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INCI Name Cas No. w/w% i
Aqua 7732-18-5 73.57 % A
Decyl Oleate 3687-46-5 15.0 B A
Ethylhexyl Methoxycinnamate 5466-77-3 3.0 I |
Phenylbenzimidazole Sulfonic Acid 27503-81-7 2.78 17 9 |
Cetearyl Alcohol 67762-27-0 / 2.205 Uik |
8005-44-5
Sodium Hydroxide (45 % solution) 1310-73-2 1.2 pH 34 & |
PEG-40 Hydrogenated Castor Oil 61788-85-0 0.63 Uik A
Butyl Methoxydibenzoylmethane 70356-09-1 0.5 7 9 )|
Sodium Cetearyl Sulfate 59186-41-3 0.315 Uik A
Carbomer 9007-20-9 / 0.3 5 A A
9003-01-4/
76050-42-5 /
9062-04-8 /
9007-16-3 /
9007-17-4
Disodium EDTA 139-33-3/ 0.1 LA
6381-92-6
Methylparaben 99-76-3 0.3 g
Propylparaben 94-13-3 0.1 g
Total 100.00
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| hereby declare that the products described below manufactured in conformity with

Cosmetic Good Manufacturing Practice
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Phase | INCI Name w/w%

A Cetearyl Alcohol 2.205
PEG-40 Hydrogenated Castor Qil 0.63
Sodium Cetearyl Sulfate 0.315
Decyl Oleate 15.0
Ethylhexyl Methoxycinnamate 3.0
Butyl Methoxydibenzoylmethane 0.5
Propylparaben 0.1

B Aqua 53.57
Phenylbenzimidazole Sulfonic Acid 2.78
Sodium Hydroxide (45 % solution) 0.9
Methylparaben 0.3
Disodium EDTA 0.1

C Aqua 20.0
Carbomer 0.3
Sodium Hydroxide (45 % solution) 0.3
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INCI name : Decyl Oleate

decyl oleate

Maodify Date: 2021-02-13 22:11:03

Common
Name decyl oleate
Molecular
CAS Number 3687-46-5 Weight 42272700
Density 0.866g/cm3 Boiling Point  194-8°C at 760
o = mmHg
Molecular
Formula 28115402 Melting Point  N/A
MSDS N/A Flash Point 77.1°C

# Chemical & Physical Properties
Density 0.866g/an3
Boiling Point  494.8°C at 760mmHg
Molecular Formula CpgHgsq05
Molecular Weight 42272700
Flash Point © 77.1°C

Exact Mass 422.41200

PSA 2630000
LogP 970780
Index of Refraction 1.458

Practically insoluble in water, miscible with ethanol (96 per cent), with methylene

Water S bilit
ater Solubility .| ide and with light petroleum (bp: 40-60 °C),

13



INCI name : Ethylhexyl Methoxycinnamate

Appearance - liquid

Physical state - liguid

Colour - light yellow

Odour > mild

Odour Threshold - Mo data available

pH - Mo data available

Melting point/freezing point D -13°F/-25°C

Boiling point/boiling range - 3879-392°F/ 197.7-200 °C
(4 hPa)

Flash point 1927 °C

Evaporation rate - not determined

Upper explosion limit . Upper explosion limit
not determined

Lower explosion limit o Lower explosion limit
not determined

Yapour pressure : not determined

Relative vapour density : not determined

Relative density - Mo data available

Density : 1.005- 1.013 gfem3 (20 *C)

Solubility(ies)

Water solubility ;. insoluble

14



INCI name : Phenylbenzimidazole Sulfonic Acid

| M PHYSICAL AND CHEMICAL PROPERTIES

Physical state:
Solid

Odor:
None.

Molecular/Formula weight (g/mole):

274.28

Flash Point Tested according to:
Not available

Upper Explosion Limit (%):
No information available

Boiling point/range(°C/°F):
No information available

Specific gravity:
No information available

Evaporation rate:
No information available

Odor threshold (ppm):
No information available

Miscibility:
No information available

Appearance:
Crystalline powder.

Taste
No information available.

Flammability (solid, gas)
no data available

Autoignition Temperature (°C/°F):

No information available

Melting point/range(°C/°F):
>300 °C/572 °F

Bulk density:
No information available

pH
No information available

Vapor density:
9.46

Partition coefficient
(n-octanol/water):
No information available

Solubility:
Soluble in Water

15

Color:
White.

Formula
C13H10N203S

Flashpoint (°C/°F):
No information available

Lower Explosion Limit (%):
No information available

Decomposition temperature(°C/°F):
No information available

Density (g/cm3):
No information available

Vapor pressure @ 20°C (kPa):
No information available

VOC content (g/L):
No information available

Viscosity:
No information available



INCI name : Cetearyl Alcohol

Product Name:
INCI Name:
CAS Number:
Lot Number:
Expiration Date:

Certificate of Analysis

(Representative Sample Certificate)

Cetearyl Alcohol
Cetearyl Alcohol
67762-27-0

Not available (data may vary slightly with different lots or batches)

24 months from production date

Analytical Tests Specification Actual Analysis
Appearance @ 25°C White Flake/Pastille White Pastilles
Hydroxyl Value, mg KOH/g 208.0 - 228.0 214.7
Saponification Value, mg KOH/g 3.0 Max 0.25

Iodine Value, cg 12/g 4.0 Max 0.15

Moisture, % w/w 010 Max 0.09

Color (APHA) 40 Max 5

C1l4 & Lower 2.0 Max 0.22

C1l6 22-32 29.30

C18 66-76 69.24

C20 & Higher 5.8 Max 0.61

Total Alcohol, % 96.8 Min 95.80

16




INCI name : Sodium Hydroxide

Physical and Chemical Properties

Appearance
Physical state
Form
Colour

Odor

Odor threshold

pH

Melting point/freezing point

Initial boiling point and boiling range
Flash point

Evaporation rate

Flammability (solid, gas)

Clear to slightly turbid, viscous liquid
Liquid

Viscous liquid

Clear water-white
Odorless

Not Available

> 14 (at high alkali concentration in water, pH scale is not
applicable)

