSTt, WIAMS HBISHK| Qh= H%%% 84 =2 st
Uliﬂfolﬂ C (Mitomycin-C)2 ¥d XZE STt HIERAMS AIYH sk HY| LHOIA CHAF EM35t

20| ARl R M S40| it
- A= OECD SIDS9| #HIFUAT S, HAM I LHEEHN ZEHO et 1 B2t HoMoi| o2t 4
Mo MA=d AN 2 OF, 2 d¥€Y 42 e 20012 180 3A0M 375 E=
750mg/kg bw/dayQ| HIEM S HLCRE HIQITH M S22 165 0| ML, AN
HIZANS AAO] CHSH Q&S DO|X|X| $S0| LIEREOM, NOAELS )750mg/kgbw/dayO|LCt. '
- 30 &= 7|UIO0N SF |'ﬂ:'—(1._1§ ZEE MH)E Mot XM AEE AFSICL IR HE=
25_.*._}_(chamber dlffu3|on cell)o| Ol EQF MHO| XM7t5tCt,
D20 T X[AHAZE2 IJH HCt. mm)2t AEH(Kp, =
-2cm?/h) A= 22t 32.7+1.6 5% 9.01+1.510| Ct. HO|IZE Solf ZEES AU X7HotH,
M SHES ALSSHA 2X|Q HIZAL IR AEMS ZSISiC,
MESEfSh HIRAD HIZA TER(Sodium Benzoate)2 25 HIEAH ZRS2L| HA0A S8 = UCH,
M 2212(Glycine)Tt ZBBtT, LAISH 5|Z2AHippuric Acid)2 HIEH| AHOZ HYESiC) |

- QIX| HIO|E: St 71H2E E20| U= 46M 0fd 182 5% BT HHEEIS AMZotl YA

j; .
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o
njo

\ol-
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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.
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15.

. BHEECIEA: 0[0] WESH 20N PEG-150 MEI2EDY EIERLAHOROIE BHEEC] =40
=]

INCI BZ!: PEG-150 Pentaerythrityl Tetrastearate

FHEH: Wistar 3 S 100t2|(x2 5012, A 502, 6~9F)E AtEoHA 25%
PEG-150 HWEIHZEZ HEZIAHOIYO0|E(PEG-150 Pentaerythrityl Tetrastearate) SS9
=24 47 S48 "ottt 2t S20ICH 5g/kg bwQ| 18] 7 £0 &2 =0t §£f 50| 1427t

TESHT, CHAMIMQI RS ZYWSICH S8 AYO| G20, LD50)5g/kgOICt. !

e
9

=
CIOJE{7t UAE|X| QiUOH, LHEX| U2 GIO|EIS HISHKZ LRUACH

LS

- DR A=Y wEUE SE7) 6012((HE 9= EMotA| §42 PEG- 150 HEINZ|EY EH|E2tA

HOFHO|ES| mF Xf= HMHS At ARFSEO.5mLE HE: 459 271 2= &, 1=
)0l AT, AR Rl= 24A12H TS S0 ARSI 24 & 72412 20 Bt 2F0 J|E ks

[=X ]

WIBIC). AESE2 ity 02 A=(YLY X3 X 2.65)8 Y27|X| gLt !

- O A DAL SMGHA| 42 PEG-150 HMEHZ|EZ HEZTAH|OLO|E(LEAL 53F) E=

oid d=2 25% UK 52F)S AtEciM XMF = LMY HXA@(Human Repeat
Insult Patch Test, HRIPT)S X&5tn, OS2 X5 E= 2% ZH0| BEEX| FULCE |

- YR 0|0] TESE E0IM PEG-150 HEZ|ESE EHIESAH|O0|E0| 2ot ety CIOJEE EA

. R

—

SHX| UUOm, UHEX| 42 HIOIHE MBSHKIZ LUACE. |

- SUH0| REY/RH =4: PEG-150 HEMNZ|EE HIEZAHO0|EE TE &#ZAt E|LFEZ
=3 TA98, TA100, TA1535, TA1537 & TA15380IA LISt Ames A0 AtEdtL, CHAL 25t
OJE0| A0 BF QF =M0| giCt.

A=A 0|0 2Hst 230 PEG-150 HEIMZ|EE HEZAHOIY0|ELS MAl = U =0
K5t |O|E{7} UAZX| QIUOD, WHEX| %2 H0|HE MIHKIT UuCH !

SHPNI=S

1. Safety Assessment of PEG-150 Pentaerythrityl Tetrastearate as Used in Cosmetics.

16.

International Journal of Toxicology 2018, Vol. 37(Supplement 2) 5S5-9S. CIR, 2018.

INCI B#2!l: PPG-2 Hydroxyethyl Cocamide

- 2eE HEXO0| O2t PPG-2 SIO|ESA0E ZIOM0IES £E)90%0|1, HEE AH2 HE

(300ppmO|H, £3& &2 (0.5ppmO|L}. '

- 24=4: PPG-2 SI0|EEA|0E FFOM0|E= Sprague-Dawley 2HEQ| LIE0A| LD50)2000mg/kg

OIC}. T Z0f PPG-2 SO|SZAIfZ FTOK0|Z9| ZT E0f LD50)2000mg/kgOlCt. |
01=d: OECD 4070 met -7 30r2|et &2 30r2| et HE I52 AUSYH

00, 500 E= 1000mg/kg/day PPG-2 GO|EZAl0|Y ZIOMMOIES 7U7H £0{5}
oS X

=
Jr
4m

—_

S22 o7 ZRN MEUCL AT SUYS ARHA B TS HSYS oK 4302 et
A, 7t e HIFO B E YOI ST 2 A0 XS 20| BEEX| QIUCL UL 3,
HOUSIT FO[Z HAS NYSIK GIUT, SHO| BUE 77} GCt. OECD 4070 W2t K3t 282
Zto] o7 Z0| £70 5O2IY YN BOIZ s AS IS ABIUYHS S 0, 100, 500 E=
1000mg/kg/day PPG-2 SIOISZAI0IY ZTOMIOISS 2827+ SOFBITE AIZO| SHASBHR| 9494,

=
BE AIFRO U8 SSOIN FH £ 39 S|

[ [ -1 =
Al o HEPF QIth AW OpRHSo BHeh= 18R £ AWML QOI(REE, urinary

t
M2 ASEa A= QYK 4=t NOEL2 15mg/kg bw/day, NOAEL2
bw/dayO|C}. '
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17.

- 2xE 0FAY IUNLR(USP-NF) 7IE2 S2MEe 2& 2 0|2E 0| 0.1%S Xt

- QIX| CIOIEf: 20K 01 12 oF, U 29, B K, S A0l HYH

Xl 942 PPG-2 SIOIEZAIIY ZTOM0|IES E7| LR 4AIZH2.5cm?2| THX],
0.5mL AEE &R =ESIT AMHF40| UASC=E 2REM, L7 ALY, HIS, SXet 0|

MSIX|TH 32, 1A1ZE k& Al XH=F40] §ict.

loh
ol

|Jk‘|
1

- O ZEM: 7|4IZ Magnusson-Kligman Z|Ci8} SIFL0A PPG-2 SI0|=2A|0E FZF0I00|=

(M RE: 0.5%, B8 RE: 60%, 25 Y5k 6% X 10%, SOIM)= ZEXIL OfLCt |

QLY 00| WHE SHOIN WY B HTS WAGK| YT |

=0
- EGIH0| QUM /QT™ =M PPG-2 SIO|EZA|0E FIOM0|EE SE7t 5000ug/plated]| k=
o
e

20| gLt Zrs= GMA Ol S0IM

PPG-2 SIO|EZA|0IE ZTOHOIOIE7L 250ug/mid]l Eote SZOM 7| SAHHO0| FEH0| iCt
.

- FXtE:

1. Safety Assessment of Alkoxylated Fatty Amides as Used in Cosmetics. CIR, 2019.
INCI 2! Glycerin

Ot g, BE O|2ZE(CIEHMZ2|Z Diethylene GlycolZt O|E&IZ2|Z Ethylene Glycol ZgH2|

Z20| 1%E ZM6HM QF =CtD FAGHD UL !

ZMEN: M= A7 E0 LD50 2530~58400mg/kgOlCh. E MiE LD50Y21900mg/kg bwoICH,
0| =M Q12 Z2|M2I0f it AT F0 LD502 1428mg/kgOICt. QUZtofA 30mL Z2MZS
A7 50 Al B4 SM0| QT AE AT E0EM FEQF Al QIZH0| CHSE O|MEIES 2 ZAD|SH &5,
OX|2L, HANES, TFE, S0ED} MAS EeH6it,

- HIEENEA: HEA 47 S0E £ 32 A9l NOAEL2 950mg/kg bw/day0|1!, 2 3800mg/kg

bw/day A0 IF20| H25HA
FItet 42, 36 &0 HMF0|
30~4027t Ee| Bt HOX| AT QUZH 2HRH0fIA

ZT SOIYS W, SN T HAOL A
=

| S8, M £0| $UHELDH TEAQ AL 35% S2MES
ZAgCt 7|4 as 22|M2 6300mg/kg bw/dayE AT F0i6tD

ok 1300~2200mg/kg bw/day SZMZIS 5027t
, =4 Fes 0|2 10| LS| LU, NOAEL2
Z2X

o
2200mg/kg bw/dayO|Ct. 100% ZSZ|MES i
oSt sat= RACE.

2 SEAN/RSY: £1 RS KT JHSN0| B ot |

2 I T URHZ0| OfLICE |
2op: woery 20| OfLC, |
SOIH0| QUN/QN SA: SO0 QUNE 9T, QN SHE ot |
MASN: MNSH 20| gLt |
SMSHs A7 S2 70| HIZE COES 25 MRS M A0 BEH E4ED, ME
410 2ESICE Z2IMIO Log Pow(-2.66~-1.76)7t HII W J[Et 17 LOER} $Z517| o)
Z2NRIS| T E4B2 B0%E HHBITL, 2

o
>

g Zlo] 774zt
LIEfLEM TI2E AT RE YZF F DISAE 7IE0 T2t 121 Aol shdEdt MHES0 CHol
Patch TestS ZIot, Jl= 4RO CIHEOM| 22 HOIRI(1% +=8M)dt XHAQ| & 2| HEH
OlM a+2td HESO| URACE. oY HEXM =0l thet FIPHQl A2 4UX0| S2ME(1% =320

i a+ U4 EESO| U1, SZIMZI0| ZEE SHUE AI8S LYUS W, STI0| AstULCL

—

- J|BF QEAtR: 2014FeHYE AR HAN PEIIDE2 HEED N AN HMSH MEdts S

rHd dfst HOIE{0f ol EXgt HAIS T, 7I1Z =it HIO|E0 M2t M2/tO82 thE

+EEAM I 127
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18.

S oo ©rg e
S

g2 EE% RACE MBI X AR H SE AF0IM HHSITE (WOLX| 0= == R
HE2 79%0 19| HIZ2 99%0 =) UIE*—! fEH=2 SMEE AE
E’SOHM AEohs A2 LMoz QTSI ZQUEUSS LYHL(GRAS), R+HE A8 w2t
A A0 Ol= CHEE GRAS A SZO|Ct 0OFfo) S2MZ2 OTC %=l = 2 A= HE,
O HEA, ot o=t 18 EHMZ)0 AEot=S OISAZA=dcl= 528 ULh. A8 7
ZMZ Ifet HOIHE 2H 13 I U=EF AE 20 Z+7 F0et I Si=

ofsfofl CiolHE 23 A Y E-_rloﬂ M EEiX| OF $HS0| EAIEX
E£ ‘.’_Wé! °‘|-_r101I*1 =2lM

AT g
=
I~
re
|
|
o
El
bl
N
n c|>|-

(¢]
S
O
o
).
10
™
>
o
-
=
B -

=

> N
— 0z rE
0z or J

0O
e

=2
0
<l
|0
r
ton
o
il
mo 1=

o
MROP‘ ?a't.'_f AHIXERR HIWHS O YA Lt ZY RO FAF HIZ0AM

OIQICE. O[HIOf Ci40] MEAl GIIZ HM MO U &M Z2|MEIS 2W7t A7 E0i5 AFoN 2
2IM2S QA SAHHO|S UOT|X| ¢4, EY LMS0| B7I8I2 HoFx= 7L ¢t (£, 22
MZI0| A4S YHAA|F|X| Qh=Ct) 3

Safety Assessment of Glycerin as Used in Cosmetics, International Journal of Toxicology,
Vol.38(Supplement 3), 65-22S, CIR, 2019.

2. SIDS Initial Assessment Report For SIAM 14 . Glycerol CAS N°: 56— 81-5, 2002.

3. Cosmetics Info EH|0|X|: https://cosmeticsinfo.org/ingredient/glycerin—0

INCI B#Z!: Phenoxyethanol

222! X 0|2X H=(Phenol){10ppm, At3t0jEi2I(Ethylene oxide){2ppmO|Ct. '

SH=E4 2 E 681mg/kg bw Wistar E= 1449 2E7|IZt Lo 2% MESIE 2 A
HEE 1470mg/kg bwel SHOIN A2 0 o, YA ME 502 FO0| 20f2|7F ArY3MCt.
3160mg/kg bw?o| SZ0M 2Hzh 71 20t2|9F A7 40r2|7F AFUSMCE 211 SHOIM 3 30f2(2t
D= A0 AIURCE dutMo= A2 —’F—ﬁEEf o2 g4 111|*'=*|01|E._f%(Phenoxyethanol) ks

=1

o2 o;
S

T
-

o
2 2

A MBS HESICH ATIEOIM At
A0ISP WS Hol JKE HOII SIM(SIE EatEt HNE w0
. 9lo) AJEO| M3t 421nt 2719 LD500| 2t2 1840mg/kg bw U 4070mg/kg bwats
UQICH MM AT AHC| LDEOS 2740mglkg bwOITh IS SHEX A0
bw HSAIEI2S SUUE SIEN| 40120 ABSEL, 14 03 S22 SMAZ CHFIZiel

Y MY o oX n
M0

M o
mjo

N
3
—
S~
~
«
_"7"_

Y, 91, 7t HIES Ze5t Hotet RE 2 HI0IM
o1 Ha|sh 0| AUACY. E7| 20f2(0f|A *f%'ﬂ:'—$—|°| RO SHI0| ZEEUN, T LHO
oF £ 3~14Yxto| E7| 1022 AERLI0M HISO| HEHEACL 2 SHARLUAM =
£X9| LD50)2214mg/kg bwOILC}. '
=4d: 0|0 HHst 210 M=M 2t 19| MS 3~4.5kg?! wEUE SE7| 30tE 10
f 100, 300, 600 = 1000mg/kg bw/dayl 2ZLCZ MHzA|HEISS QHH %FéH:
2N E7| 602l Iﬂlﬁé* Alzt I—H01| SRF(EH HX)E Fofsitt. ZE EVls WY 1
SO} AR 1, 5 2 7ISS. B4 Al0] 2 MES TS, S
ArZ5HH, A AW _’E’i!té'ﬂlé—! =49 MEY 7= ZHIAM Efsitt 600
00mg/kg bw/day S=0A 4=St SS0| 8iCt 300mg/kg bw/day EF 0N S= 10127}
F10Y 20 AL =4 Sl EX2 SAS 40jot, 2 ZO05HH, USM AH HIEO|

. B0 OH

40
oY
2 fljo
A
oL
ol
n
ny
=
i
HT
r2
>
_>',_
=]

0

H
i
L /[
4>
30
[

T 4m n
Q

-
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=

=
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2
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ﬂ
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ox 0
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o
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—_

00, 300 E£= 600mg/kg bw/dayE =&%t E7Q Hi HE2 L& M9
X S=SECH 10~14% ZA3Ct 102, 100 2 300mg/kg bw/day

2 30 4m
]
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29| BNl A% HIRE ME Hat HERTL WEE E7l= 108 FA720 B S| ozt
37134t 1000, 600 & 300mg/kg bw/day ST EVOIAM MES A ME2 pH 40| L4
M0, SAlof ThE wz|2dl oWR|2Hl FEI= £F0] HS3MCt 100mg/kg bw/day 8FHE
e E7I 10F2[01A &3H pH 2t 4t AH LR8I, Moy S7pF HEEIC. it E7l= 01
1000 E= 600mg/kg bw/dayS =8 Al, 88d gt UX[oh=s d2et Ha| HaPF LIERCH,
YA B RII A M, S AHM T, olF Re AHM OIS ZEeirt Y2
100 E= 300mg/kg bw/dayE {IEILAZ E7l= AL 2EE 26 240] Qi 2E

ol E7)| S0 Al 22E DA Helyt BEERACE 271 JEF | HiCte SSUA HIFS

01Z Ofzf Hsk= XMl S HAMMZE My XES ZYSICh 20 18T MU A0ME
Aldat 2EE OAE $H517E S0 300mg/kg bw/day EE0M E7] 1 S|
SOA 0| LM HMY HIZ 2AZE EHT, 100mg/kg bw/dayE T8t E7| 20t
HIEs AZXH0| RACE Ofet AFE HelotH ENE d7E &l H=sAE=ES

= g
42, LOAEL2 100mg/kg bw/dayOI|tt. 2t OF wEUE SET| 30 AN 2F 10012= FAS
AZSh| Joff gt AFY § Qo o2t 2t S22 2 o FH(ME 10 x 15cm)E F7IXC=
70t E2 MAettt. Zh JE0t 282 Hi=A0EkE 0, 50, 500mg/kg bw/dayS AtEshM HEfd &
ol Dot EZAZICE 25 S48 MMt 25 S4oil E2 THE SHE Ff 89 T &
M2, et X0 LFARICH Fof = GAIZIOIL St AME MAHotd, 135F AL O 5Yt
HEZ E71= Y 0.5mL/kg bw/day?l EF+E FO0EICE. SCCS= 0] S/t Hi=A0EE 2HY
oMol iyl Gtet HEHAUC MR F=0| SSok= A2 H=sANES0| siEE dE2=2M &3 3F

20|H, E7Pt H=AOEE HAd 2 =S4 20| =E25=0 7K et S0l SHEUT|
=0|Ct 2 AA0M ALESt Eof HIorES 1124510 NOAELS 5/72| Al+E Zalok dtl, ZHS| 22
NOAELL 357mg/kg bw/dayOIC}.
S IR XS4 0.5mL HSAESS HIILE WEY| 30f2(9] M MR0| A5, 4AZF S keE
APIo, HHS 26cm 20|t UH L= 20 MAIS FASHL 2/Lutrol(1:1)2 AE RIS MASITL,
%%2 72A|17t RESD, XIS HAHSID 30~60% L L& AR 24, 48 Y 72AIZt 0|50 I
22/0 CHoll WS TIgstct. = 302 0| 20t2l= 4A1ZH XI-0AML| S8t HXO| 10|Ct =2
24NZH Lol =S =+ Ael, BE S 30129 St A2 24, 48 Y 72A|7H0 2% 00|12
S= 30129 £F A2 ZE AIZt XIFN 25 00|, 2 A7 =A SN 3|AG6HK| =2 IHIi
AGEtE2 E77| TR0 ChHe Xt=40| gict. '

. _E_ I.ZLA-I 0. 1m|_0| olki | QEZ_E' = 724E|H6|'0~” PSP

_'_

| 2 H=AEESS BIL HE7| 30t

[y | [L (= R |
ofdl, AIE=SZO| AKX =S of, Xelgt == X2 oIt AElEZs HHold 1, 24, 48 &
E22 S8 302N B

7oA % 8 2 159 20| n7r§ KISBICE SMBIA| %S BSOS
S = K12 SA0| WML 1ARZE Lol BE S2 30/I9] Zolo] SHofRi(LE)D}
HIS(@E1 e 2)0] ST 724200 S2 2012(014 X5 2ONEH)Y S2 1012 27|
(317} BESISICL, BE S| SAHE 24 % 48 ABH 1), 58 ik TARKE 1 8 20
S2 10Rls SURHHA 1)0] TS WUTE 24, 48, 72417 U SU(HA 1 E= 21 S 10kl
15U(™A )0 et SE0| BT, HA| 2o QAL 24, 48 U 72A2H0| HHS Wt x2S
A8 & 48~72A17H AOI0] 7HE AZHHCH 08 XH20| Af2HXIT, 152 0|80 S= 10t2|2t Z0|3t

[ )
Zor SEHO] WS, AIBS WS & 2e 9ot 1/40] HES DIRIK| UUATH Y Al T SHOIM
of ol et !

ol

%7|(sz) e

r

=

T AOIEHSS t=0f Chal XEF40] 3!
LR PR SO 22 HIEADIESS ASShM IYS BN QES BE AEZHsd Poc
DH 7ILm19| TXiet 57t ¥ SE BT 27|18 UOCL GXR E= AIFE S2 B0IM
SAGHR| 2 ABBTS AIZAHA SP SROIN s ABS MY B U I HSE
SIX| =Lt 2 Ol MBE SHOIA HSAOIESS IR ZARTZH OfLCY, |

e
0}>I
o8
rE
°
N
M
0
Rl
&2
39
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QA BHEQ} OFRA H710| H2| HAl 2E0]A
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g€ U > 1Mo 2 52 Jn

Jn rer oo ox

HHO| RYUM: HI=AES2 Y29l 4F FH0| U= HQ L AL AN SAHO| R/
A A AYS TSI HsA|EESE2 Ames AIENIN sE7t 5000mg/ZY0|E0 =t mf
A 2-el F0 AEglo] SHH0| FUMO| QT ZRF = MESQ Hprt KX SAHHO|O
St F7F AROA CHAF 2435t R20| Ael0| 25 SAHHO| R HIHH0| LAZ|X| IUCE A<
MR Ol AIFONE BMA 7S 0| UCk= SH7F HO|X| SIUCE HML Al SA| H=A[0f
=20 S¢HHO| RT/FM =4 ZXHO0| QICt ORARLL SHEOA ZTigist ALY OjAsHD} HAK| 0|4
o m=EM S¢HH0| RY A8 HEY 37t Sl HE SN Al DNA &4 GA| FXXL
g HOF= 3747t QiCh M2t X 2100 M2 H=AES2 AL WA S4 EIH0|
Cty MEAst 4 QIOM, QIZHY| s QAL =4 £I810| @11, F7HXOI AI80| TQSHX| QLct, !
AlEN: ORRAONM 0, 0.25, 1.25 & 2.5% HI=A|GEZ2 2MCH MASY ARE XY 210
oA Al SHO| H= Y2 01 X2, St Y THOZ HI=A|HES AL Al ZOH0| CHAH
Mot =40| ULt 3A7F HEEAUCE St ¥ IEHUAN F2 540| STt 730t A%, 22
M MA=EMol NOAELS SAIAMQl 0.25%= TTHEICE 4740 CHaH AlAtoHA 22 NOAELS
400mg/kg bw/day, 24719 NOAEL2 2 950mg/kg bw/dayO|Ct. 27tX| & SM0| 2tst HLI}t
QIOM, SiLt= ME AT E0 H0|1, Sit= E7| O HFEO|CH 0] 271K A7 KM U =M9

NOAELS RE ZX| =A9 NOAELEL} &Lt (27kX] ®ROM 2 300mg/kg bw/day) '

- 30 4 B A /S SFMMZECEIE OIR) E= RS MR LF)E AEcHM LR 45

- OIH| HIOJEf: QM| HO|Q DLIEZ HIOEE SAE BENM EES IHSL H=AORYEM

WILSICE YA H7I9) HSAEISS 10mL HIEFSUIAC] SIMXOI I HR0| ARSI M=

IR0l et SOl A ME AEO| AN 272mg/om0ll, RS ME Aol AL

1140mg/cm?0IEk, IH LIS0| Chet 7= QEXOIN A3t ALBZO| 552mg/cm?OItk. MoS

Aol Cia WRXI+1 SD: 37%+10%, 5 47% LI E48S ARY & 00, AoiLE EfY A

Io| 1% HESAIES0| AISahA 78%:7%E AISE 4 UI, & 85% LY S488 1% H=Al
1

OIELS S| AOLX| Ot &= AT BIH0| ARSSICY.

H=AIE=Z XML F2 WALZ0]7] E0 QX AH MEHAM H=AOIMELS] HE &
HOIHS EE SFYE2 2HAP H=ANESS ©Eck= 2 EX0|H, 0]0] Q70| F=aiA &=
7|=0] UK, 7|1E AP0 Ol2fer SO0 1R MAH LHstal, = 0| e RU= 2

AL, !

- 7|Et QHEXtE: SHFIE gR HAKCIR) MZ7IIE2 1990E0f At 7hset kst 23t HIO|E HAS
A =

19.

Soll H=ANEES HARICE H=ANES2 DR X=5=0] Ofu2tar HESHH,
X @1, d=5d 2= HSEX E=0. Al HO0EHE EH Hi=A0EHS2 /8 540] g4,
i =4 EHT QO Ot S A2 X SEHMEEECZ (1%) SHE d22=2M AT =
Z2ES YA ME 7istt MZ2 HI0|EE =g o 20073 HisAOERS0| et HAIA CIR

=
S FEO| AR O H2Z MACE ?

o ZEH ol

ron

1. SCCS OPINION ON Phenoxyethanol. SCCS/1575/16 Final version of 6 October 2016.
2. Cosmetics Info EH|0|X|: https://www.cosmeticsinfo.org/ingredients/phenoxyethanol/

INCI H&: Caprylyl Glycol

- B85y IEEYS20IE(Caprylyl Glycol)dt 7IEH 1,2-0EHZ2EQ 58 FF =4 HOIEHE

2B MTIMO2 HDX £2 8(LD5S0 Yl 2200~)20000mg/kg bw)lM ARLO| LHAkSICE 1, 2
20 AN HE(FZL FHE 2IoH UB)E MEdHM JIREHS0|1Z29 54 47 =4S
Hotetty, 8¥2>464mg/kg2 TIE ¥ 28 AXE 2o7tt FHMOZ USHAIH 1000mg/kg
of

o
M 28 21 AAL SETRE0| BEET, 1470mg/kg ES0UME £9, 201 ¥ AIY0| ZHEHEICH

= ST,



I X2 LA 1052 0.5% JHIUIA0IBS BIF YASS AN HINHS 3

- HHEEOIEA;
c

e
oo

ol
-

A5, 224 Al 3160 ¥ 4640mg/kg bw EZFZOIA S|MMO| ME H7|7

AZICt MZE S22 2447 LHO| 3|25, 215mg/kg bwe 2 AN RSN 20|Ct ANE
HH 271 3 D502 2240mg/kg bw L 471 2HE D502 2200mg/kg bwat: FHEELE
Cof RS OHE HF(OECD 42301 M2t A|E)0A FtEZZZ2L0|Z29| LD50)2500mg/kgO|Ct. 2

—_—

Il

»98% 7122 Z210|Z(Dermosoft Octiol)0fl CHSH 28&7te|] A £ =4 ATLE A
C MM =M8 E18H NOELE 50mg/kg bw/day0|1, NOAELE 300mg/kg bw/dayO|LCt.
NOAEL2 ZZiZ HIFCE S0 CiSh HIMAQF Migtd 2187] XA=H0ICt RASH £E2= QUZHAIN

Ol
=

0!

ol
1

o, O Ht=2 UlS DX|IA[Y(Repeat Insult Patch Test, RIPT test)A] L8 X=xt Z

2ol ke SMoct 2

oA

r

- = X2 A & AEABHET-CAM)UHMN 4 22 1%2| SymClarioldt SA Q0A FtZ2ZZ2t

0[B(1% T 3%)2 HIXIZY SUR SRECL WR, SUF SHOIN 1%9 £8% =S 429
QESE 05%)2 TIF XY Alol, FITUTI2A0BW 1,2-AMCI0IS(1,2-Hexanediol)

Io
==
50:50(w/w) E8E22 MZist & A=E2 25 !

- O ZHRPY: JILIO Z|iSH AlE S0 HPd2I9] 50% FEUEZ 20|12 E4st sk ofolN ZAot=
SMO0|Ct, O&X} 56HE 50:50(w/w) 1,2-SALCI0|2(1,2-Hexanediol)zt 7Z22 2210|12 5§t
Z(Symdiol 68, ZtZ M2 LE=T10%)2 AFRSHA RIPTS AES ZIgist ZQ0|E O U24X|7}
THEE|X| it 2
=CH0| RUY/FM =4 FIEEEZ210|Z)98%(Dermosoft Octiol)2 = AEH V79 MIZO|A
QUK SAHHO|IZS QEHK|ZHSE 1480mg/mLol £E), Y98% 7E2EZ210|Z(ADEKA NOL OG)2
HOM 2 HAE HME HMH OlM(sE 700mg/mLol E2HS QEBIK| =Lt !

- 4O 4 MQUAM 5% ZIDZ2H0|2S 70% UHEHS/30% PG(5% Dermosoft Octiol 222

URH HHYAS LIS AN =0 50|12, AR =HA| TR0 27 SEF 20| F 97%2| Al
NS ME = 24AZF U0l TE S+ECt ZIZEZSEH01E, 1,2-AM00lE, 7t EHA
OE 7I¢e] IR AT 2E FE= 24A20C S+ g 8 AR 23Xt 80% 1,2-3itsdt
1,2-280E, 40% 1,2-HIZiC=0 1,2-EHZI0S0(T. AlMTH0lE, CiZitE, HEDE, 1,2-2EH=

2|20t 1,2-SMTI0129| ME AE ZSHRE2 00 Ao SHEUCY. |

1O -

;

00

o
- J|Bf QtMXtE: HMEC|S(Pentylene Glycol), 1,2-2AAMTIO0|2T FIRERZE0IZ2 1,2-02HS2E

- MOXE:
1.

20.
- a5y 22 39 47 £0 LD50)10000mg/kg bwO|H, HETJ} Zat F7|SE0M

(1,2-glycol) 2FE=0|0, EtARAEE CHE #0ICt 0[2{3 SFEtE0A]
tLkel =471(-OH)7t RUCH EAAS0IM HET|IZS2 bHO| EHATt
b

2b MR} 28y ErAOls B
QLoD 1,2-siiCiolZe 674
Jb 3, SECSS 8l ErAT QICh 0[2A3 22 ot XB, MY HE, ofo| Ho|2Y,

Y HEZE, A7 MZZ sloiA0f XE SEE L JHQ A0 B ALEE £ UCh B

m oh
5

r

i
o

Safety Assessment of 1, 2-Glycols as Used in Cosmetics. International Journal of
Toxicology 31(Supplement 2) 1475-168S. CIR, 2012.

2. Caprylyl Glycol as used in Cosmetics. CIR, 2010.

3. Cosmetics Info EH|0|X|: https://www.cosmeticsinfo.org/ingredients/caprylyl-glycol/

INCI B#Z!: Butylene Glycol
A

oo
N

In
o

XAt 237+ @i, OIS LD50)20000mg/kg bw 2 E/9| Q0N AtES F9|
HEgoZ REUZ2Z(Butylene Glycol)o| S4=4d2 RO 04ZICt 1 FEHUSLE
-

F0| LD502 HEOM 23g/kg bw, ZILI20M 11g/kg bwOIC}. 5.0% FEUZZZE

A
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oo oN 0x Oh

>
%
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URO= HE XUW0A LD500| 5g/kg=Ct 20, 21.35% BEUZ:
15g/kg bwe| SZO= M0 £0{ Al A0 O|2X| gLt 2

- HIER0EY: 24719 HE £ AF(5000mg/kg bw/dayoll Eehet 2H7E JHO| CHal XIRlst £01

AL (EF 8 1 750mg/kg bw/day)dliMeE Z1 EH0|0 REHUI2FY 2EE F0| HEHEX|
OIUCE E CHE 7HOl OfftY 13F EO0 A0ME 2719 REHUSZIE ZIEHF(9000 F
12000mg/kg bw/day)el 7HOIM =4 =&0| LIEIFCH, OIS S0 WS HSHZEXMH L),
Holist oo M3Ish HT7| D YEEKE0| Ha WSO 5HX|2H 6000mg/kg bw/dayd 42
At HEE 0| UMSHK] AU%T, FF NOAEL2 6000mg/kg bw/day, LOAEL2
9000mg/kg bw/dayO|LC}.