57.2 °F (14 °C) / 57.2 °F (14 °C) (approximately)
284 °F (140 °C) @ 760 mmHg

Not Applicable

Mot Applicable (the only evaporation that occurs is water)

Not Available

Upper/lower flammability or explosive limits

Flammability limit — lower (%)

Flammability limit — upper (%)

Explosive limit — lower (%)

Explosive limit — upper (%)
Vapor pressure

Vapor pressure temp.
Vapor density
Relative density
Solubility (ies)
Solubility (water)

Solubility (other)

Partition coefficient (n-octanol/water]
Auto-ignition temperature
Decomposition temperature
Viscosity
Viscosity temperature
Other information

Specific gravity

Naot Applicable
Not Applicable
Not Applicable
Not Applicable
0.2 kPa

1.5 mm Hg

77 °F (25 °C)
Not Available
1.52 g/em?

Soluble in all proportions

Soluble in absolute alcohol, methanol and glycerol.
Moderately soluble in ethanol. Insoluble in acetone and
diethyl ether.

Not available

Not Applicable

Not Available

25.39 cSt (40% solution)

68 °F (20 °C)

1.52at20°C

17



INCI name : PEG-40 Hydrogenated Castor Oil

Appearance
Physical state:
Form:
Color:
Odor:
Odor Threshold:
pH:
Melting Point:
Boiling Point:
Flazh Point:
Evaporation Rate:
Flammability:
Explosive limit - upper:
Explosive limit - lower:
Vapor pressure:

Vapor density (air=1):
Density:

Relative density:
Solubility in Water:
Solubility {other):

Partition coefficient (n-
octanoliwater):

Self lgnition Temperature:

Decomposition
Temperature:

Kinematic viscosity:
Dynamic viscosity:

Particle properties:

solid

Paste

White

Slight characteristic odor
Mo data available.

Mo data available.

=< 104 "F/40 °C

Mo data available.

509 “F265 °C (Cleveland open cup)

Mo data available.
Mo data available.
Mo data available.
Mo data available.
Mo data available.

Mo data available.

1.0333 g/ml{122 "FI50 °C)
1.0258 g/mi {140 *F/60 °C)
1.0183 g/ml (158 °F/70 °C)

Mo data available.
Emulsion(1%,25C)
Soluble in lower alcohols
Mo data available.

Mo data available.
Mo data available.

No data available.

360 mPa.s (122 *Ff30 °C)
255 mPa.s (140 *Ffa0 °C)
215 mPa.s (158 *Ff70 °C)

Mo data available.
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INCI name : Butyl Methoxydibenzoylmethane

PHYSICAL AND CHEMICAL PROPERTIES

Appearance Refer to Spec Sheet
Physical state FowderCrystal.
Form Powder. Crystalline powder.
Color Refer to Spec Sheet

Odor Characteristic.

Odor thresheld Mot available.

pH Mot available.

1823 °F (83.5°C)
865.4 °F (463 °C)

Melting point/freezing point
Initial boiling point and boiling
range

Flash point = 200.0 °F (= 93.3 °C) Closed Cup

Evaporation rate Mot availlable.

Flammability (sclid, gas) Mot available.

Upperflower flammability or explosive limits

Flammability limit - lower Mot available.

(%)

Flammability limit - upper
(%)

Explosive limit - lower (%)

Mat available.

MNat available.
MNat available.

0.0000002 kPa (77 °F (25°C))

Explosive limit - upper (%)

Vapor pressure

Vapor density 10.8

Relative density 1:22 glcm?® at 20 °C relation to density of water at 4°C

Solubility(ies)

Solubility (water) Insaluble

Partition coefficient
(n-octanolfwater)

Auto-ignition temperature

Decomposition temperature

Mat available.

MNat available.

Mot available.

Viscosity Mot available.

Other information
Explosive properties Mot explosive.

Flammability class Combustible 1IB estimated

Molecular formula C20H2203

Molecular weight 310.39 g/mal
430.38 g/mol

Oxidizing properties Mot oxidizing.

19



INCI name : Sodium Cetearyl Sulfate

sodium,hexadecyl sulfate,octadecyl sulfate
Medify Date: 2021-01-23 13:42:39

Common Mame  sodium, hexadecyl sulfate, octadecyl sulfate

5018641-3 Molecular 694035
CAS Numb
umaer Weight 00
Density M/A BoilingPoint N/A
Molecular
H Melting Point  N/A
Formula C34170Na0sS; ng Poin
MSDS NIA Flash Point  N/A

22 Names
Name sodiumhexadecd sulfate octadecy sulfate

Synonym More Synomyms

# Chemical & Physical Properties
Molecular Formula  CagHypNaOgSo
Molecular Weight &94.03500
Exact Mass &93.44100
PSA 149.62000

LogP 12.83080

20



INCI name : Carbomer

Product Name: Carbomer Batch : 2021xxxx
Appearance White powder Complies

Aqueous solution viscosity ( 0.5% ) 45000-65000 cp 57000 cp

Clarity, % transmittance (420 nm) 288% 90%

Moisture <2.0% 0.73%

[Residual ethyl acetate and cyclohexane  [<0.45% Complies

Heavy metals ISIO lies

Storage: Low temperature store, Keep away from strong
Shelf life: 2 years when properly
Conclusion: Meet the requi ts

-
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INCl name : Disodium EDTA

Information on basic physical and chemical properties:

e Appearance: White
e Physical State: Solid
e Odor: Odorless
e pH: 4-6 in5% aq. solution
e Melting Point: 252°C
e Ignition Temperature: No data available
* Decomposition Temperature: > 252°C
e Vapor Pressure: No data available
e Relative Vapor Density: No data available
e Density: No data available
e Volatility: No data available
¢ Bulk Density: ca.700 kg/m’
e Odor Threshold: No data available
e Viscosity, dvnamic: No data available
e Water/Oil Dist. Co eff.: No data available
e Tonicity (in Water): No data available
e Partition Co-efficient: n-octanol/water: No data available
e Boiling Point/Range: No dafa available
e Flash Point: No data available
e Sublimation Point: No dafa available
e Specific Gravity: No data available
e Water Solubility: 100 g/1 at 20°C
9.2. Other information:
Molecular Formula: CigH14N:NaxOg - 2H;0
Molecular Weight: 372.23 g/mol

22



INCl name : Methylparaben

methylparaben
Modify Date: 2021-01-23 10:42:42

Common

methylparaben
Name e

CAS Number 07673 Molecular ., > 147
Weight

Density 1.240.1 glom3 Boiling 2655+13.0°C at 76

Point 0 mmHg
Molecular Melting o
Formula CgHgO3 Point 125-128 °C(lit.)
MSDS Flash Point 116.4+126°C

# Chemical & Physical Properties
Density 1.2+0.1 gfcm3
Boiling Point  265.5+13.0 °C at 760 mmHg
Melting Point  125-128 "C(lit.)
Molecular Formula CgHgO3
Molecular Weight - 152.147
Flash Point 116.4+12.6 °C
Exact Mass 152.047348
PSA 46.53000
LogP 1.87
Vapour Pressure  0.0+0.6 mmHg at 25°C
Index of Refraction 1.547
Stability Stable. Incompatible with strong oxidizing agents, strong bases.

Freezing Point 131°C
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INCI name -

Propylparaben

Propyl 4-hydroxybenzoate

Modify Date: 2021-01-23 17:44:55

Common
Name Propyl 4-hydroxybenzoate
94-13-3 Molecular
CAS Number Weight Rl
bensiy 1.1£0.1 g/om3 Boiling 294.3+13.0 °C at 76
Point 0mmHg
Molecular 10711203 Melting - o5 96 <cit.)
Formula Point )
msps L USA Flash Point 124.6+12.6 °C

$ Chemical & Physical Properties

Density

Boiling Point
Melting Point
Molecular Formula
Molecullar Weight
Flash Point

Exact Mass

PSA

LogP

Vapour Pressure
Index of Refraction
Stability

Water Solubility

1.1+0.1 g/cm3

294.3113.0 °C at 760 mmHg
95-98 °C(lit.)

C1oH1203

180.201

124,6+12,6 °C

180.078644

46,53000

2,93

0.0+0.6 mmHg at 25°C
1.532

Stable. Incompatible with strong oxidizing agents, strong bases.

<0.1g/100 mL at 12°C
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INCI name : Decyl Oleate

*

*

2

L R R R 2

A4+ B& T PR [ LDso> 5000 mg/kg bw o 1+ B A A
& # % LDso> 2000 mg/kg bw - 4
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Irritation Index, Pll)ix B 5 0.08 ~ 0.05 f- 0.28 » @ {+:< 2 Draize #
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100% Decyl Oleate e P& fijcit o LR 1 | Frir 1234 4 7
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HRIPT) iRl3# ¢ > 103 & X343 * 3 1%~5% Decyl Oleate fic > {5 %
402 %% ;é"‘ﬁ ¥ %5 % 448 % 5.5% Decyl Oleate ehw e {4 & & 4
CETEN S

B 2T 345 CIRF=H 4R 4 # * Decyl Oleate A it # &
B 5 <0.1%3 50%(CIR1982)> & 2003 & 4F £ R 5 0.5%-88%
(CIR 2003) - 3

S TR

I~

1. Safety Assessment of Alkyl Esters as Used in Cosmetics. UT
34(Suppl.2):5-69, 2015.

2. Final Report on the Safety Assessment of Decyl and Isodecyl Oleates.
JACT 1(2):85-95, 1982.

3. The MAK-Collection for Occupational Health and Safety: Annual
Thresholds and Classifications for the Workplace, 2002.

4. ECHA = =k: https://echa.europa.eu/registration-dossier/-

/registered-dossier/13270/7/1 .

5. Hartwig A, MAK Commission.n-Decyl oleate. MAK Value
Documentation, supplement-Translation of the German version

from 2019. MAK Collect Occup Health Saf. Sep;6(3), Doc056, 2021.

2. INCI name : Ethylhexyl Methoxycinnamate

*

2

s 'RE F* T JRA 14 LDso>8g/kgbw » + B & AT JRA 4
LDso>20 mL/kg bw -
Frafqotlpott 120 $2 20T AFRLREFFE A 28
16 = > B3 X A% SE NE XL PREFFL32 0 85a
RAAKE o ¥ - IE;‘?‘E%E/»\% pAE4E,- R ;qu“#\ﬁrﬁ@?'
P 005ml £ 5% A5 - &9 #0025ml F Rl e50%
POpkA R 2 2em? e QIR L LK R B REAE T LG R
foo 1
A IRATHE 120 £ RS AFRLREFFTF 520 % 16
X ERATE o !
THLEAR AR BAAARBZIPFTLY 553 4
$|£ g F F %% 0555~ 277 §v 555 mg/kg bw ¢# £ o NOAEL &
555 mg/kg bw/day - 1
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& HERME/AGA ¥ P S FTALS38 B R ¥Rk o & L
AT EBMARG AT n V- Rk EE MG Y s
MR R0 wd €45 % = Ames BIEPI A B IR o Jlﬁi§4 >
ABEH T TR imre chRk 3RS 2 BALB/c 3T3 iwmz chimie fE it k1o
S Y R A R VT e ch R R T AR e o R IR %
Bpom (B R M ol O e AR PIERA T BB TFERET 0
PMae RRB L RHR IR - FEIHEIARIREFTT S
BT REHN L

L S T § C/

ARAM AL E X RRRAR RN A EE R !

¢ e F8; uf/%,m;gm/mf% % i ® $) 0.2% 0 %
BPAEM G PR Y R o

O SASC R TS%EREY N R a2
kB 6] %I 4% Ethylhexyl Methoxycinnamate
WA AT @ F e A % 5 BRI BEFALE 25 - R
Tl * G B b 2%

€ k3 [ Scerevisiae kR R FEHkK 5 A1 CHO ‘wre 48 oF L 1R IR
Hidse B e -1

¢ CRBddR B 10 RGEE Y o NRER R 24 [ F o RIS T
FANEAARFTRB AL T SR ARG !