S DR X3 oM FRON KA 20082 5FZHE, 4, 38Y LE) 4 UH LIS S

50%2| HEZalE £RH0| 1508 24A17) LE5HD, WA 23S TS M X120| UCtn
HTYCH AIRESIS S 015 MEROAM E7H0l X1 SiA0| LZASIX| IUCH Oftol E7of
s Zgst S2 GIT0IA EJj= QS DR0|A 24A17 SOt L&510, =5 I2 30| SA| =
& E8 48AIZH 0|3 TIIZ Agsin, M5 XH=0| TRGX YUCH 017t S2o| ZE HOEES
Sof UXlE MEES HEWON, SLAIAZS ME0| Cjsf KZH0| QPIL Z0[F XA U
HOjELC}, |

= X2 238 1982 Al S0 HOojTa|H SA| ZRIAZ3|S(Propylene Glycol)0] YO
Fle D LS M2E SX0| LM, 22 M0 S0 HIZ BT S|A5HK ke HE
22|22 E7|o] =0 fShAet ZOs (2e Ysict ! 2

s ZiA: HER3EI22 At 2002 S0 2Z0HA Z0EH L5 s LAIRKRIR D8 UKo
== it SE 21.4%0 Yots HYAZBS HES O HEZ HAIDE 0]0] 25 OIF| K
X2 25 AN AIBS FMYCE wasts NSEES SX N ot ZMDH, ME ZX
Sle olgEIZa|E SE ZH0| BA0| QT LR 2Rt Ajse] LA 1087% F0| LSt oz
2|2 (Glycol)oll TH3H LBIXI7} LIEKt B QiQirt. 2

o
Hetsh SMICH I T0IA 1~4MITHS AAIZI0) ChEt Q30| BEHE|X]

i
x
>
)
o
re
o[’
Ho
O
R -
En
i

MAEM AU X

ot BMICH A&l 2T sZ(SAMAM 24%, 12000mg/kg bw/day SEAUZ2|E)7X| F1A
HEO| AME2 AL BHO| WH{7|ZH0) SIERict. R2EUZ2Z0| EXslke SE0M 71¢RFY 20|
THEE|R| QIQtct !

=4 NS Ao Chof Zier UF mE 22 AN KMo =52 242 d4=5d E= &1
Mol U2 S WGHR| 23Ct. 2

[E} OHMXtE: REHILZ #4H M2 M2 0|0] SHEE 82 dAKCIR) M27II82 HItE
XL CIR MZ7IaQ82 et H0|HE 4Aloldl, Tt €2 228 gt RFEUZLZ, Mt
O|2(Hexylene Glycol), OIEA|CIZ2|Z(Ethoxydiglycol)at Cl|EZZ2EHIZ2|Z(Dipropylene Glycol)2

= =RIE
SHEE 7HO A MIFO| QTS AFEE &= QUCH 20044, CIR T271082 REuUZ2E F &3
H29 JIE 4l HIOIHE Aoloty, 47| AES MAIMCE CIR ME/IAE2 FE IE1I:‘EIJZ-OI CiArE
= AW, Z=2e Ze=E & £ O HICL 54, Offkda ote A3 Foisd o
ol2{st OEHZ2IZ(Clycol)? 40| N SCH B/9 AR0NM FAL F o
oe 54 A7dds IRUIKE O 22 =48 XX[§t. 22H=2E2 Z0~-Z0et 08 A=ES
A0} e

o
|A D7t ol2fet iEHZ IS0 CHal

. ECHA SEM7 SH0|X|:
https://echa.europa.eu/registration—dossier/—/registered—dossier/14962/7/1
2. Final Report on the Safety Assessment of Butylene Glycol, Hexylene Glycol,



21.
- ME EX HEY ME2H YY(REX)U/E7| F=Z(Avena Sativa (Oat) Leaf/Stem Extract)Q

- =Y B0 MEH A

- QX HOlH: CIR HZE7t2EQ EZ0| T=H 0.0025%0 o= 2EY

Ethoxydiglycol, and Dipropylene Glycol. CIR, 1985.
3. Cosmetics Info EH0|X|: https://www.cosmeticsinfo.org/ingredients/butylene—glycol/

INCI HAl: Avena Sativa (Oat) Kernel Extract
M2 60% o, 7%~10% ZEtEL0|=E &= (flavonoids) 2 2F 1% AtELl(saponins)O|Ct, REY
O

Q2(Avena Sativa (Oat) Kernel Oi)Q MNEEZ 22.8%~3.1% 2l=d4(Linoleic Acid),
31.4%~51.26% 2|2HOleic Acid) 2! 13.9%~18.82% ZO|EAH(Palmitic Acid)0|LC}.

- LR A=Y 29 &8 MSARNM 22 220 MEH 245 Asativa 72l REdE s 7t

0.00002%~1%¢Q! Ct4 HZ0i| X240 Qict.

- = ASg 29 27t = 2ol AN 22 220 MEH 4F Asativa 72| REdES EZEe

Crtst MZ0| & B9 XMHZEL OofLct. !

- O =AY 25%2EY FEZ(Avena Sativa (Oat) Kernel Extract)g Egst HO|AE DA

HMZ(150mL)2 0I5YH HRIPT LHum HEHOAM Fofstr, 3%/F, 3FZE XIASHH, 24A12H 20
HASHD, RE AT HAOM Ofdt ZEr UHSE RHEIE|X| AUt

- Py 0|0 HESH 2R0|M Asativa FlE] REGE /G HHE OIO|E7t HAZX| %0, R

StX| 242 CIOIHE MSSHX| AUt !

UHSH ZRI0M Asativa 72| REGRS 44 & Us S4i Z2E HO[E7t EH
[e) o 1

o] 2H
Z|X| %*913’_ YHOIK| 2 HIOIEIT MISotX| AU

-

, DRF Xt HYUO ME FZ|(Avena sativa)= HTUIZES LOF|X|TH, FIt
ol GO|E MHEZ HISHK| LULt. !

=== (Avena Sativa
=2 22 ADY0| HEM 0.001%0 6t QEL F=22

2, =EE= AVt AeH, €8 Jtse & =4 H0H=

=

(Oat) Kernel Extract)g &tQst 9=
gtRot A0 RLUMOZ
oict. !

J?d

mjol

- FXE:

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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[=]

TEWE

NEWED 07
40°C
75% RH
o =
v s S5 B US
St A QUXZZHY
pH(at 25°C) 6.6
Hr(at 25°C) 24650 mPa-s
= (at 25°C) 0.96 g/cm?®
njds

ng=s 5824

ZEM o

CHZEZHALR /2R

134

b o, MY,
D5 g40|H, &/l

Sh

ISO/TR 18811 Cosmetics—Guidelines
products, 2018.5.3.20|A HESHE=E 2 LU

(e = umE
SHAIR)

(M2 & umE
SHAIR)

St A, pH, Bk,
of Eols Al

. PET, E54:

rlor

UE YRS OHY HE T4 UBENEES NI,
L ENEE e

AZIH[0] HICIA]
e PP, il LDPE

17H g 37HEM 67HZ M
40C 40C 40C
75% RH 75% RH 75% RH
EEE EEE EEE
M EEE HZ Uz M =T B Uz M =5F B Us
QUXS=HS RUX =S QUX =LY
6.5 6.7 6.6
26490 mPa-s 25735 mPa-s 27120 mPa-s
0.92 g/cm?® 0.99g/cm?® 1.01 g/cm?®
njds ojdsE njdsE
Aw mE, wa e

(=N ¥
Y Y S
w2 w2 w2
mELEs mELE mELE

on the stability testing of cosmetics
SXS F0I0 i QHEARIS Tioltt.

712 (ME & EME 712 (ME & EWME 718 (ME & EWME 7|1
SHAIR) SHAI2) SHAIQ)

2 (MY & UME 712 (MY = SME 7|12 (MY & EWE 7|Y
5HA1Q) SHAIQ) SHAIQ)



12) Oj4E S¥EIM
AZIAI0] HICISIA|
IT22080E
235t 11149(M7] 20229) 08.05

HEE
HEZEHS

HSH =Xt

B BHEE7A: _ .
TXTHE ° PHET’_°T° PP, A UX =3t 11149(M7] 20224) 08.29
L LDPE
SYI= 4 £4ZY BHIAERS &1
- n4ds
=a
A =R AFAFHUM F5
L& BEEIX| L0toF & nds 109E(M7] 2020H)07.28 & =3t 1114
- ~ - (M7] 20224) 04.2101M HZE ot=
=52 assixl worr = UEE amue-smzol oz smww o
LI U Sy HEL|X| otof gt ipatsy SIEEQ| ZiC|Ch YUH|ZtA S| ZH-urH,
ZIC|Ch AH[ZEA dAEEX| ootof & n4ds
Zn ma mCLE
SHOI/UX} ME & EWE 7|YUSIAIR)
HEZAL/AUXR (ME = EWE 7|YUsHAR)
13) WE 55 AlFETN
MEH2I(Sample Name) AZIAHIO| HICISJA|
A >UXHDate Tested): 111.07.01~08.12(M7| 2022)
AEEEH (Method Code): RIEEAIEM 110.05.13(AM7] 20214) Z19| SIXE HWE §5 AIEX|H
Alg&#S(Microbial strains)
& I B S =S ZiC|Ch HH|ZEA =90|
S| ZHEOIE Escher!chia Staphylococcus Pseudo.monas Car.1dida Aspt.el.'gillu.s
coli aureus aeruginosa albicans brasiliensis

(ATCC 9027)
(CFU/g or ml)

(Assay Time) (ATCC 6538)

(ATCC 8739)
(CFU/g or ml)

(CFU/g or ml)

O 9.3x105 8.8x105 9.1x105
72 10 10 10
14Umy €10 10 (10
28U €10 10 10
/ARt (ME = ENE 7|YsHAR)
CHZEZIALR/ 2R} (ME = ENE 7|YSHAR)
14) &5 Y7t S4x=
- U 715 52 RSB0l ¢l VIS0 et 2 SYMRE AS

(ATCC 10231)
(CFU/g or ml)

8.7x104

3.6x102
(10
(10

a |

i
[

A
T

(ATCC 16404)
(CFU/g or ml)

9.2x104

6.9x102
(10
(10

II
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15) HM=1t ™

(=]
- M=&8%: 500m|

ZEE
PET
PP

LDPE



[, erdgrixtz

(16) M=l QHHMxt=
AZIAO] HIC|YAIQ] OHY OR == Abt
- 20233 bE HHS R AF AH|X} QHMIISIRIRS|(Scientific Committee on Consumer Safety,
SCCY) HEYE Al” ¥ MY HIIKIE VER12(SCCS/1647/22)2 &iotd, k&, 29 ¥ BIx0
e} o8 =SS Aottt
7I12%
x HE 60kg
=24 L HH
HE3F MAF HZE
Y Ar2Yie 1 Xt
AE BEHY
17500
(cm?)
THROIXL 0.01
0 mE =&E2HEproduct)
0] AZIFAO| HIC[RAI0 CHal 20239 5E SESH SCCS SIHE MEAY Y tME HIHX|R H[12T
(SCCS/1647/22) & 3AE Hilotd, MY OE =S %*EEF
" Relative daily Calculated Calculated
Estimated amount Retention daily relative daily
daily amount :
Product type apolied ax applied1 factor2 exposure exposure
prz /d)q gx/bw fret Eproduct Eproduct/bw
9 (mg/kg bw;/d) (g/d) (mg/kg bw/d)
Bathing, showering
Shower gel 18.67 279.20 0.01 0.19 2.79
MoS ALtoAM Atot= DY IR == 2.79mg/kg bw/dayO|Ct.
A71A[O BICIRIAIS] 2+ H4FE MoSZat A4t
- 2t J822 Margin of Safety(MoS) QUHSHAIZIE AlbLtotH Of2f HQt &,
- SED= Eproduct(@¥ I8 ==&)xC/100(ZAIT] HIZ)xDAp/100(I|E E+8)
- MoS = PODsys/SED
- SED(mg /kg bw/day)= TALE E02F Eproduct(mg /kg bw/day)= Y I8 &2 C(%)= g
Al HIZ, DAp(%)= T8 E42 PODsysc UHKOZ NOAELZ ZAICY
- SCCS 3HE d2AE L oM HI7EKIE! VER12(SCCS/1647/22) 0 27 BN SHAE2 HELE
OlM 71 Y01 BIEE0 =gARI0(L, HeE0|1 Sf2[&01 90Y A-L0M G PoDE =012k A, SCCS
GilM o HE HIEO= o MoS 71Itf% et 4 QU OFFFY=MA0 2E2S AL 90Y ¢+E &
23loh= PoD7t Z2EHY M, St Q018 AEot0] Fre AS HEHH, EX0|10 5%t HI/tE 2o,
Zh 429 NOAELS ZZ9| =HARRAS ajet & S Q010 tiet wds ottt wds NOAELZ
Aitdik= offet 2T}
TEEAAM ChiokE 137



Al o= NOAEL SED

INCI 3 S 4T (mg/kg (mg/kg MoS
C(%) DAp(%) bw/day) bw/day)
Aqua 73.255 - - - 100

Sodium Lauroyl

. 4.5 100 15 0.1256 119.474
Sarcosinate
Cocamidopropyl
Betaine 5.55 100 125 0.1548 807.259
steallr (e o= 3.04 100 23.3333 0.0848 275.105
Sulfolaurate
Sodium Sulfate 0.32 100 500 0.0089 56003.584
SETellm 2= 0.16 100 23.3333 0.0045  5226.994
Sulfolaurate
Potassium Cocoyl
Glycinate 1.05 100 155.5556 0.0293 5309.971
Potassium Cocoate 0.45 100 233.3333 0.0126 18584.890
st Lty Cassy 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
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
ARG IR EieEn) 0.52 100 155.5556 0.0145  10722.057
Cocamide
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 =&ty
g4 MES
Butylene Glycol 0.03 100 3000 0.0008 3584229.4
Avena Sativa(Oat) 0.02 100 _ 0.0006 _
Kernel Extract
INCI HZ! NOAEL w™ M™

HE AT E0AIE 91~92201M NOAELE 30mg/kg bw/daye LOHHRAT,
A7 B0 MA 0|28 50%2 ==tHd Q2018 125HH, 30*50% =15mg/kg
bw/dayO|LC}.

Sodium Lauroyl
Sarcosinate

138



, HE Z7 SOINES 02U7 XASHL, ABOIN HIS0| BESX| o= 8
Cocamidopropyl 01971, NOELE 250mg/kg bw/day0l, Z7 £0io] M| 0|88 50%2| 23
Betaine Al 0I5 ;afsi®, 250 *50% =125mg/kg bw/dayOlCt.

e AR EO0 Fatty acids, C12-18(even numbered)-methyl esters,

Sodium Methyl sulfonated, sodium salts 28& AI®S At Fistd, NOAELZ 150mg/kg

2- Sulfolaurate bw/day0|1l, Z7 F0{2 4H 0|82 50% X AlY~(28Y)e =24y 2018
12{oHH, 150¥60%%28/90=23.3333mg/kg bw/dayO|LC}.

) e AT ECAIENAM NOEL2 1000mg/kg bw/dayO|1l, ZHF £0{9 x|

Sodium Sulfate 0|28 50%2 Zata4 20l Ta{sHH, 1000 *50% =500mg/kg bw/dayOlCt.

HE AR FO Fatty acids, C12-18(even numbered)-methyl esters,

Disodium sulfonated, sodium salts 28 AlglS WXt F15t1, NOAELZ 150mg/kg

2-Sulfolaurate  bw/day0|1l, Z7 F0{2 MH 0|88 50% ¥ AL+(28Y)e =24y 2012
2{otH, 150%60%%*28/90=23.3333mg/kg bw/dayO|LC}.

_ SHE A7 E0| 282 AI0A] NOAEL2 1000mg/kg bw/day0|1, BT £0{2|

Potassium Cocoyl 5| 0|28 50% U AIHUL(28Y)0| S&H4N 2018 1a5HH,

Glycinate 1000*50%*28/90 =155.5556mg/kg bw/dayO|C}.

KX BREAA A (Docosanoic Acid, CAS No. 112-85-6)HE A7 0| 42
Potassium 2 AES WA 187, NOAELE 1000mg/kg bw/day0|1, ZAT F0{9 A
Cocoate 0|88 50% % AlRU(422)e =S4y 2018 112{51H,
1000%60%*42/90=233.3333mg/kg bw/dayO|LCt.
HE AFE £0| 142 AEOA NOAEL2 1000mg/kg bw/day0|1l, AT £0{Q
M| 0|28 50% 2 AYUL(14Y)0 24 2018 T125HH,
1000*50%*14/90 =77.7778mg/kg bw/dayO|Lt.
e ZAF R0 202 AEOA SHE ZXHQ 7|y UM =42 H0, NOAEL
Glycol Distearate Y900mg/kg bw/day0|1, AT F0i2 M| 0|8 50% % Al&U(202)e =5t
AN QOIZ 112{6tH, 900*50%*20/90=100mg/kg bw/dayO|Lt.
E7| mBEE 2F7+ A&st, NOEL2 0.18g/kg bw/day=180mg/kg bw/dayO|H,
ANEYS(142)9 284y Q018 12iotH, 180%14/90=28mg/kg bw/dayOlLt.
e AT E0 42 AI80M NOAEL2 1000mg/kg bw/day0|1, A7 £06{9|
Glyceryl Oleate 4#| 0|28 50% % AlYs(429)e =Sty Q018 12{5HH,
1000*50%*42/90 =233.3333mg/kg bw/dayO|C}.
HE AT F0] 41~49Y AE0|IM NOAEL2 1000mg/kg bw/day0|1, AT £0{9|
Glyceryl Stearate A O|2E 50% U AIHU+(41Y)9 E&AY Q018 12{5HH,
1000*50%*41/90 =227.7778mg/kg bw/dayO|C}.
OIRA A7 £0 102 A NOAEL2 1000mg/kg bw/day0|1l, AT F0{Q|
Citric Acid MH 0|88 50% ¥ AlFY+(10Y)e S 2018 112{otH,
1000*50%*10/90 =55.5556mg/kg bw/dayO|Lt.
o SHE A7 £0] 16F AIZ0IA NOAEL2)750mg/kg bw/day0|ll, Z+ £0{2|
Benzoic Acid M| 0|22 50%C| SEAIM QOIS T5IR, 750%50%=375mg/kg bw/dayO|C}.

PPG-2 SHE A7 E0] 282 AJ&0IA NOAELE 1000mg/kg bw/day0|1, AT E0{Q

Hydroxyethyl — MX| 0|88 50% % AlE4-(282)9 2tald QOIS 12{5tH,
Cocamide 1000*50%*28/90 =155.5556mg/kg bw/dayO|L}.

SIXIOIAIA 2 1300~2200mg/kg bw/dayel ZEIMZS 50U7t A7 E0E Al
EM TE g TE= AHN FSS 0|Xs SA0| LIEILLX| %11, NOAELS
2200mg/kg bw/dayO|1, AF E0Q MA 0|88 50% F AFL(50Y)2
234N Q018 12EHH, 2200*50%*50/90=611.1111mg/kg bw/dayO|C}.
7| O2E 13572 A&eta, A% 13572 i3 520|H, NOAELO| 5/79 A+E

Phenoxyethanol - 515 "olo xx 0|50 NOAELS 357mg/kg bw/dayoILt.

HE AT E0 28Y AIEHOAM NOAELZ2 300mg/kg bw/day0|a, AT £0{9|
Caprylyl Glycol A 0|28 50% L Al@Y4(28Y)2e E254M Q012 112{olH,
300*50%*28/90 =46.6667mg/kg bw/dayO|L}.
Butylene Glycol e AT B 29 AIENAM NOAELS 6000mg/kg bw/day0|1l, AT F0{9|
YeOl wx olgg 50%2| EatAlN Q012 Taf51H, 6000*50%=3000mg/kg bw/dayOILt.

Sodium Methyl
Cocoyl Taurate

Coco—Glucoside

Glycerin

+EEAAM 2 139



AZI7/0f HICIYAIS] OFHTT} A

- OFFTI} A e

- XS JISE BE MENRES BAE Z, 47| W AL 2SI MMl VXA m2t
Z2Z U3, AZAO] HICIQAE OIS BAXOIT Br2ixel XZ0IN, 2 HZS st AIZO]
THs8t MZ0|T, ALY AP0 H2 HoB FHsir)

- 2l HN29L AlRA Y
- AZIFHO| BICIQAIS] ERTB/2HM0Is TS ZT U AFBAHO| BI|S/0f UL,
o AISWA: MEIS 200 HoIM 20 25I1 B0 Y2 WX HIY S0f BT SAYS ofD, MR
S2 20| YX| U2 WX 40fHiCt,
- AIZ FOMEE AR Al £ R9 BES Ietn
o

HEE AHXE=E AME Al 0| RHUSIE=E it

42 YEUS P2 B2 MOILIOF It IR AIZHK

ol
n=

-_L-O
o AZIHO] HICIYA|S AXEBII= HE H22 SdAER0 7|gtot] Eet MFOI0IHE HIkett
1. g HME2 S STMEFHN 2ot YA HAAL0AM WAL, OME S22 3 &0
x x|

A0 HILIYALE B=2 o alEFel S2l/ae 5d, AFGA-ELN, DldE &4
HUM A SR 85 AMHIEL, MF0| SCieetd 40| FEctl, TAZIAN HIHYIAL HE

AL SRS AYY | O1dE ATES He A2 SYEUL. 7HEZS| 715 AFHGAES Sl

(L [ o o [EyhiYe] o —
2 ME2 227(2t 20| AFH0|L, AIS0 Hii== SAK H7|ZH AHIARHS Sofl 2ottt
3. 0j4= é’SEI'_M Zil= U SEE 4= SI82V|ES USei. YR &5 AMYEEIMY [=H
%’-I%—‘?‘— oA 110 05 13(M7 I 021%) 3119 SHY=Z E'J—'?'— 25 MEXZEE AN el

7c’>‘6.:.401| a2t o] E”IHEH HMHstCt ’117f°*5f
5. SCCS SIME MEAY U oMM LIIXIE VER 120 2t SIMENAN HEL ZE N2 &
HEE AU HE AME =20 oliMe IFHELE d&dt= SCCSE XHESIY AZIHO HE
CIYAl MIEQ BE LEUCE AMEStL, AHstAZ(MoS)E AlLtetD
6. A8t dEe= =?I1|°FE°*2|7IT(IFRA 50th Amendment)0i| Eéfﬂ, _|91|01 I:lH:|°JA|9_| 5|L|1 =
60%E ARZoHOF Sk, O] AZIAH|O HICUAOE 0.5% S=E F7I6HA
=ICt
7. O] AZIAO BICIQACl 2= HXE d22 TS0 ABY = UACH, E= J=20| ol Attt
CHHSHAIZY (MoS)= 25 100ECH 21, 0] HELQ QHMS XIX[StCt, PEG-150 Pentaerythrityl
Tetrastearate 2! Avena Sativa (Oat) Kernel Extract2 SiXf ZH= HI2E0SM AY CIOIHE
s = glen, 0] 271X 422 oM FSet =43t HI0|E X222 &off 0| 27X 4&2 IR0
ey XI=2A o 7+xu-12 2o O|040| I;:r%% o e
8. ¥ 2 MZ2 AIS0UIM OFRZIX| OBt a2tot O] HS0| LIEILEX| 9441, Ojydent o

Olef &gkt &HE "*E7f UE B9 SAl HUO|ELH, Az MBXA HZ HS=H, 2 HZE

Io g

OtHRE MBS ME A EAt

“OFFRIZ MBXIO| HETH 312 U NASYRMS HEGIL.

=
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22 1 NE ¥ 424 Sdzfsid EdXi=
2 OAe 48 d29 =23Etd EMARE ANECR Mi&Sotll, HA O|fAl «&/¥2st ZE HE
2 2t ME(Fragrancel RE M2 TS| EE00F g)o EEAA T= 2 422 BEM3EA
(Certificate of Analysis, CoA), tMEZAXIZ(Safety Data Sheet, SDS), ZAIEZE E= AlHH
s =MTAME EEoH0F ofl, WE HZO0| JUS 82 A2 YH0|E HLE
SEEXA ok 141
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INCI E%l: 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 » Agua and Sodium Lauroyl Sarcosinate
Substance name . Sodium N-Lauroylsarcosinate

CAS-MNo. 1 137-18-8

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

Use of the Sub- 1 Surfactant
stanceMixture

1.3 Details of the supplier of the safety data sheet

1.4 Emergency telephone number
USA: 24 Hour Emergancy Response Information CHEMTREC toll free: 1-800-424-9300;
directfinternational: 1-703-527-3887. CAMNADA: Quantum Murmray (spill response)1-877-
378-T745. CANADA: CANUTEC(collect) 1-613-996-6666. EUROPE: 00 32 3575 5555.
ASIA PACIFIC - excl. China: +65 65342-9595. CHINA: +86 B16-625 2206. AUSTRALIA: +61
29616 5890. SOUTH AFRICA: +32 3 575 55 55 LATAM: DBOD 720 8000. 1-613-996-6666.

INDIA: +91 22 30948601/2. JAPAN: +65 6542 9595 (2458 A EMTCEELEEE, o
#3— ) TURKIYE: Sadhk Bakanhi§i 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 irmitation.
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Classification (67/548/EEC, 19%%45/EC)
Harmnful R20: Harmiful by inhalation.

Irritant R36: Imitating o eyes.
2.2 Label elements

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

Signal word : Waming
Hazard statements : H332 Harmful if inhaled.
H319 Causes senous eye irmtation.
Precauticnary statements . Prevention:
P280 Wear protective gloves/ eye protection/ face
protection.
P261 Avoid breathing dust! fume/ gasl mist! va-
poursd spray.
P271 Uss 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 o do. Confinue

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 unweill

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

1.3 Oviber hazard:
This substance/mixture contains no components considered to be either persistent, bicaccumulative
and toxic (PBT), or very persistent amd very bicaccumulative (vPvB) at levels of 0.1% or higher.

SECTION 3: Compeosition/information on ingredients

3.2 Mixtures

Hazardous components
| Chemical Name | cAS-No. | Classification | Classification | Concentration |

2113
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EC-No. (BTIS4B/EEC) (REGULATION (%)
Registration (EC) Mo
number 1372/2008)

Sodium MN- 137-16-6 T; R23 Acute Tox. 2; H330 == 30 -« 35

lauroylsarcosinate 205-281-5 Xi; R41 Skin Imt. 2; H315
01- ¥i; R38 Eye Dam. 1; H318
2119527780-
38-D000

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

It swallowsd : if swallowed, call a poison control centre or doctor immediate-
Iy

4.2 Most important symptoms and effects, both acute and delayed
Symptoms : 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 summounding environment.
Uise water spray, alcohol-resistant foam, dry chemical or car-

bon dioxide.
Unsuitable extinguishing : High wolume water jet
media
313
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5.2 Special hazards arizing 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 Adwice for firefighters
Special protective equipment © In the event of fire, wear self-contained breathing apparatus.
for firefighters
Further inform ation . Prevent fire extinguishing water from contaminading surface

water or the ground water system.
Fire residues and contaminated fire extinguishing water must
be digposed of in accord ance 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 squipment.
Contaminated surfaces will be extremely slippery.

6.2 Environmental precautions

Environmental precautions : Prevent product from enftering drains.
If the product contaminates rivers and |akes or drains inform
respe clive authorities.

6.3 Methods and material for containment and cleaning up

Methods for cleaning up » Spak up with inert absorbent material.
Sweep up and shovel info 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 hygiens and safety
practice.

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

fire and explosion

4113
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7.2 Conditions for safe storage, including any incompatibilities

Requirements for storage . Store in onginal 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 siorage 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 : Tightty fitting safety goggles
Hand protection
Remarks : Impervious gloves
Skin and body protection : Impervious clothing
Respiratory protection . In 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 : ligquid

Colour : clear, colouriess
Odour : charactenstic
Cdour Threshold : No data available
pH : T5-B5

Melting poimt : No data available
Boiling point : No data available
Flagh point : Mot applicable
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Evaporation rate
Flammability (solid, gas)
Upper explosion limit
Lower explosion limit
apour pressure
Relative vapour density

Density

Solubility(ies)
Water solubility

Solubility in other solvents

Pariiion coefficient: n-
octancliwater

Auto-ignition temperature

Thermal decomposition

Viscosity
Viscosity, dynamic
Viscosity, kinematic

Explogive properties

Oxidizing properties

9.2 Other information
Oxidizing potential

Mo data available
Mo data available
Mo data available
Mo data available
Mo data available
Mo data available

ca. 1.01 glem3 (25 °C)

completely soluble

not determined

Mo data available

No data available

MNo data available

Mo data available

. 40 - 80 mm2is (25 *C)

Classification Code: Mo data available

No data available

No data available

SECTION 10: Stability and reactivity

10.1 Reactivity
No data available
10.2 Chemical stability
Mo data available

10.3 Possibility of hazardous reactions

Hazardous reactions

Stable under recommended storage conditions.

6113
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10.4 Conditions to avoid
Conditions to avoid : Mone known.

10.5 Incompatible materials
Materials to avoid : Strong oxidizing agents

10.6 Hazardous decomposition products

Hazardous decomposition . Mo data available
products

SECTION 11: Toxicological information

11.1 Information on toxicological effects

Acute toxicity

Components:

Soadium N-lauroylsarcosinate:

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

Acute inhalation toxicity : LCS0 (Rat, male and female). 1 - 5 mgll

Exposure fime: 4 h

Method: OECD Test Guideline 403

Test substance: 35%
GLP: yes

Remarks: Harmful by inhalation

LCS0 (Rat, male and female). 0.05 - 0.5 mgfl

Exposure time: 4 h

Method: OECD Test Guideline 403

Test substance: 100%
GLP: yes

Remarks: Toxic by inhalation.

Acute dermal toxicity . Remarks: Not applicable

Skin commosion/irmitation

Components:

Sodium N-lauroylsarcosinate:
Species: Rabbit

Exposure time: 4 h

Aggessment: Mo skin irritation
Method: OECD Test Guideline 404
Result: Mo akin irfitation

GLP: yes

Test substance: 30%

Assessment: Non-cormosive
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Method: EPISKIN Human Skin Model Test

Result: Non-corrosive
GLP: yes

Serious eye damage/eye irritation

Components:
Sodium N-lauroylsarcosinate:
Species: Rabbit

Method: OECD Test Guideline 405

Result: iritating
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/S48/EEC, Annex V, B.6.
Result: Did not cause sensitization.

GLP: yes
Test substance: 30%

Germ cell mutagenicity

Components:

Sodium N-lauroylsarcosinate:

Genotoxicity in vitro

Carcinogenicity

Com ents:
Sodium N-lauroylsarcosinate:

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 specles: 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

BI13
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Test gsubstance: No data available

Reproductive toxicity

mpaonénts:

Sodium N-lauroylsarcosinate:

Effects on fertility

STOT - single exposure

Product:
Assessment: No data avallable

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

STOT - repeated e xposure
Repeated dose toxicity

Components:

Sodium N-lauroylsarcosinate:
Species: Rat, male and female
NOAEL: 30 mg'kg

Application Route: Oral
Exposure time: 90 days
Number of exposures: 1x /day

* Test substance- Mo data available

Method. Directive 67/43/EEC, Annex WV, B.7.