* ByFa

*

1. European Commission, Reports of the Scientific Committee on
Cosmetology (Ninth Series): 2-Ethylhexyl-4-methoxycinnamate
(5466-77-3),1999.

2. ECHA *e:k: https://echa.europa.eu/registration-dossier/-
/[registered-dossier/15876/7/2/3 .

3. UV-Filters in Sun Protection Products, Opinion of the Federal

Institute for Risk Assessment, 6th August, 2003.

3. INCI name : Phenylbenzimidazole Sulfonic Acid

& LPEP ] KREEr RS ¥ LDso>5000mg/kgbw @ < B & JR
# 4 LDsp>1600 mg/kgbw: = & 1+ & & 3 |+ LDso>3000 mg/kg bw>
B & MM i 53 4 LDso 4 *Y 1000 ~ 1500 mg/kg bw - *
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B o flgor 1R3E Ad 3 SR TR LS A F & T
L = B P c) C A

AARSP R FIHEAARERET SAARTSF T 1A A
¢ it X 2 Rl F A 0 i 5 OECD 4p3l 406 fr GLP AR
TREFCFATEEBLEN ARG AT E R A KBk
s o2
TRhLFELM AL EY BF 130 JRATT %% » NOAEL 5 1000
mg/kg bw /day - !

CRRE/RBE AR FIRERERY > RRF @;ﬁ\f&«pﬁ
L3 RREL A BEHBRE DRI T ERE R -

- ML WS RRRRNS R T SRR T 2 g%ﬁ
ROEH S S M R R 4o o !

LE TEAE & <

4784 T Wistar * RLATfE® 6% 5% 15 % » & % U

=
N

=

HARPZHIE? > @i d B E R o2
FEABHT A F DHIREA B A e TR
By (v JREFIRLA MR T P A E I A e
Bﬂ‘ié bt P frin 2P FIRAE RS T IREBRISY GL BT A
’?iﬁa*i%h‘ C BT AU B [Fefotndi AR o T 48 ) o T AR
,L}_#Uﬁg °
FABT RAMET P > #lg 77 80mg it ke RS T
(1.86 MBa) = B 4 4527 6 L b 5 LB F L B> AHF RE S
n%éﬁ’sfyfﬁfséﬂ,f/ AT At 120 | FEFEEELE RS ET
AR 3t x99 0.2% e
FM R ZEGERY OB EH B ORREIN G AR E
Heehiz5r(24 | P5-3/10; 48 /| P5-7/10); £ # pl3g wu|i5%
r2 3T3-NRU sk & 4p)38 31 8 ) ehsk 1] % % dic(photo-irritation factor,
PIF) = 1.4 > f@jj%ﬂ}i%.iﬁ—;i‘l |z @ kF o !
A B ficdy - > W H#-E B 5%7e 10% Neo Heliopan (Phenylbenzimidazole
Sulfonic Aud)% * 450 % & m;J—‘F% AN ORI R 48 ] BF ok
BE (548 BT | BRI ARRIIA K F b 1 5%fc 10%
BEFEAFARY PFEF XA B 0.ImLEEF 20 & ;)ﬁﬁ—%"m
M gl 14 % B ABRRIARF L

\ﬂr *m«\
o

“a

Ay

=

<7 4
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R
SCCP/1056/06- Opinion on phenylbenzimidazole sulfonic acid and
its salts COLIPA S45, 2006.

2. ECHA X xk: https://echa.europa.eu/registration-dossier/-

[registered-dossier/5464/7/5/1 .

=

4. INCI name : Cetearyl Alcohol

® 7 3% ! Cetearyl Alcohol ¥ A "qfi% = " "Af R &4 » L & o
20%~35%:7 Cetyl Alcohol g b fi% = 65%~80%:77 Stearyl Alcohol & *y
fRled o Vit 53 A M b AE L (L BY I L2 for A
A )H) 0.1%~1.4% 0 # HcE 4AF% KN 1%~3.5% 0 A dBde KR K
0.2%~2% - !

& 413 {4 Cetyl Alcohol @r¥fE 2z + 84

T JRE 4 LDso + ** 8.2
g/kg bw - !

L g A fefgl @ #-2 5 3.0% Cetearyl Alcohol 5 F % 4f e &
o itk F L pE o BLRIE R Tk o @ CetylAlcohol (7 50.0%
T bR)% e R B e B K o B A Feahlgeio] T
Mo %100 v 4 PRBEPF > Cetyl Alcohol AAR 5 & §1 gl o 2

& LAl m Bcdy o 5 Isostearyl Alcohol £ A ﬁ%(S 0%t =
i3 ¥ )frz 5.0%E A "qfgert F A& X S RandskiE s ARt

o

B AR AR b 25%B AT g 15 il ORI A TR Ko e
g ot

& T ES M E8dy o 5% Behenylalcohol Wi Z>J f$ & CD * &¥
1726 1F U PRAE T %% > NOAEL 5 1000 mg/kg bw /day °

& RR¥M/FEF M EBY o 7 Isostearyl Alcohol £ A 7y fig 14 B

&P LT2 x%/ﬁ Rl F L Jeh
& R &

1

& AT NEE D mlichy o < I0A L 4R REE T (N o
By K pogR iR oA g i e

¢ ki lmidye 4 CetylAlcohol 52 X3¢ ¢ =k 33 4.0%

gl e T A 2 R RAES T3 R éiﬁ AP LR F

Y - Y 77 1.0%m e fE ek H ARl 407 ri"?éﬁp
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5.

3.0% Cetearyl Alcohol & 7 i {74 B A § 34T

é‘—’ﬁ VIR R o

Hi % 2T D CR B R 305 %% > & 3o insll "o ik i

PESFP R EX 2enls .fs%‘.%‘ra; HATEOT R Y LR BT Y 4E

A ek B T AT B Ro] BRI tofE ~ iRl - B A P B

F 2GR g eié * kR 42 Fl 5 0.0002% ~15% o 3 R

PR ¢ e R FDA en% 2o iiF & =i bR FEH P o4

5 PR

1. Final Report on the Safety Assessment of Cetearyl Alcohol, Cetyl
Alcohol, Isostearyl Alcohol,Myristyl Alcohol, and Behenyl Alcohol.
JACT 7(3):359-413, 1988.

2. lglesias G, Hlywka J, Berg JE, Khalil MH, Pope LE and Tamarkin D. The
toxicity of behenyl alcohol. |..Genotoxicity and subchronic toxicity
in rats and dogs. Regul Toxicol Pharmacol. 36(1):69-79, 2002.

3. Annual Review of Cosmetic Ingredient Safety Assessments:
2005/2006, UT 27(Suppl. 1):77-142, 2008.

4. CFR-code of federal regulations title 21: Part 172 - food additives

permitted for direct addition to food for human consumption, 2020.

INCI name : Sodium Hydroxide

¢

¢

*

R I % N 1 Mp\+2% ~ FRFLAN<1.0% ~ Frfih ®<0.2% > @ H i
? 3 0.1% °
4=]v_+_ M AT IRFMEL Y 0 F 5 M JREERLPIES
"RALEAE A AR RRIML Y 0 50%E F 0 HoILe )
Hb— R ERRf bt B 55508+ BehgEari
## LCso> 0.75 mg/L(% % 2 /] ) = 2
g XE L g A i LR BRI KRR REF § KL
I 3 Ppforr ek S o 199502 ML(EC)1272/2008 > % 4 FALEF 4R &
e B A 1A DR B 25%5 AR B E Sl B el G o &
M2 pH AP R > SEF pH B4 0 F L oOOS%W/W Bk
pH .4 5 12 > 0.5%% i% 5 13 > 5%i% i% 6 14 o
AE R ASF BT A 0 & § L4 B E 1.0%0

C

-ﬂ\y

P2

“m
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ERH T 0.125% 5k B ECF PE R IRAT 0 2 BRI A K Tk

F o2

® TAHLEIP I RITFCH AT DEAFA K AT Iy o ?

¢ RERBE/RBIP MBI MR o T F TR
WA o2

€ RFBEAFRGHMARLF LUk OB RpIEEd

AN gy o2

& ST EEdp ol d A AR RN (E D) ER PR
d At E S Se F M o NaOH srfeBAp $td 14 » 3 B & % NaOH 7 #
NEOH Bt A € e ik pH E > @ i & & NaOH @ 4 » chdp
F MY AE S PP o TR NaOH — S im ™ S g m iz 1% o 2

& ki omiddy e’

& R e AR ehph B kb F 2 A Mg A mphipliE
4 %] -E_Finn BE % ~ Hill Top BE % yVan derBend Rk 7 f= Webril BE 3 >
r %1% NaOH # 4 J§ el r i o*

T FR

1. European Union Risk Assessment Report - Sodium Hydroxide, 2007.

*

\\\?{r ;ﬁ

2. CIR Final report. Safety assessment of inorganic hydroxides as used
in cosmetics. 2016. T 40(Suppl. 2):16-35, 2021.
3. PubChem. https://pubchem.ncbi.nlm.nih.gov/compound/14798

6. INCI name : PEG-40 Hydrogenated Castor Oil

® 74P IPEG EkF L r{rRkanipi A Hiakd R E R o
G cnBE i) o PEG T AR e § A Bl A 140 B
A 14-2 sk e A ROR s e GE ke i o B i e ¢
4ok o

® LMF 1 7 0.25% PEG-40 Hydrogenated Castor Oil 2_ fiz = .+ &
L v PRF ¥ LDso = > 15.0 g/kg bw 2

& AL {ljclt 0 X o PEG-40 Hydrogenated Castor Oil % v f* i
FEnF IR 20 A PEIS €SI KB afe Ao § Ak F b E g
* 20/ PFF 0 R EMER R L o ?

® A {EE #\ﬁrﬁ % 50%:71 PEG-40 Hydrogenated Castor Oil -k /%
R Ak R F ~ 005mL & A 240 48h LR - A fEER T
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FRATK A G TRk Ep o 7 B RAT o2

AEEZ M A 90 Xk BASFT P > & 2 15 & Sherman-
SR - I AAR P Tﬁ 7z 7 0.01%-0.04%0.16%0.64%~2.5%

2 5.0% PEG-40 Hydrogenated Castor Oil o & % X 2 JLP &g ernp P2 g

PeBL % > B & JLIT SHEHE 5%4p § T 2500 mg/kg bw - ?

REFM/RBZ M EF8dy o %% PEG- 35 Castor Oil &-| B#%

R EET A ERREH 2

R L mfcdy o 4% PEG-30 Castor Oil 7~ Bz % H i PEG

Castor Oil # ] RFEFH NS5 T 3 ERpf o2

4AF M A ) Bk B ar g ¢ > 100,000 ppm F & T A g

FT A2

&
W

#712 ipd 4§ L E Bidy o 5% PEG-35 Castor Oil (87.8 mg PEG-35

castor oil/mg drug) * ** E% Te R ehiE % > PEG-35 Castor Qil &

L g W foif s A B 5 3574189 | FFfr 0.216+0.075 L/h » PEG-

35Castor Oil 175 WA PHT it § FRELAp3 (8% {opp a3 4p B

F i o1

kF M E g,:#g

&%&%.m JPFHE =R B AL K RS RGE 2§ 0.25% PEG-

40 Hydrogenated Castor Oil e * » 20 @ X ipl§ ¢ 7§ 1 1 F d2i

HIRR AT o 2

His % 274 D CR % Rel 35 PEG-30 ~ -33 ~ -35 ~ -36 {r-40

Castor Oil ¥ & > * > it dx %k B 8 i 50% > PEG-30 % -40

Hydrogenated Castor Qil ¥_#jk & % & 100%+ % > & * o!