GLP: yes

Aspiration toxicity
Product:

Mo data available
Further information

Product:
Remarks: No data avaiable

12.1 Toxicity

Components:
Sodium N-lauroylsarcosinane:
Toxicity to fish

SECTION 12: Ecological information

LCS0 (Danio rerio (zebra figh)): 107 mg/l

9/13



SP CRODASINIC LS30 MIT MBAL-LQ-(RB)

Version 2.0

Revision Date 18.12.2015 Print Date 07.01.2016

Toxicity to daphnia and other
aquatic inveriebrates

Toxicity to algas

12.2 Persistence and degradability
Components:

Sodium N-lauroylsarcosinate:
Biodegradability

12.3 Bioaccumulative potential

Components:
Sodium N-lauroylsarcosinate:
Bioaccumulation

Pariiion coefficient n-
octanol/water

12.4 Mobility in soil
Product:

Distribution among environ-
mental compartments

Exposure ime: 96 h

Test Type: semi-static test

Test substance: 30%

Method: OECD Test Guideline 203
GLP: yes

: ECS0 (Daphnia magna [Water flea)): 29.7 mgi

Exposure ime: 48 h

Test Type: static test

Test substance: 30%

Method: OECD Test Guideline 202
GLP: yas

: ErCS0 (Desmodesmus subspicatus (green algae)): 79 mg/

Exposure ime: 72 h

Test Type: static test

Test substance: 30%

Method: OECD Test Guideline 201

GLP: yas

EbCS0 (Desmodesmus subspicatus (green algae]): 39 magh
Exposure time: 72 h

Test Type: static test

Test substance: 30%

Method: OECD Test Guideline 201

GLP: yas

: Test Type: Biodegradability, 15O 14583

Result: Readily biodegradabile

Biodegradation: 52 %

Exposure time: 28 d

Method: Directive 6T/S4B/EEC Annex V. C4B.
GLP: yas

: 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-
mental compartments

. Remarks: Not applicable

12.5 Results of PBT and vPvB assessment

Eroduct:

Assesament

Components:
Sodivm N-lauroylsarcosinate:
Agsssament :

12,6 Other adverse effects

Product:

Environmental fate and
pathways

Additional ecological informa-
tian

- This substance/mixiure containg 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..

This substance ia not conaiderad to be paraistent, bicaccumu-
lating and toxic (PBT)..

. No data available

. Remarks: No data available

SECTION 13: Disposal considerations

13.1 Waste treatment methods
Product

Contaminated packaging

- Dispose of in accordance with local regulations.

: Empty remaining contents.

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

SECTION 14: Transport information

14.1 UN number

Mot regulated as a dangerous good

14.2 Proper shipping name

Mot regulated as a dangerous good

14.3 Transport hazard class
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Mot regulated as a dangerous good

14.4 Packing group
Mot regulated as a dangerous good

14.5 Environmental hazards
Mot regulated as a dangenous good

14,6 Special precautions for user

Remarks Mot clagsified 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

Mot applicalle 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, or in compliance with the inventory
AICS . On the inventory, or In compliance with the inventory
DSL : Al components of this product are on the Canadian DSL
MNZloC . 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.

12113
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SECTION 16: Other information

Full text of R-Phrases

R23 : Touxie by inhalation.

R38 . Irritating to skin.

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

H315 : Causes skin imtation.

H318 . Causes senous eye damage.
H330 : Fatal if inhaled.

Full text of other abbreviations

Acute Tox. :  Acute toxicity

Ewye Dam. 1 Serious eye damage

Skin lIrrit : Skin irritation

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), FICCS (Philippines), TCSI (Taiwan), TSCA (USA)

Further information

Other information . Additons, Daletions, Revisions
Section 2

The informaticn provided in this Safety Data Sheet is cormect fo 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, slorage, transportation, disposal and release and is not to be consi-
dered a warmanty 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 specified in the text.
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INCI % : 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) 117S- 133S. CIR,
2021.

CR Suphlement Manuseript

La Joermal T Ey
Hi3, el $0%uppaeses ) 1IT5- 101

Amended Safety Assessment of Fatty Acyl  =rowwo=

Sarcosines and Sarcosinate Salts as Used in %%ﬁ:—,;;
Cosmetics sence o

Monice M. Fiume*®, Wilma F. Bergfeld™, Donald V. Belsito™*, Ronald A. Hill***,
Curtis . Klaassen™, Daniel C. Liebler®, James G. Marks Jr.***, Ronald C. Shank®**,
Thomas J. Slaga™, Paul W. Snyder*™, Lillian J. Gill***, and Bart Heldreth'

Abstract

The Expert Pand for Cosmesic Ingredient Safety (Pand) ass e ed the safery of 5 acyl sarcosines and 9 sarcosirate salksas imed in
cosmatics; 3l of these ingredients are repormd @ function in cosmatics as hair conditioning agents and most also can function as
surfacans—dmming agens. The ingredients reviewed in this assessment are composed of an amide comprizing a fatty acyl
residue and sarcosing and are either free ackds or simphk sao thereof, The Panal relied on melevant new dam, includng
concentration of use mnd considered data from the previous Pand report, such as the reaction of sarcosine with oxidizing
matarik possibly resuldng in nitrosadon and the formation of N-nlrososarcosing, The Panel concluded that thess ingredients
are safe as used in cosmetcs when rmulbited 1o be non-Frinting. but thess ingredients should ot be wed in cosmetic
products in which M-nitroso compounds may ba formed

Keywords
safty, cosmatics, iy acyl mroosines, sarcosinats sdo

Introduction The Pamel determined that the Sllowing four sddibonal
. ) fuity scyl| ssrcosine silts are structumlly similar 1o the in-
00, I}- - g boaiing hmu.hc hg‘ruflurl. Sulety grodimis named above, and that the data m the ariginal safety
{Pancl) published & safcty asscosment with the conclusion that ooy ourether with the ne w data presented in this repont,
ihe 3 fhity acvl sarcosines and 3 faity acyl sancosine salts listed stipport the safery of these four addithonal futry eyl sascosins

below are sfe s wed in inse-off producis, safe for e m - § i . i i ; _
leave-on prodiscts ol concentrabons of <5%., and the data ase _— s, s e,

imdﬁrﬁtmﬁmhcmguﬁ}'hwlnpﬂm where Potslm Coooyl Settoiinds Sodiam Oleopl Sarcodirate
the faity scyl ssromines and their sabis are likely o be in- Possim Loyl Secosinas Soediam Palinoyl Sarecdna
haled." These mgredients should nat be wed in cosmetic
prodicts i which Mnitoso compounds may be fommed.

Alll of the ingredients included in this assessment are re-
I'h.'ltlﬂl fo fanchon m cosmetics as haar ;muﬁhrrn.ing agenis,

Cocoyl Sarcosine Ammonium Cocoyl Srcosinaie  and most of these mgredienis are reporied o Einction as
Laurey Sarcoiing Amenonium Lauroy Sircounste  surfactants—cleansing agents” (Table 1)

Myristoy Sarcosine Sodum Covoyl Ssrcos rate

Dleoy Sarcodng Sodum Loy arooirate

Soearoyl Sarcosine Sndum Myrismyl Sare

: "Comete INEre dent Reveew Semee Do
Concentratbon of use dats was not provided at the tme of o"pert Panel for C. : Sty

the origmal safiety ussesament; hecuuse thise values were nof “*fuper Panel for Cosnenc ingredemn Sabsy Former Member
available, the concentration limit of 5% was ctablishad (07 se= comptic Ingredinn Bevies Forma> Dirscior

leave-on prducts hased upon the highea concentration lested  "Comnetic Ingradiont Revies Exscutive Direczar

in human mepeal-mault patch tests. Comncentrabion of we data is

now avalable, and addibonal new relevant daln have been E::'-Fdlr:! ."-"_
diseovered; therefore, the Panel re-opensd the 2001 safety  washingon, DC 2004 LISA,
pssssment 1o resssess the ongmal conclusion, Erid okl - sabery aig

Rovew, 1620 L Strece, WY, Surte | 200,
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Table 1. Definitions, |dealized Structures, and Functions of the Ingredients in this Safety Asssssment (Ref. 2, CIR Saff).

Ingredient CAS
na, Definison and mructure Funczion(s)
Fatry Acyl Sarensines

Cocopl The N-cocoyl derivative of sarcosine thar conforme generally to the formuty Hair condigoning
Sarcosine oy O agent.
6841197 'L\)]\ surbctant—
) - dennsing agent

i
mm-whmﬂﬁMdMMﬂ
The futty acids in Cocop! Soncosine have the falowing ampesiton: 2—4% €0, 55% Ciz, | 9-22% Gy, 0-7%
Cip 4-21% C 5 0-8% odek oad, and 0-I% wnsotwraed foxy odd’

Laurey The N-lauroyl dertvative of N-methyiglhycine that conforms generally 1o the formulx Hair conditoning
Sarcosine rin. o agene.
PRy .\)k surferant—

\N\/\/\/\H/ o desnang agent
o
The faty acid compostion of Laurnd Sarcosine is typically 0-2% CI0, 95% CI2, % C14, 01% C16, and
0-1% deic add’

Myrimoyl The N-myrtstoyl derivative of N-mathylglycons that conforms to the formuls: Hair condigoning
Sarcosine iy o agent.
(51558-73- | surforant—

M M,
3) \/\/\/\/\/\/\r . dennsng apent
fl

Cleyl The condenzution product of oleic acid with N-methyighcine. k onforms generally o the formulx  Hair conditoning
Sarcesine CH, a gent.
{110-25-8) l\)]\ surbcanm—

“#/\/\/\/\n/\/\/‘\/\“/ e d-..l'll" agent
(1]
The foxy e compostien of Qeoy! Sarcosine & typically 4 1o 5% C14, 3—4% Cl4 B0-81% olek acid and
1 1-12% unsaturated fotty octds’

Srearoyl The N-searoy derteative of N-methylglydne that conforms generally o the formula: (sorucre)  Hair eondidoning

Sarcosine 2 agent,
{1 4248-3) | surbctant—
“ﬁ\/\/\/\/\/\/\/\/\lrk densing agent
L]
The fatty sod compositian of Steareyl Sarcosine is penerally 0-2% C 14, 50% C 16 4T% to 49% CI18,and I X
oleic acid"
Famy Acyl Sarcosine salo

Ammonium  The ammonium salr of Cocoyl Ssrcosne Surfacont—
Cocoyl dansing agent
Sarcosinate

Ammontum  The ammaonium sait of Lauroyl Sarcosine. k conforms to the formuly: Hair conditgoning
Laurayl i agent;
Sarcouinate e 'LJ\ surbictant—
(6B003-46- \/\N\/\/\H/ " densing agent
3)

] Lo

Sodum Cocoyl The sodum sah of Cocoyl Sarcosine Halr conditoning
Sarcosinate agent.
(617%1-5%- surBezant—
}] denrsing agent

famntied
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Fiume et d 1195
Table 1. {continued)
Ingredient CAS
no. Definigon and structure Function(s)
Sodium The sodium =k of Lauroyl Sarcosine It conforms generally to the formuby: Hair conditioning
Laureyl L B ajent
Sarcosinate | surbcan—
(137-16-6) "FV\/\/\/\/Y“ deansing agent
1] ha"
TMM'MMPGMI of Sodium Louroyl Sercosinate & typicoly #5% C12, IXCI4, 0= 1% C16, and
0- 1'% olsc aad
Sodium The sodium b of Myrisiod Sareosine. it conforms generally to the formulx Hair conditioning
Myrisuoyl i
Sarcosinate

ﬂ'ﬁ w
e rL surbican—
(3036451 - \/\/\/\/\/\/Y deansng agent
3
&

n

Potassium The potssium salt of Cocoyl Sarcosine Hair conditioning
Cocoyl apent
Sareosinare surbcmme—

deansng sgent

Potassium The potssium salt of Lauroy Sarcosine. It conforms to the formulc Hair conditioning
Lauroyl CH, a apent
(38932-32- b i o deansing agent
0)

Sodium Oleoyl MantdOEqdmghtcmbﬁmmﬂnhﬂl:t Skin conditioning
Sarcosinate €, o spent—
(1435162 l\/L o Macelneous
3' HE _— o

Sodium The sodium it of Palmioyl Sarcosine that conforms o te formulx Hair condtioning
Pal mitod agent; sin-

o, e
(4028-10.8) "* “ . agent—
sl o
o

conditionng

surbcant—
deansng agent

+]

Excempts fom the summary of the 2001 report are dis-
semimated throughowt the text of this re-review document, as
appropriate. (This mformation 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 sareosinate salts In 201 1, the Panel concluded that Cocos
Nucifera (Coconut) Ol and Elasis Guinsensis (Palm) Oil an
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 an: safe in
present practices of use and concentration in cosmetics®; this
conclusion was reaffinmed in 2006,

This safety assessment includes relevant published and
unpublished data that are available for each endpoint that s

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:/fwww.cir-safety.org/supplementaldoc fprel iminary-
search-en gines-and -websites; hitps://www.cir-sa fety.org/
supplementaldoc/cir-report-format-outline). 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 Ewopean Chemicals Agency
(ECHA) website.” The ECHA website provides summaries of
information generated by industry, and it is these summary
data that are reponted in ths safety assessment when ECHA s
cited.
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Chemistry

Definition and Structure

Sarcosine, also kmown as N-methylglycine or N-methyl-
aminoacetic acid, is derived from the decomposition of cre-
atine or caffeine’ Sarcosine is also a naturally occuming
aming acid ©und in marine animals. It conforms generally o
the formula shown in Figume 1.

The ingredients in this report are each an amide comprising
a fatty acyl residue and sarcosing, with connectivity occuming
wiu the nitrogen atom of sarcosime and the carbonyl of the fatty
acyl residue. These ingredients are either free acids (the
curboxylic functional group of the sarcosine residue), or are
simple salts thereof Figure 2. The salts in this report recite the
term “sarcosinale”™ in the name and were referred to in the
previows meport as “samcosinates” or “sarcosnates amides.”
Since these previously ohilized terms could emonsously be
inlerpreted 1o mean esters or amides with comectivity through
the carbonyl of sarcosine, these salts are hereto refermed 10
simply as fatty acyl sarcosine salts.

Physical and Chemical Properties

The ingredients included in this safety assessment are viscous
liquids or wuxy solids (Table 2). The free acids have molecular
weights of pproximately 280-350 Da. The salts are formed

CH;, 0

H OH

from the carboxylic acid moiety and, among the ingredients
reviewed herein, are simple alkali metal {sodium md potas-
sium) or ammanium salis,

The modification of the hydrocarbon chain imparts greater
solubility and crystallinity to the molecule.’ Acyl sarcosines
are somewhat stronger acids than the parent Bifty acids, and
they firm salts in the ncutral and mildly acidic pH range. The
salts are similar physically and chemically to futty scid soups;
the ity acyl sarcosine salts are, however, more soluble in
water und less affected by water handness than are common

Soaps.

Method of Manufocture
The acy] sarcosines are the condensation products of sarcosing
with naturl fatty acids and are produced commercially by the
reaction of sodium sarcosine and the parem Sifty acid chlo-
rides,” The acyl surcosines can then be newralized to form the
sodium or ammonium salis,

The acyl sarcosinates are oflen supphbed as 30% or 95%
aqueows solutions.! According 10 a manufacturer, anly in-
termally prepamd sodium sarcosinale is used s a starling
material. The sodium sarcosinate is then reacted directly with
the acyl chloride, which has been prepared fom the Fee fatty
acid by treatment with phosphorus trichlonide,

Impurities/Composition

Thirty percent squeows solutions of Lmroyl Sarcosine and
Sodium Lauroyl Sarcosinale were analyred for nitrosamines
{test method wavailable).' The detection limits were 65 ppb
for N-nitmsosarcosine in Lowoyl Sawosine and 15 ppb i
Sodium Lauroyl Sarcosinate, respectively; no nitrsamines
were detected. The synthesis reaction s kept in a closed
system for up to several days prior to the suoceeding reaction
to prevent contamination with nitrite precursors, The resction
conditions are not conducive to the formation of nitrsamines
as contarminants, and neither nitmates nor nitrites are wed in the
manuficturing process.

Figure 1. Myristoyl Sarcosne and Sodium Myristoy Sarcosinate, a representative famty acyl sarcosine and salt, respectively.

+EEAAM b
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Table 2 Physical and Chemvical Properties.

Property Description Reference
Cocoyl Sarcosing
Physal Yellow, wiscous, aly liquid I
characteristics
Moleculsr weight  280-290 Da I
Solubs ey Insoluble in water; soluble in most organic solvents, including gheoly gycarin, slicones, phosphate I
esters, and aliphatic hydrocarbons
Médting point 12-18°C 1
Specific gravity 0.965-0.975 (25°125°C) I
Lauroy Sarcosine
Physcl White 1o off-white waxy solid o semisobd with a mild, famy acd odor |
characieristc
Moleculsr weight  280-290 Da I
Solubs ey Insoluble in water; saluble in most organic sohwnts, including gycols, gheern, dlicons, phosphate esters, I
and sliphatic hydrocarbons
Mdtng point B-36°C 1
Specific gravity 0969 I
Dernsicy 0.99% glam’ (15°C) 15
Log P, 4| (Q5AR) 15
Oleoyl Sarcosne
Physal Amber-colored viscous liquid 12
characteristics
Molecular weight 35355 7
Solubl ey Insoluble in water; soluble in most organic solvents I
Mddng point 0°C (solidification point) 7
Density 095 glem’ 7
Log Pow =4 7
Stear oyl Sarcosing
Molecular weight  340-350 Da I
Specific gravity 0924 1
Solubl ey Insoluble in water, soluble in most organic solvents I
Sodium Lawroyl Sar
Physicad Auallable commercially as 2 colorless o slighdy yellow, 0% squecus solution, as solid flakes, or as a I
characreristics subsmncally anbydrous white powder with 97% actve content
White powder (295% active content) 26,31
Clear bguid (30% actve) B
Clear, simost colorfess liquid (29-31% active) 9
Pale yellow dear bquid (30% acrive) 11
Partice size <75, I5%: 75 o S22%: 125 ju, 284%: 250 ., 3.6%: 500 . 0.6%: 1000 p. 02K (95% sctve coment) 18
distribution
Solubi oy Soluble i water |
Meting point 140°C {powder form) 1
146.1°C (95% actve content) 26
Specific gravity 0.99-1.03 (25°25°C) I

Precursons necessary for the “hypothetical formation™ for

polynuclear aromatic hydrocarbons are also absent from the It may contain 2% free fatty acids.
synthesis reactions and none of the stating materials are

Olleoyl Sarcosine. Oleoyl Sarcosine isreported to be 97% pure.”

prepared or provided in o hydmcarbon solvent.” Similarly, the  Sodium Louroy Sarcosinate. According to several suppliers,
pressnce of dioxims was considered “exceedingly impmba-  sodium Lawrow Sarcosinate (30% active) contains 1-1.5%
ble,” as no phenolic compounds were present in any of the  (max.) Sodium Lavurate, 2.5% (max.) free fatty acid, 0.2-0.5%
synthesis reactions, (max.) inorganic salt, and 0.35% (max.) chloride.* "'
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Nitrosation

Sarcosine can react with oxidizing materials and can be ni-
tmsated to form N-nitmsosarcosing,” & compound that is a
liver carcinogen.'* N-nitmososarcosine has been formed by the
reaction of sarcosine with sodium nitrite in an acid solution
and by passing nitous acid fumes through a sarcosine so-
lution.! Aenitmsosarcosine can also be produced by nitro-
sating A-methylarcos ine bydmchlonde or by treating creatine
in an acid medium with an aqueous solution of sodium nitrite.
Primary routes of potential human exposure o N-nitm-
sosarcosine are inhalation, inpestion, and dermal contact. N-
nitrososarcosine has been detected i foodstuffs, particularly
meal, &t 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 Laurovl Sarcosimate was incubated
with 100 mg of sodium mitrite in 10% hydrochloric acid,
investigators detected sarcosine, Lauroyl Slmulme, and N-
nitrososarcosine using thindayer chromatogmphy.' The yisld
of N-nitrososarcosine was 6.0%,

Use

Cosmetic

The safety of the cosmetic ingredients included 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 ingredients in cos-
metics. Use frequencies of individual ingredients m cos-
metics are collected from manufactwers and reported by
cosmelic product category in FDA's Volunlary Cosmetic
Registration Program (VCRP) database, Use concentration
data are submitted by Industry in msponse to surveys,
conducted by the Personal Care Products Comncil (Council),
of maximum repomed wse concentrations by produet
category.

Based on 2016 VCRP data™ and the results of a 2015
Council survey.™ 10 of the 14 ingredients included in this
safety assessment are cumently in use. Sodium Lauroyl Sar-
cosinale has the highest frequency of use, with 485 reported
uses; the majority of these uses are in rinse-of 7 formulations,
primarily bath soaps and detergents (230 uses) and shampoos
(113 uses; Table 3). Sodium Lauroyl Sarcosinate also has the
highest concentrmtion of wse, with maximum use concentra-
tions up to 15% in rinse-off products. The highest reported
leave-on concentrationis 5% Sodium Myristovl Sarcosinate in
eve shadow formulations.

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

available, & concentration limit of 5% was established for
leave-on products, based upon the highest concentration tested
in human repeat-insult patch tests.')

Table 4 provides a listmg of the futty acy] surcosines and
salts not currently reported to be in use.

Several of the ingredients ncluded i this assessment are
used in products that may be ingested (eg <5% Sodium
Myristoyl Sarcesinate in lipstick), are used near the eye (eg,
5% Sodium Myristoyl Sarcosinate in eyve shadow), or come in
contact with mucows membranes (cg, =%% Sodiom Lauroyl
Sarcosinate in bath soaps and detergents). Additionally, some
of the fatty acyl sarcosines and salts 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. In practice, 95-99% of the
droplets/particles released from cosmetic sprays have sero-
dynamic equivalent diameters > 10 pm, with pmopellant sprays
vielding a greater fFaction of dropletsparticles <10 pm
compared with pump sprays."*"™ Therefore, most dmoplets’
particles incidentally inhaled from cosmetic sprays would be
deposited in the msopharyngeal and thoracic regions of the
respiratory tract and would not be respirable (ie, they would
not enter the lungs) to any appreciable amount.'™"™ Sodium
Myristoyl Sarcosinate and Sodim Palmitoy] Sarcosimate were
reparted to be used in face powders at concentmtions of 0, 15%
and 0,081%, respectively, Comservative estimates of inhala-
tion exposures to respirable particles during the use of loose-
powder cosmetic products are $00-fold to 1000-fold kess than
protective regulatory and guidance linats for inert airborne
respirable particles in the workplace," '

All of the fatty acyl sarcosines and salts mmed i the repont
are listed in the European Union mventory of cosmetic in-
gredients, and none of the listed ingredients are restricted fom
ise in any way under the nules governing cosmetic products in
the Eumpean Union.

MNon-Cosmetic

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

* N-Acyl sarcosines, where the acyl group is lauroM,
oleoyl, or derived from the combined filty acids of
cocomit oil, are approved as antistatic and/or antifogging
agents at levels not to excesd 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. [2ICFR178.3130]

In polymens (specifically, cellophane), N-acyl sarcosines,
where the acyl group is lauroyl or steamoyl, are approved
for use only as release agents in coatings at levels not to
excesd a total of 03% by weight of the finished pack-
aging cellophane, and Sodum Lauroy] Sarcosinate is
approved for use at 035% only in vinylidene chloride
copolymer coatings. [21CFR177.1200]

SEUAN cfor
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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
Ma. of uses %) Mo. of uses %)
Cocoyl Sarcosine Laurcyl Sarcosne
10187 1938 015" - 2018" 1538 wi5™ -
Toalk* 22 n 001=1 - MR & 62-63 -
Duraton of usa
Leave-on I& 24 Q-1 - MR MR MR -
Rinsg-olf 5 ¥ 07 - MR 6 62-63 -
Diluted for (bath) use I MR NR - NR NR NR -
Esxposure gpe
Eye area I 2 NR - MR NR NR -
Incidental ingeition MR MR MR - MR NR MR -
Incidental inhalaten-spray 3 > MR - MR MR MR -
Incidertal inhalanen-powder I MR MR - MR MR MR -
Dermal contact 17 n 07-1 - MR I 62 L
Deodorant (underarm) MR MR MR o1z MR NR MR -
Halr-ron-coloring 5 3 ol - MR 5 &3 -
Halr-cokoring MR MR MR - MR MR MR -
Nl MR MR MR - MR MR MR -
Mucous membrane 3 MR o7 - MR | MR -
Baby products MR MR MR - MR MR MR -
Myristoyl Sarcosing Oleoyl Sarcosing
wis" 1558' 2015™ - 018" 1938 015" -
Tonk* I 4 NR . 2 5 MR o
Duraton of use
Lesve-on MR MR MR - MR 3 MR -
Rinse-off ] 4 MR L 2 2 MR -
Diluced for (bath) use MR MR INR, - IR, MR MR i
Exposure gpe
Eye ares MR MR MR - MR MR MR -
Inidentsl ingestcn NR MR MR - MR I NR -
Incidental inhalabon-spray MR MR, MR - I L2 MR -
Incidentsl mhalanon-powder MR MR, MR - ™ r MR -
Dermal contarte I 4 R - y. ] MR -
Deodorant (underarm) MR MR NR - MR, MR MR e
Halr-non-coloring MR MR INR, - R, I MR -
Hair-eoboring MR MR MR - MR | MR -
Il MR MR MR - MR MR MR -
Mucous membrane MR MR INR, - IR, I MR -
Baby preducts MR MR MR - MR, MR MR -
Suemroyl Sarcesine Ammonium Lauroy Sareosinate
018" 1958" 015" - 018" 998" 015" -
Tomls* ] 4 MR - 2 MR MR -
Duradon of use
Leave-on MR MR INR, - R, NR MR -
Rinse-off ] 4 MR - 2 MR MR b
Diluted for (bath) we MR MR MR - MR, NE MR -
(contaued)
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Table 3. (comtinued)

Srenroy| Sarensne Ammonium Lsroy Sareosinae
016" 1998 015" e 016" 1998' 2015" "=
Exposure type
Eye area MR HR MR - MR HR MR -
Incidental ingestion MR MR MR - MR MR MR -
Incidental inhalation-spray NR NR MR - NR NR MR B
Incidental inhal s on- pow der MR HR MR - MR MR MR -
Dermal contact | 4 MR - NR MR MR -
Deodorant (underarm) MR MR MR - MR MR MR -
Hair-non-coloring MR NR MR - 1 NR MR -
Hair-coloring MR MR MR - MR MR MR -
Ml MR MR MR - MR NR R, -
Mucouws membrane MR NR MR - MR NR MR -
Baby products MR MR MR tad MR MR MR -
Sodium Cocoyl Sarcosinae Sodum Lauroyl Sarcosinate
016" 1998 2015™ - 018" 1938 2015 -
Tocals* EL 0 00366 - 485 57 00002515 g
Duration of use
Leave-on 5 | 003607 - n 73 02309 -
Rirse—off 13 14 DE—& - 450 168 0.00025-15 -
Diluzed for (bath) use NR 4 MR e 13 I& 0156
Exposure type
Eye area | MR no3e - 5 MR 045 -
Incidental ingestion MR MR MR - : I D086 -
Incidental inhal 36 on-spray + MR - = 1 M MR -
Incdentalc inhaiation-powder £ " 07" - * it 0.35-05° -
Diermal contact 5 10 003639 - M7 16 0.00025-10 -
Deodorant (underarm) MR MR MR s MR MR MR -
Hair-non-calaring 13 & & - 18 40 13-|5 -
Hair-coloring MR MR MR - 12 MR 15 -
Ml 3 MR MR - MR 1 MR -
Mucows membrane 1 ] 14 - 157 L 0.00025-% -
Baby products 1 1 MR B 1 MR NR -
Sodium Myristoyl Sarcosinaee Sodium Palmitod Sarcosinate
016" 1998’ 2015 - 2016 2015
Totals® 1 2 0I5 - 11 0000183
Duragon of use
Lewve-on I MR 0.15=5 - 0 0.0001 8-088
Rinsecff 15 p 096 " | 1
Diluzed for [barh) use MR MR MR - MR MR
Exposure type
Eye area I MR 0.67-5 - NR 0l4
Incidental ingestion MR MR <5 b MR 000057
Incidental inhal st on- 5pray MR MR MR s .5 MR
Incidental inhal st on- pow der MR MR 0.15; 3.5 - I; 5t 0.081
Dermal contact m 1 0.15-6 - 9 0.00053-3
Dendarant {underarm) MR MR MR - MR MR
Hair-non-colaring B MR 35 - | MR
{eontined
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Table 3. (contnued)
Sodium Myristoyl Sarcosinate Sodium Palmitoy Sarcosinate
W6 1998 015" - 0167 015"
Hai r-codoring NR NR MR . NR MR
Ml MR MR MR - I 0.00018
Mucous membrane 5 MR =54 - MR D.00057
Baby products NR MR MR - MR INR

MR, not reported.

"Becase mch ingredent may be used i cosmetics with muitipls s3posune mhmdﬂmnw:mmmdﬂ:mﬂmﬂm;
**Concentration of we dats wi not availible o the time of the original asessment.

“inchudes products hat can ba prays. but it s not known whathor the reported uses am spray

Fhiot specified whether ths product & 2 sory of 3 powder o nether, but 4 posshie 2 may be 3 @ray o 2 powder, so this sformation s captured for both

categories of indidental imhalation.

ﬁﬂmmhmummihnmmh mpored uses ane powders.

Table 4. Ingredients currenty not reported to be used

Ammoniem Cocoyl Sarcosinate
Pomssum Cocoyl Sarcosimte™
Pomssum Lauroy! Sarcosinae®
Sodium Oleoyl Sareosinae®™

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

surfactants on epidermal penmeability, 3% Sodium Lauroyl
Sarcosine did not increase permeahility.

Thist preveusly mvewed

* Dleoyl Sawosme is approved for use as a cormsion
mhibitor in lubricants with incidental food contact at
levels not to excesd 0.5% by weight of the lubricant.
[21CFR178.3570]

+ Sodium Lawroyl Sarcosinate is approved in adhesives
without limitations, [21CFRI75.105]

Oleoyl Sarcosine is used in lubricants and greases, metal
working fluids, washing and cleaning products, hydraulic
fluids, textile treatment products and dyes, metal surface
treatment products, and leather treatment products. = It is used
in the formulstion of mixtures and/or re-packagmg, building
and comstruction work and sgriculture, forestry, and fishing.
Also, Oleoy] Sarcosine is used for the manufacture of plastic
products, mineral products (eg plasters and cement), fibn-
cated metal products, machinery and vehicles, furmiture and
textiles, and leather or fur,

Toxicokinetics

Dermal Penetration

The amount of transdermal penetmtion from 1% Laroy
Sarcosine (0.5 g)in an ointment was ~ 1660 g over 24 howrs
in Wistar ral, as determined using high-performance liguid
chromatography; addition of 308 vitaman E or 10% squalene
enhanced Laumyl Sarcosine penetration.'