5y g

1. Safety Assessment of PEGylated oils as used in cosmetics. T
33(Suppl 4):13-39, 2014.

2. Final report on the safety assessment of PEG-30, -35, -36, and -40
castor oil and PEG-30 and -40 hydrogenated castor oil. UT
16(Suppl.3):269-306, 1997.
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7.

INCI name : Butyl Methoxydibenzoylmethane

*

EMA XA BHEMTPRF M LDso + 3 16g/kgbw » %% v crvit &
oS RS R o] BT PRMLVE #F) & 8 mg/kgbw H E T
BREFRA RX Al c ARBE2UEZEBEEE

B2 % 53 1 1000mg/kgbw A X T o KPR 4
P2 A KA o WDso 53t = > 1g/kgbw o !

AED g AF T AL 583 BFSke 3REREL EEH
Pie) & e s 10 S 10 Srptddr > F m5 5 B P
AEXE > m ¥ 58pl&E & %430 60 f- 360 mg/kg bw/day
FHEREF66B IF @21 % m @ % A i+ &% (Carbitol)
POER A B E 1.5% 5%% 18%-° fiA A4 Y I dE e

g EY D T}TE‘S;'E‘BE A€ %331 0 30 mg/kg bw/day FF i
Mo g T g B eork s ® Nt ME -~ SR g &

RER BB AFRFIX A4t o ¥V - A3 HEHRAS B E
6 £ 43 > - T ?:i‘fr" Fpled )y~ B EFARERE - B L
11 10%0k B iR 3t e BR/2-F ¢ PR(50/50) 7 5 A dem? fhd A 0 - 0.5
ML 3 G & B it dfortis G Ao RE 471 P - AR
e tlpedp i 1170 A % 4 R R A ;,mhgt:a 1391

F% -] gt © sk Butyl Methoxydibenzoylmethane 3 >t a8 F = ¥ fé =
 fig 0 "4k S 38 (7 Draize P B ol iR o B3R 3R 4R 20%FF
HEpa? LF o

A AT R % Magnusson % Kligman # & 3 jE 0 2 BE
T 0 MR T g 0dml 5% = > % X iz 4| (Freund’s Complete
Adjuvant, FCA)~5%*" FCA 2 52 a B k¥ 2 HJh FCA B (7 H -7 =
(6 2% 0% R BE2X A% 21 R EFEF L HLE
3 20%4r 6% 24 -] PF 0 % & RACES o L

™

k

TAHLELFPE A 13FARFTY > 14812 Bz 12 B
f B w e d P BT 200450 fr 1000 mg/kgbw ¢ i & & 273
EAB e A0 BE efeh 3 AE Baa b iRt gl
iz IR mre T o v R el o B I Fov T radF o (e iy
SHEEM A P A fod B AL Swpi b fp $HITRE £ 103

bR A B R4S 6 8 % B2 (5 4R R E’Lé’%« g
FIFREE B R S B AP 2 °1‘“#§W”ﬁ€ﬂiﬁ"c S RERE

A8 NOAEL ¥ i 5 200 £ 450 mg/kg bw/day -
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® RRXFP/BBIP I ERFESF o &F 500 ug i3> DMSO i {7

Ames E% 0 B AT T NSRRI BIBBL AR 0T

¢ aipPiAAAIHPEET o < BT P HE 1000 mg/kg bw/day

TEREF A 'HJJ FRE L AT AR RN ST o2

¢ A AHH4F PP EHRE 5 1%50% 0 BBt

& fig (Carbitol) ® &% f#4&] 12 120 mg/cm? mff?ljﬂ’v‘w 6P Ak

FhAAcLFE P #IRPE L N5 14%fr 2.3% ©

€ SAB T IBRRGIFFAFEF DA R TF 5 0.56% 0 3
® LIFMHA2 ?,\,}};ﬁ—*ﬁﬁﬂ oo 2% g e e bRy HW if’lt4c
2% DMSO 1% 5 o~ 4 3&H] > i i UVA + UVB 285~400 nm # # ‘=za

T ERER ks B EY f hd ] s A (Minimal Erythemal

Dose, MED) o 34 = & {5 %) 10 % i& 7 s » % % 30 2 BATIN= T

B 24 ] pF s szlkf =& %> 10 J/em? e UVA » 3207400 nm > %

% oE R RACEN o

& M- T 11 5T HAe 40 AL B R Ak B F R fljen

phidsk > HY 8 A AR AT o« AP EHRT > 10 #5902

mL e1710%;% %> * 24 - pF o iR L PR 5 24 2% 48 ([ BF o = o {2 H&

A010 & AR1S B RASPIREBCATRRERE R 0 SR BRI 7

R e

® FiFH:

1. European Commission, Reports of the Scientific Committee on
Cosmetology (Ninth Series): Butyl Methoxydibenzoylmethane
(70356-09-1), 1999.

2. ECHA X =xk: https://echa.europa.eu/registration-dossier/-
/[registered-dossier/14835/7/9/3 .

3. BfR, UV-Filters in Sun Protection Products. Opinion of the Federal

Institute for Risk Assessment, 6th August, 2003.

8. INCI name : Sodium Cetearyl Sulfate

€ 7 33 @ Sodium Cetearyl Sulfate fr¥a "5 & Frfik 40 2_ cetyl sulfate
fR M AR AL 4h o stearyl sulfate AT 7 AAFnf4p iR £ 440 T > A g A
FREEA Y T RE B E A (B X 5 2.2%) kR fo A An
fadh® 3 SR EPE M H(B S EL 22%) it P (B B S
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4%)fe S Frpe W (B X B 5 5.5%) o !

A2 010 S Wistar ~ (T4 E 150 g)id i 5 F 1 10
g/kg bw B E 5 * PIRELF - BERFH 8 X 0 B R L EFHE AL T
LDsg © !

AE gl 1 20.0% i B P L Ah KR SRR S R LG Tk
thofe £ 10% A 3 R 5 45 R Pt i [ e 22 sodium lauryl sulfate
PR A ETELAM AR Y 0 g Py AARTRLANEE A K el ] o T

B f gold o 02 Draize PR B pold i % 0 20.0% 0w ML 7q fl 4 oK
AR A TPt

R J§ IATH ¢ A Pirbright ¥pf X 2 (T 358 € 463 g)id K RAT
Frd o sul b %r’bﬁqrmﬂ B w1 25.0%7\? 1.0%:k & it
7 aF gAY F R BRI BT !
TAFLES M ﬂﬁit:}?i Ld >t praf A Py éf‘ﬁ&ﬁifﬁ’ Sodium Lauryl
Sulfate + = = A Frpagh iz s fh = o it B ap i Fpt L - e A
fadh cn% > RRABIRARIL S T O N AL hE 23T o 1 '
90 % v FRF {4+ NOAEL > 100 mg/kg/day’LOAEL = 500 mg/kg/day-
2

RRAFB/ABF B mdcdp ol 24 90 % 44k 1.13% 4 0.56% - =
TR A AL S BGRS  BUR AP A MR 2 SO HRE
AFLE 3

R mly 5 o AR - ELRPFY 0 B R
Bk S ALY L C A IR AN R R B 2.0%T 7 A B IR (T

H o3

4 A mHchk o LR RE h CL/ACR ] B3R L % A
NI EEY o BdERY 6 X 1 % 13 X & X (A £ 1.5ml/kg) 0.4~
4.0 v 6.0%5’1”:7}4;‘%‘ A wH A2 ] B d IR e B 0.4% % P i
R BRI M PR P B R ;#F]wﬂ/fr% N B 4.0%
e 6.0%% Bl & ELERFEL AR EER & 4.0%r 6.0%% P &
AR P ¥ oty hk T oo gt th o g L - AL 4
ER B B LB FUER S AN RS R R F s R
PePE ~ 5 dg > 59 Pk T Jonn ) R o BoRAJE R D ¢ R
I A fom B R B oo PR e B A AR S 5 B JCL/ACR (| B P E Bk
Tl Go FPt o g R Y AR KRR R gt VR
it A B o3
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® AR EHEAF afdy ol S Lo RARRA NI ZREFD
FASATGER o MRIES T AR ARG B 10 4480 * oK
RN X LR R M PERI R E 24 ) PF o A E T -~ TR R
PRI TS @ Bt D e COp fr AR P HRBIT] 0.1%0F B
AR o & F BOTEE ARPIIRIN R RIERIN P S e R R R

o et »U’,U’“P\ AL T L L o RN 1S 0 B chd B 4
AL R

& LiPaEdpeola 3 25% S RAMBADERE ST €
@599 pR Y I - mFE kAR S

& BV EEIE ol SY Lo AREAR A MR R TRk

B RIE R 3 1.26% " 2 = AATELAPE o 3R Ao FEEL R

23R A fRA Py AL AN e e ISR 0 B 25.0% 3 H1r 1.0%

FEFBEGE A ¢ e AL ERF o A0y 0 CR & Feu i

ER AT P AR ER L AN A A Tl e AT S T 2 i g

Fadh o PR G & 7 B RpmelA Pn AL e A B IR AT SR By o

=)

=k

L EH

Final report on the safety assessment of sodium cetearyl sulfate

L 4
!_\\\\?{r »

and related alkyl sulfates as used in cosmetics. JT 29 (Suppl.
2):115-132, 2010.

2. SIDS Initial Assessment Report For SIAM 5. Sodium dodecyl
sulphate (CAS No: 151-21-3):17, 2005.

3. Final Report on the Safety Assessment of Sodium Cetearyl Sulfate.
JACT 11(1):145-155, 1992.

9. INCI name : Carbomer

® 7 4% Carbomer s E A & ARk F AR T B~ PO
gg%~@~ﬁﬁ@qu%ﬁp@ﬁﬁﬁ_& wITR TG A
o TEREETREMETZE

® LEPRIPIHARAER ) RfrREFHEEC IR LT
Carbomer 54 » 12 & 214> = &0 JRE 2 LDso= 2500 mg/kg bw

g § & % LDso>3000 mg/kg bw - 1
& A JF Ul 1 0.5% Carbomer (ki3 ik $H A F bl o 1
& PR {Ect 1 100% Carbomer P BTG 1]l o 12 Draize B% B e
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LR R 2R 2 4

{HRIZE > & B Carbomer-934 100%:% ik H &5 % 1 & 1 jkrdp i 0.2
# 91 3 e getteod 3 Carbomer S R e A S B E Fo
F IR U FUAR Y Ak A A A R s o !

R RATI D g8 Bcdy o A S F R T Em ph iR S By B T IR AT
L g4 ol

CALEF R P e L B4 Se n(F 2 F P30 )48
EX0 (i’rﬁﬁ}_ﬂ_) 300 ~ 1000 £ 3000 mg PA (high-molecular-weight
crosslinked polyacrylate)/kg bw/day » % 32 % & 93 % $k4 - B % &
7 B 3000mg/kg/day ‘it R g MEIE i p g WL
BRA I ER o w0 PA §EREY Gopi P EH A0 @
G AT frgm ety B o2 A B4 S ¢ 1 0.1% - 0.5% & 5.0%H
~ Carbomer #§ 65 B *» » HBF £ 47T L AR AR
£ 8 0.5 & 1.0 g/kg/day Carbomer 6.5 & ¥ » BLEZF| % g §|ikfr
SFHE Kupffer dmfe p PP BEcnd Ziff » ¥ - 7 )4 9 1.0 g/kg /day
Carbomer i 32 B " e B %R 5 MER L34 - 7% 133
cdc @ 4 MFT 3 P > Sprague-Dawley = B4 - Carbopol 974( 1 2 %
B 100%) > = ‘e (& w2 w10 §)A w4 0 12,500 ~ 25,000 -
50,000 mg/kg 4 & (4p % *t s fhF X 0744 ~ 1,513 4+ 3,147 mg/kg
bw @ ¥4 5 0~ 835 ~ 1,681 4 3,416 mg/kg bw) » ¥ - JEFTF B &
Jq ek @ ¢ %5 Carbopol 974(B 2 % B 100%) % © 13 3F » = & (&
EE M4 L)e %L 0 12,500 ~ 25,000 f= 50,000 mg/kg bw(4p
3tz E % 0~ 420~ 802 f- 1,657 mg/kg bw @ ¥+ L 0 394 »
784 4r 1642 mg/kgbw ) o f* S % A% M EEEFIHME o E
3 4 RSB0 SRR L %ﬂtm— eys £ ISR NN h ]
Fod £ 38 4o D F G F BT Y % % o Carbomer 2 [ ehjp 3 iE ¥
%ﬁ“%%&%%Q’wﬁhﬁafﬁlhxm’ﬂﬁgﬁﬁah
NOAEL % 1,513 mg/kgbw/day ; Jjj &%= § & % &2 # £ # i 50,000
mg/kg bw 4 & & i e F £ % > NOAEL 5 1,642 mg/kg bw per day
TR i B A E