Penetration Enhancernent

Lauroyl Sarcosine (30%) ncreased the won of so-
sothide dinitrate through the skin of the mt; the addition of

Louroyl Sarcosine. The effect of Laumwyl Sarcosine (98% pure)
on transdermal fluorescein delivery across the epidemmis of
hunan cadaver skin was determined using Franz cells * The
vehicles were phosphate buffered solution (PBS; m which
Lauroy| Surcosine was generally insoluble) and aq. ethanol
solution. A 0.7 ent® skin surfice was exposed 0 0.3 mL of
test soluion. Lauroyl Sarcosine only did not significantly
enhance transdermal flux. With ethanol, skin permeability
increased with increasing Lauroy Sarcosine concentrations
(1-3%) in 25-5(%% ethanol solution, and transdermal de-
livery of fluorescein was imcreased by 47-fold usmg for-
mulations containing 3% Lauroyl Sarcosime in ag. 50%
ethanol solutions. The effects of higher concentrations of
ethanol (ie, 75% or 100%) as the vehicle resulted n weaker
enhancement effects, Laumyl Sarcosing 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 Lauroy Sarcosinate. In the study described above, the
rescarchers also examined the effect of Sodium Lauroyl
Sarcosinale on transdermal fluorescein delivery across human
cadaver skin epidermis.™ Sodium Lauroyl Sarcosinate was
completely dissolved in PBS. Only a “very small increase in
transdermal fux™ (0,061 + 0,003 pg) was observed

Absorption, Distribution, Metobolism, and Excretion

When ["Cﬁadi:.lm Lauroy| Sarcosinate was administered to
rats froute of administration not availuble) during a meta-
bolism study, 82-89% of the 50 mg/kg dose was excreted in
the wine and feces within 24 hours." For the next 24 houwrs, 1-
2% was excreted. Nearly all of the excreted matenal was
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found in the urine. In a study in which ['*C]Sodium Lawoyl
Sarcosinale 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 mucosa, and 2.95% in the tongue
immediately afler dosing. At 24 hours, the mean distribution
was 0.79% in the teeth, 0.92% in the ol mucosa, 0,57 in the
tongue, 1.6% i 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 mio the blood,
Approximately 34% of the mdioactivity was excreted i the
urine over a pefod of 4 hours, and 42% was excreted within
24 hours,

Samosing is a mutural amino scid found in muscles and
other body tissues; it is found maturally a8 an intermediate in
the metabolism of choline to glycine ™ Oleoyl Sarcosine is
normal metabolite in man.”

Toxicological Studies

The fatty acyl sarcosines and surcosinate salts have low oral
toxicity.! The oral LDy, values of Sedium Lawroyl Sarcesi-
mate, Cocoyl Sarcasine, and Sodium Cocoyl Sarcosinate wers
4.2 to 6.0 gkg in mts. The oml LDy of Cocoyl Sarcosing in
mice was 1.1 gkg Ten male Yale Sherman Wistur rats per
group were gven a single dose (gavage) of 2.5% aqueous
Sodium Lawoyl Sarcosine; no deaths occurred in groups
given up to 1000 myg'kg, | rat ench died in the 1200- and 1500-
mg/kg groups, 2 died in the 1750 mg'kg group, 4 died after
treatment with 2000 mg'ke, 7 died in the 2250 mg'kg group,
and all 10 mis died in the group given 2500 gkp. Weanling
mits fed 0.5-2% Sodium Laumoyl Ssrcosinate for up to
6 months had no signs of woxcity. During a 2-year feeding
study wsing Wistar mis, the no-observed-cffect level of So-
dium Lawroyl Sarcosimate ws 1000 myg/kpg/day.

Acute Toxicity Studies

Dermal

Sodum Myristoyl Sorcosinate. A dose of 2000 mgike So-
diuvm Myristoyl Sarcosinate in amschis oil was applied for
24 hours to the backs and flanks of 5 male and 5 female RCC
Han:WIST rats using semi-occlusive patches.™ Approxi-
mately 10% of the body was covered Obsenvations were
made 0.5, 1, 2, and 4 hours afier dosing and then once daily for
14 davs. All ammals survived untl study termination. Very
slight erythema, which was observed in 7/10 animals, was
fully reversible within 5 days. The dermal LDy, of Sadium
Myristoy] Sarcosinate was >2000 mg/kg in male and female
mats.

Oral
Olecyl Sarcosine. One study reported that the oml LDy, of
Oleoyl Sarcosme was >5000 mg'kg by gavage, in male and

female Sprague-Duwley rats,™ and unother reported it as
9200 mg/kg in the rat ™ (Details were not provided )

Sodium Lourgyl Sorcosingte. Male and fermale Spmgue-
Dawley rals were gven a single dose by pavage of
5000 mgkg ag Sodium Laurmovl Sarcosinate,™ One fermale
died on day 2; clinical signs were not observed in any of the
remaining animals. The oral LDy, was >5000 mg/kg.

Sodium Ofeoy! Sarcosingte. The ol LDy of Sodium Oleoyl
Samosinate in Tats was 6000 mg'kg,'

Inhalation

Oleoyl Sarcogine. Ten male and 10 female Sprague-Daw ley
rats were exposed nosehead only to Oleoy Sarcosine in 10%
ethanol for 4 hours, according to Orgamsation for Econone
Development  (OECD) Guidelme 403 (acute mhalation
study).” The LCy for mule and female rats was >1.01-
1.85 mg/L air. No additional details were provided.

Sodium Lowroyl Sarcosingte. Cmoups of 5 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 (345% pure) for
4 hours™ The mass median aerodynamic  diameters
(MMA Ds) of the serosol particles at turget concentrations of
0.5, 1, and 5 mg/L were 26-3.1 pm, 2.0-2.7 pm, and 2.5-
4.5 pm, respectivdy; the researchers stated that o 5 mg/L, the
MMAD measurements showed an abnormul distribution,
which may have been caused by the high test substince
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 5 mg/L
group were found dead immedaately afier exposure, and the
remaining animals were killed within 1 howr after exposure for
humane reasons; death was attributed to acule respiratory iret
mitancy. Mo 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 micmscopic lesions were
observed in the lungs of some animals al all test concentra-
timns. The LCsy of Sodium Lawroyl Sarcosimate (34.5% pure)
was between | and 5% for male and female rats.

The scute inhalation toxicity of Sodum Lauroyl Sarco-
sinate (96 2% pun:) was evaloted m Wistar rats pllowng a4-
hour nose-only exposure; the test was performed according to
US Envirmental Protection Agemcy (FPA) OPPTS
870.1300 guideline for acute inhalation toxicity. ™ Groups of §
males wemne exposed to 0105 or (L5 mg/L, and 5 males and 5
females were exposed to | or 5 mg/L. The MMAD of the
scrosol particles at tanget concentrations of 0,05, 0.5, 1, and
5 my/l weee 41-46 ym, 2532 pm, 3538 pm_ and 58—
6.2 pm, mespectively. The 10 animals exposad to 5 mg/L died
within 1-2 hours of dosing, and the 10 animals exposed to
1 mg/mL and 45 of the animals exposed to 0.5 mg/L died
within 1-2 days after dosing; none of the 5 ammals exposed to
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0.05 mgl died during the study, During exposure, labored
respiration was only observed in the | mg/L group only. Afler
exposure, no clinical signs were noted in the low ar high dose
groups: lethargy, flathunched posture, labored respiration,
piloerection, and red discoloration of the mouth and nose
among the males of the 0.5 mg/L group and most Emales (but
nol males) in the | mg/L gproup. At necropsy, red foci were
noled on the lungs in animals of all groups except the lowest
dose group. The LC.y of Sodium Lauroyl Sarcosinate in rats
was 0.05-0.5 mg/L air following the 4-hour exposure,

Short-Term Toxicity Studies

Oml

Sodium Laurcyl Sarcosinate. Groups of 15 male und 15
female Sprague-Dawley albmo rats were dosed omnlly by
gavage daily with 0, 30, 100, and 250 mgkyg Sodium Laroy
Sarcosimate in distilled water for 91 or92 duys,™ Body weight
gains were decreased in males of the 100 and 250 mgkg
groups; the decrease was statstically sigmificant compared to
controls for 5 of 13 weeks in the mid-dose group and 8 of
13 weeks in the high doses group. Absolule stomach weights
{in males), stomach4o-body weight ratios, and stomach-to-
brain-weight ratios (in males and females) were statistically
significantly increased in the 100 und 250 my/kg dose groups.
There was an increase in stomach wall thickness and yellow
discoloration of non-glandular mstric mucosa, and histopa-
thology mvealed an increase in incidence and severity of
squimows cell hyperplasia, hyperkeratosis/ pamkeratosis, in-
fAammation, and edema of the non-gandular mucosa in both
male and females of these groups. Weights of several other
orguns that were statistically significantly different from
control values were not considered toxicol ogically signi ficant.
There were no toxicologically significant changss in hema-
talogy or clinical chemistry pammeters. Mo test material-
relited monality was reported. The no-observed effect level
(NOEL), lowest observable adverse effect level (LOAEL:
local effects), and no-observable advese dfect lowel
(NOAEL; systemic effects) for male and female animals were
30, 100, and 250 myg/ky/day, respectively.

Inhalotion

Olecyl Sarcosine. In o 28-day inhalation study performed
acconding 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 speci fied; however, acconding to
OECD Guideline 412, duily exposure is 6 hours in this type
of study. The MM AD of the aerosol particles were 111, 1.15,
amd 122 pm for the low, mid, and high concentrations,
respectivel y. All test concentrations caused effects at sevenl
sites of the respiratory system with indications for a local
imitation, squamous metaplasia and epithelium proli femtion
and submucous acule inflammation at the base of the

epiglottis; these chunges may be explained by the amounts of
inert material deposited within the respirsiory system. In the
lungs and bronchi, the most prominent finding was a focal
curly stage of fibmsis, The revcarchers stated that due o the
high amount of test substance deposits in the lungs, especially
in the 0.02 and 0.06 mg/L groups, these changes may be
explamed 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 msoluble
and the shape of the particles s not fibrous. There was an
effect on testes, thymus, bruin, lung, and kidneys weights, but
details were nol 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 busis for that
effect level was an effect on organ weight.

Developmental and Reproductive Toxicity

The feeding of up to 1000 mykg/day Sodium Lawroyl Sar-
cosmale did not adversely affect Ertility of albino Sherman
Wistar muts during a 2-vear oral toxicity study.”

Sodum Lauroyl Sarcosinate

A prenatal developmental toxicity study (OECD Guideline
414) was conducted for Sodium Lauroyl Sarcosinate (95%
pure) in Sprague-Dawley rats, ™ Groups of 24 gravid fmale
rats were dosed once daily by gpavage with 0, 30, 100, and
250 mg/kglday of the test article in distilled water on days 5—
10 of gestation, and the animals were killed on day 20 of
gestation. Sodium Lowroyl Sarcosinate was not embryotoxic
of temiogenic. Matemal body weight gains {adjusted) i the
mid- and high-dose prowp were decreased during gestation as
compansd to the controls. Feed consumption was decreased in
the high 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 100and one on day
18 of gestution. The dam that died on day |18 of gestation had
sloughing on the non-glandular regron of the stomach, 7 dead
fetuses had sloughing in the right uterine hamn, and 5 dead
fetuses hud sloughing in the left uterine hormn, and the high-
dose females killed at study termination all had sloughing on
the non-glandular region of the stomach; this effect was not
observed in the low- or mid-dose goups. The NOAEL
{matemal toxicity), LOAEL (malemal toxicity), and NOEL
(development al toxicity) were 30, 100, and =250 mgkg/day
Sodium Lauroy]l Sarcosinate, respectively.

Genotoxicity

In Vitro

Sodium Laumyl Sareosinate was not considered mutagenic
m five stroins of Safmonella typhimurium during plate
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incorporation assays and spot tests.” In addition, Sodium
Lauro Sarcosinaie 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.

Olecyl Sarcosine. Oleoyl Sarcosine in dimethyl sulfoxide at
concentrations of =5000 pg/plate, with or without metabolic
activation, was nol mutagenic in an Ames test with §. nphi-
nnriwm TA1535, TA1537, TAIO, and TASR2S orin an Ames
test with §. nphimurium TA97a, TASS, TAI00, TAIDZ, or
TA1535.7 Positive and vehicle controls gave expected resuls,

Sodium Laurcyl Sarcosinate. The penotoxic potential of Sodium
Lauro Sarcosinate (96.2% pure) was evaluated m an in vitro
mammalian chrmosomal aberation assay in lymphocytes ™
Cells wene 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 withow metabolic activation, Minimal essentinl media
served as the vehick. Sodium Lowroyl Sarcosinale was not
genotoxic. Solvent and posative controls gave expected resulis.

Carcinogenicity

Carcmogenicity data of the Bty acyl sarcosimes and their salts
were nol available; however, the imgredients were nol con-
sidered likely carcinogens as they and their metabolites “do
not belong to any dass of compounds that contains a sig-
nificant number of mutagens or oncogens.”™

Dermal Irritation and Sensitization

Sodium Lauroyl Sarcosinate was non-irntating o rabbits
when administered a8 a 20-30% solution, at a concentrtion of
2% in formulation, or as the pure powder.' A formulation
eontaming 0% Sodium Myristoyl Sarcosinate was not a
primary skin irmtant in rabbits, and 0.01% ag. Sodium Lawoy|
Sarcosinate was non-sensitizing to the skin of guinea pigs.

During a clmical study using 27 subjects, cocobetame (it
wis unclear whether the cocobetaine tested was Cocoyl
Sarcosine or the related, cocoyl N-dimethyl glycine deriva-
tive) markedly mfluenced skin water vapor loss and cansed
erythema, scaling, and fissuring of the skin of the volar
forearm.’ In another study, Cocoyl Swreosine md Sodium
Laurod Sarcosinate retarded moisture loss from the skin via
the formation of a hydmophobic proective layer on the epi-
dermal surface; in an epicutancous palch test using highly
dermatitic subjects, “practically no reaction” was olwerved. In
other clinical sudics, Sodum Lawroyl Sarcosimate (2-5%)
was non-irritating and non-sensitizing,

Dermal Irritotion
In Vitro

Sodum Loursy Sarcosinate. The irritation potential of So-
divm Lauroyl Sarcosinate was evaluated in an In Vitro Skin

Corrosion Human Skin Model Test (OECD Guideline
431) using reconstructed human q;-iicrmh.n Twenty mg of
the test matenal in 0.9% sodium chlonde solution was
applied to the tissue for 3, 60, or 240 minules, and tissue
viahility was measured using 3-(4,5-dimethy Ithiazol-2-y[)-
2 5-diphenyltetrazolium bromide (MTT) uptake. Sodium
Laumyl Sarcosinate was nom-corrosive to reconstructed
human epidermis. Appropriate negative and positive con-
trols gave valid resulis.

Animal

Olecyl Samosine. Oleoyl Sarcosine, 0.5 mL, was applied
neat to the shaved mtact and abraded skan of 3 male and 3
female New Zealand White mbbits under an occlusive patch
for 24 hours. ™ The test sites were scored upon patch removal
and over a 7-day penod. 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 arcas developed slight necrosis and the
skin hardened. Oleoyl Sarcosine was classified as irmitating.

Sodium Louroyl Sarcosinate. The dermal irmitation polential
of Sodium Lauroyl Sarcosinale was evaluated in 6 female
New Zealand White mbbits.”® The test material was diluied 1:
3 in water to give 10% active material, and occlusive patches
containing 0.5 mL were @pplied for 24 hours 10 shaved intact
and abmded skin of each animal. Well-defined erythema was
observed at both mitact and abmaded trestment 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 bhours, well-defined ervthema 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 wene scored at 24 and 72 hours, and the mean scores for
erytherma and edema were 1.834 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 fmale Pirbright White guinea
pigs, the intraderrmml induction consisted of 3 paiss 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 epicutancous
induction concentrtion was 30% Oleoyl Sacosine in pet-
rolatum. The challenge was performed on day 20 and con-
sisted of a 24-hour patch a1 a concentmation of 3% in
petrolatum. The test site was evaluated afier 48 hours; 3
animals had very slight erythema and 2 had well-defined
erythema. The mesearchers classified the test substance as
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Photosensitization In Vitro
Animal Sodium Myristod Sarcosinate. The ocular irritation potential of

Oleoyl Sorcosine. 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 a 0, 1% suspension of the test
substunce in B0% DAE @0% dimethylcetamide, 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 afier each ap-
plication, the animals were irradiated for 10 minutes; during
wesk |, the animals were exposed to ultraviolet A (UVA)
and visible light using a Schott WG 333, 3 mm filter, and
during weeks 2 und 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 afier each mduction application
during induction week 1. The sites were not sconed during
induction weeks 2 and 3; during this time, a total of four
adjuvant mjections 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 afier the last
induc tion iradiation; open applications of 0, | mL of the test
substance was applied to the dorsal skin of the animals for
3 days, and the sites were irradiated 1 hour afier the ap-
plication with a suberythematogenic dose of UVA, UVB,
and visible light. The second challenge was performed after
a |4-day non-treatment period; the test material was applied
in the same manner as the first challenge, but this ime the
application was followed with 10 mimutes irradiation with a
suberythematogenic dose of UVA and visible light. The test
sites were eviluated 24 hours after each challenge appli-
cation. Amy animal in which the imitation score afler
challenge was 1+ point above the score from week | of
induction was considered to be photosensitized. The test
animals were companed 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 <li ght erythema during the fisst challenge.
However, 17 and 15 of the 18 test animals had positive results
afler the first and second challenges. respectively. Oleoyl
Sarcosine was considered to possess a photocontact-allergensc
potential in guimea pigs,

Ocular Irritation

Sodium Cocoyl Sarcosinate (10%) at neutml or shightly acid
pH cnsed slight, tlemporary ocular imitation b no corneal
damage in rabbits according to the procedures of the Draize-
Woodard test' In another ocular irritation study using rabbits,
a 5% aqueous solution of Sodium Lauroy| Sarcosinate coused
minimal conjunctival irritation and no apparent damage to the

cormea.

20%% Sodium Myristovl 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 10 be an ocular corrasive or severe writant in the
BCOP test.

Animal

Dheoyl Sorcosine. Oleoyl Sarcosine was nstilled info one
eye of rabbits acconling to EPA. guidelines; the eyes of half the
rabbits were insed after 30 swonds” Details on the doss and
number of animals were not provided. Draee scones of 47 and
40 were reported for unninsed and rinse eyes, respectively.
Oleoyl Sarcosine was classified as moderately irmitating to
rabbit eyes.

In another study, detachment and clouding of the comea
was seen in rabbits treated with either Oleoyl Sarcosine or its
sodium salt.” Afer treatment with the sodium salt, the effects
on the comea had worsened after | week; this change was nat
reversible afler 15 days.

Cocoyl Sarcosinate (106) at neutral or slightly acidpH caused
slight, temporary ocular imitation but no comeal damage in
rabbits according to the procedurss of the Draize-Woodard
test.’ In another ocular imitation study using rabbits, a 5%
aqueous soltion of Sodium Lawoyl Sarmosinite caused
minimal conjunctival irritation and no apparent damage to the

[=iip: — N

Sodium Myristoyl Sarcosinate. One-lenth milliliter of a
mixture of Sodium Myristoyl Sarcosinate and sodium
myristate was instilled neat into the conjunctival sac of the
right eye of 6 rabbits, and the contralateral eye served as the
control.*® All animals had a positive response to the test
article, and the maximum average eye imtation score was
55.3 at 24 hours after instillation. The mixture of Sodium
Myristoy| Sarcosinate and sodium myristale wis extremely
irritating to rabbit eves and considered a primary eve
irritant,

Mucosal Irritation

Sodium Lauroyl Surcosinate (20% ag. solution, 2% in for-
mulation, powder) was non-irritating o the gums and oml
mucesa of rabbits.'

Clinical Reports
Case Reports

Sodium Louroy Sarcosingte. A female patient developed an
acute severe eczematous reaction onher hands, Bee, and neck,
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and the reaction was reluted to use of a hand soap. ™ Afler apen
and unoccluded patch test resulted in a +3 bullous reaction to
the pmoduct, patch testing with some of the individual con-
stituents was performed. A +3 bullous reaction to a 30% ag,
solution of Sodium Lauroyl Sarcosinate in sterile water was
reported. In 2 subjects patch tested with the soap and Sodium
Laurol Samcosinate, negative results wene 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 Laumyl Sarcosinate ™
Positive reactions were observed in ollow-up patch testing
with 01, 0.5, and 1% aq Sodium Lautoyl Sarcosinate; at
98 howrs, the scoms were =" “+'=" md *+" at these
cmcentrations, respectively.

Summary

In 2001, the Panel published u safety ussessment with the
conchsion that § fatty scyl sarcosines and 5 sarcosinate salts are
safe as used in mnse-off products, safe for wse in lave-on
produa s at concentrutions of <35%, and the dats ane insufficient
to determine the safety for use in products where the fatty acyl
sarcosines and salts are likely to be inhaled. These ngredients
should mot be wsed in cosmetic products in which Monitmso
compounds may be formed This assessment is a re-review of
those original ingredients, as well as 4 additional salts.

Samosine {which is also known as Acmethylghvine or N-
methylaminoacetic acid) is a natural amino acid found in
mise bes and other body tissues, and itis found naturally as an
intermediate n the metabolism of choling to glycine. (eoyl
Sarcosine is also a normal metabolite in man.

Ten of the 14 ingredients included in this safety assessment
are cumently in use. Sodium Lawroyl Samosimile has the
highest frequency of use, with 485 reported wses; the majority
of these uses are in nnse-off formulations, primarily bath
soaps and detergents (230 uses) and shampoos (113 wses).
Sodium Lanmyl Sarcosinate also has the highest concentra-
tion of use, with maximum use concentrations up to 15% in
rinse-off products. The highest reponed leave-on concentra-
tion is 5% Sodum Mynistoyl Samosinate in eye shadow
formulations.

Laurovl Sarcosine and ethanol synegistically increased
skin permeability, as demaonstrated by up to a 47-fold increase
in transdermal delivery of Auorescemn acmss luman cadaver
epidermis using 3% lauroyl sarcosine in ag 50% ethanol,
Laurow Sarcosing and Sodium Lagmy] Sarcosinate alone (in
PBS) did not significantly affect penctmation.

Sodium Mynstoyl Samosinate had a dermal LDy
of =2000 mp/kg in male and female mts. In scute ol stdies
in rats, oleoyl sarcosine had an LD, of 9200 mg'kg, Sodium
Laurow Sarcosinate had an LD, of 5000 me/ke, md So-
dium Oleoy| Sarcosinate had an LDy, of 6000 mykg. Ina 3-
month gavage study of Sodium Lawoyl Sercosinade in s,
the NOEL, LOAEL (local effects), and NOAEL (systemic
effects) were 30, 100, and 250 mgkg/day, respectively.

Acule inhalation studies were performed in mis: with a 4-
hour exposure, Oleoyl Sarcosme had a LCy of >1.01-
1.8 my/L air, Sodium Laurovl Samosinate (34.5% pure) had
an LC g between | and 5%, and Sodium Lauroyl Sarcos nate
{96.2% pure) had an LCs of 0.05-0.5 mg/L air. A 28-day
mhalation study was performed in mts 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
prematal developmental toxicity study in which gravid rats
were dosed by guvage with up to 250 mp'kp/iday Sodium
Lauroy| Sarcosinate on days 5-10 of gestation. The NOAEL
and LOAEL for maternal toxicity were 30 and 100 mgky/day.

Oleoyl Sarcosine was nol mutagenic in an Ames test
(25000 pg'plate, with or withow metabolic activation}, and
Sodium Lawroyl Samosimte (225360 pg/mL for 4 hours
with or without metabolic activation; 22.5-270 pg'mL for
24 hours without metaholic sctivation) was nol genoloxic in
an in vitro mammalian chomooma abermtion  assay
in lymphocytes.

Sodium Lauroyl Sarcosinate wus non-corrosive Lo re-
constructed human epidermis m an In Vitro Skin Corrosion
Human Skin Model Test. Undiluted Oleoyl Sarcosine was
irmitating to rabbit skin, and Oleoyl Sarcosme was classified
as not sensitizing in 8 GPMT in which 3 and 2720 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 1o pos-
sess photocontact-allengenic potential in guinea pigs. A
smgle 24-hour apphcation of Sodium Lauroyl Sarcosinate
{10% active material) produced mean erythema and edema
scores of 1.83/4 und 1.06/4 in rabbits, and the effects were
not fully reversible within 72 hours,

Sodium Myristoyl Sarcosinate, 20%, was considersd 1o be
an oculyr corrosive or severe imitant in vitro in the BCOP test,
and a mixture of Sodium Myristoy| Sarcosinate and sodium
myTistate was extremely irritating to rabhit eyes and con-
sidersd u primary eye imitant. (leoy] sarcosine was classified
as moderately irritating to rabbit eyes.

Discussion

A safely assessment of 5 fatty acyl sarcosines and 5 fatty acyl
sarcosine salts was published m 2001 with the conclusions
that these ingredients are safe as used in ninse-off products,
safe for use in leave-on products at concentrutions of <5%.,
and the data are insufficient to determine the safety for use in
products where the fatty acyl sarcosines and ther 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
basad upon the highest concentration testad in umamn repeat-insulk
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patch tests. Concentration of use data is now available, and
because sensitization is not observed in studies at the highest
concentation currently reported 1o be used, the Panel re-
opened the safety assessment o remove the 5% concentra-
tiom limit for leave-on products.

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

Some of the ingredients inchuded in this report, particu-
larly Lauroyl Sarcosing, can potentially enhance the pene-
trtion of other ingredients thmugh the skin. The Panel
cautioned that care should be taken in formulating cosmetic
products that may contain these ingredients in combination
with any mgredients whose safety was based on their lack of
dermal absorption data, or when dermal a ion was a
CONCETTL.

Sarcosing, a starting material in the mamu facture of the acyl
sarcosines and sarcosinates, can react with oxi dizing materials
and cm be nitrosated to form N-nitmsosancosine, a known
animal liver carcinogen. As a result, the Panel concluded that
fatty neyl sarcosines and salts should not be used in cosmetic
products in which M-nitmso compounds can be formed.

The Panel was concerned that the potential exists for
dermal iritation with the use of products formulated using
fatty acyl sarcosines and sarcosinate salts. The Panel speci fied
that products contamng these mgredients must be formulated
to be non-imitating.

A photosensitization study indiated that Oleoyl Sarcosine
may possess photocontact-allergenic potential in guinea pigs.
The Panel noted that the chemical structure of Oleoyl Sar-
cosine does not have a chromophore, so then are no structural
alerts for photosensitization. Additionally, the study did not
indicate that an mirradinted control was used The Parnel
stated that the allergenic response observed in the study was
not o Oleoyl Sarcosine and wis most probably due to a
contaminant,

The Panel acknmowledged that some of the fatty acd
sarcosines and sarcosinate salts may contain cocovl fatty acyl
substituents and expressed concern about pesticide residues
and heavy metals that may be present in botamcal ingreds-
ents, They stressed that the cosmetics industry should
continue to use current good manufacturing practices Lo limit
impurities.

Additiomally, the Panel discussed the ssue of ncidental
inhalation exposure of futty acyl sarcosines and their salis,
Some of these ingredients are listed in the VCRP in product
types that can be sprays, bat it is not known whether or not
the meported uses are in spmys. 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, snd these products may become

aithorne. Single dose, 4-howr ishalation studies of 10%
Oleoyl Sarcosine and Sodium Lauroyl Samcosinate (9%6.2%
pure) reported LC s value of 1.01-1 85 mg/L air, and 0.05—
0.5 mg'L, respectively; a 28-day inhalation study of oleoyl
sarcosing in rats found that an intrinsic toxicity is unlikely
because the test matenal 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 o any appreciable amownt Fur-
thermaore, dmoplets/partic les deposited in the nasopharyngeal
or bronchial regions of the respiratory tract present no
toxicological concerns based on the chemical and biological
propertics of these mgredients. 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 mhalation 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 approach to evaluating incidental mhalation expo-
sures o ingredients m cosmetic products is avai lable at hip://
www.cir-safety.org/cir-findings,

Conclusion

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

Cocoyl Sarcosine Possum Cocop Sarcosinate®
Lauroyl Sarcosine Pomssum Laurcyl Sarcosinate®
Myriatoyl Sarcosine Sodum Cocoyl Sarcosinate
Oleoyl Sarcosine Sodium Lsuroy Sarcosnate
Stearoyl Sarcosine Sodium Myrewy Sareosinate

Ammonium Cocoyl Sarcosmam®  Sodium Oleoyl Sarcosinate®
A i Lawroyl Sar Sodwm Palmitoyl Sarcosinate

*MNotreponted 1o be in current use. Were ingredients in this
group not in current use o be used in the funre, the ex-

pectation is that they would be wed in product categones and
at concentrations comparable to othes m this groap.
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THE SCIENCE & SAFETY o o o o

:;:::‘L:’CTSU“ s Safety Basics What'sInMy GettheFacts Regulation® About Us Multimedia
Products Owersight

FIND AN INGREDIENT e o o @
WHAT'S IN MY

eeocvers Sodium Lauroyl Sarcosinate | swame s

SHELF LIFE

BATH
Safety Information:

EYE MAKEUP

The Food and Drug Administration (FDA) reviewed the safety of Lauroyl Sancosine, Stearoyl Sancosine, and Sodium Laurosd Sarcosinate and

FACIAL MAKEUP = :
aparaved thelr use as indirect Food additives fer use In cellophane having Incidental contact with foad. Moyl Sarcasines such as Laureyl, Cleayl,

FRAGRANCE or Sarcosines with the combined fatty acids of coconut ofl 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 Co o i@ (CIR) Expert Panel.
HAIR CARE
The CIR Expert Panel svalssted the scientific dabs snd concluded that Coroyl Sarcosine, Laurayl Sarcasine, Myristoyl Sarcosine, Oleoyl Sarcosine,
HAIR DYE AND HAIR " " " " " " & . N
R Steanoyl Sarcosine, Sodium Cocoyl Sarcosinate, Sodium Lauroyl Sarcosinate, Sodim hyristoyl t Cocoyl Sar d
smmonism Lauroyl Sarcosinate were safe as used in rinse-0ff products, and safe For use in leave-on products at concentrations of 5% or less.
NalL
The data were insufficient to determine the safety for use in products where the sarcosines and sarcosinates were likely to be inhaled. The CIR
ORAL CARE Expert Panel cautioned that these ingredients may be susceptible to nitrosamine Formation,
PE AL : .
i More safety Information:
CLEAMLINESS
= CIR Safiety Review: The COR Expert Parel condicted previcus safety assessments on each of the Fatty acids that appear in these Acyl Sarcosines
and Sarcosinates (coconut acid, oleic acd, lauric acid, myristic acid, stearic acid). in each case the Fatty acld @ was safe For use in cosmetic
SKIN CARE formulations. The acyl sarcosines and sarcosinates had low oral baxicity They were not mutagenic. These ingredients were nonirritating and

2

nansensitizing to skin, although they enh d the pe ion of other ing! through the skin.

SUNSCREENS AND

SUNLESS TANNERS The Cift Expert Panel that the acyl sarcosines and i were safe as used in rinse-off products, They may be safely usedin
leave-on products st concentrations up ta 5%, the Mighest concentration tested in chnical irritation and sensitization studies. Because of the
absence of data on inhalation toxicity of these ingredients, the CR Expert Fanel concluded that the avallable data were not sufficent to support

AR B B R A B ARRRRRLE

the safety of acyl sarcogines and sarcosinates as cosmetic ingredients in products where they are ikely to be inbaled.

The CIR Expert Panel also acknowledged that sarcosing may be nitrosated te Form Nenltrososarcosine, a potentially carcinogenic compound.
Therefore, these ingredients should not be used in cosmetics and personal care products in which N-nitrose compounds may be Formed.

More information aboist nitrosamin

Link to FDA Code of Federal Regulations for N-acyl sarcosines

The aryl sarcosines and sarcosinates may be used In cosmietics and persanal care products marketed In Europe according to the general provisions

of thie Cosmetics Regulation of the Eurapesn Union.

More Scientific Information:

Cocoy] Sarcasing, Lauroyd Sarcosine, Myristoyl Sarcosine, Dleoyl Sarcosine, Stearoyl Sarcasine, Sodium Coooyd Sarcosinate, Sadium
Laureyd Sarcosinate, Sodium Myristoyl Sarcosinate, Ammondum Cocoyd Sarcosinabe and Ammonium Lauroyl Sarcosinate are 3l N-acd
derivatives of sarcosine. In cosmetics and personal care products, the acyl sarcesines and their salts Function as hair conditioning
agents and surf;

@ - cleansing agents.
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https://helpcosmetic.or.kr/pc/license/license02.php?code=foreign&category=&pos=&cod
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https://kcia.or.kr/home/law/law_05.php?steam=&sse=2&0ob=&skind=TITLE_CNTNT&swor
d=%EB%8C%80%EB%A7%8C
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