RRAFE/E TR & Ames PIER T > 2RRXAFHF 1

A AL R o)

Wk A 4 B L & BIv R 14 3.5% o !

& %ﬁ@:&fi—;: AEER fﬁjg-ﬂ&fw—%;é%\;ffﬁ CR SR R lll cRE= P “2 el
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frikagi # o1
& Hi% 2P FA I Carbomer chk 2 S G ST A F A
(Cosmetic Ingredient Review, CIR) & %] a7 ® G o CIR & R i
TS By & 18 0 3% 0 Carbomer B A F iF L Ao B AR
WA A A FE 22001 £ 0 (FLEEATIER A A - 20
A CR & R 2¥ g7 7 B Carbomer & 4 chi Ardcdy > T &
U i EHCCR &Rl ed A0 B JRFE Y o B ot Carbomer
BEP bilr PPl G MA MomETE ] DR K TIfrad? B
PRE-fljgc o € * Carbomer R &P EFT&sm T ARBL
M r e > R ARE P ABERIE Y H o & Carbomer 5%
TP - B § B R w2 (Kupffer cells)p e0kg ¥
¢ % U#% o Carbomer sk A7 1 Bior 0 R & & &% i 100%:0
DB T A E Pt oo Rk S i # (%] o Carbomer B £ 3 4 IR
ik & ek i IRATIEOE AU o0
® HEFH:
1. Final Amended Report. Amended Safety Assessment of Acrylates
Copolymers as Used in Cosmetics, CIR, 2018.
2. Effects of oral administration of a high-molecular-weight
crosslinked polyacrylate in rats. Fundam Appl Toxicol 17 (1): 128-35,
1991.
3. Final report on Carbomers -934, -910, -934P, -940, -941, and -962.
JACT 1(2):109-141, CIR, 1982.
4. Safety evaluation of crosslinked polyacrylic acid polymers
(carbomer) as a new food additive. EFSA Journal;19(8):6693, 2021.
5. Cosmetics Info ek -

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

10. INCI name : Disodium EDTA

® EF T RLSRT REERLEESH CRIpH SR
e DisodiumEDTA » € £ /% 2 £ - 4 & ™3t 10ppm » 7 fF 7 £ M3
100 ppm - !

& LPEP A REMCTIRE M LDs 5 2800mg/kgbw 0 & e ~ F
LOAEL % 30 mg/m3 air ° 2
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*

Tl A KRG Pl HRE G Tl o !

R RAck D mlchy o %% NasEDTA #g i £ 4 3 & kit o 1
TAHLEIPY A-FBiPs EGFT Y 033 EARA S5 B
70051 ‘fr 5% Disodium EDTA © 5% 7 # &\t B is e B4R
NHE 8 FREBINHMEN IR R PR~ &
KRR (N ;)Z*)a Z P A IR o B ih5t = F 22 Disodium
EDTA £ &b - 7= Fh B i R o LBEF p Pickiicst
%ﬁﬁ%«.ﬁr‘r BE FaRFAR 3. 4A-W LY 13 FhELES
MAFT 3 ¥ o A& § Disodium EDTA (0% ~ 1% ~ 5% ~ 10% ) =+ & &
BFARE TR D oo peb s A 5% (5 4206 mg/kgbw/day ) %
MR ET a2 (B 10% ) fo*L i © Disodium EDTA
NOAEL = 1% (.f‘:fj 692 mg/kg bw/day ) - °

REABME/FGI3 M FHENH oA T EBRRIEHE > 7
REIAz 4 BR R w o4

R 0 Ay o %4 NasEDTA #g i it & 4+ 12 7500 ppm #| £ 4 &
B R 1033 0 B % RRRE !

4784 1 1 v JR EDTA &£ % *t 1000 mg/kg bw/day ¥ it 3 5 48
AR P& AL 3 ET AT EDTA @ * R R Mird
Foafcd » LR BEESH X7 5

FIEHH S FIA ST B A K S e BT 0 TER S ER
Voo JREBEATE X <3% 0 1430 20%H AL § HF Sof > Bojnend B
FRRR A E AR o4

R ERE & < S

ARRdcdy e B AR K &4 PF R IR L 4g Sodium EDTA
& Calcium EDTA » 5 {5 cPdl i & 4 ] 5 75%~88%Fr 57%~70% °
JR* Disodium EDTA4 -] PR > )5 60%~80%:rifE & 45 # 1) o §
Bz AR bR R (K dp T 2 ) Calcium EDTA P 2 24 0]
Z_p ;[* € £ 100%° @ v PR Sodium EDTA % Calcium EDTA(6 g/day>
E6 X ) AT HiE Y st L o AAa o pd& s Calcium EDTA e
i; E P 4T en ’\ﬂ"i‘gﬁglﬁo

His & 2FH 1 CR B Fu| 2376 #4 8 #dp 7 11 %% > Sodium
EDTA frifﬁfﬁ? HAa kit el A EIR A R E > IS
BAERAE R @ ER T EDTAfodp M 2 4 4 A4 K s &
RACH| AL AT iR A A A ERBFTod ipt AR E D

=
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ﬁ: ;mﬂg/év\}—\lm_r':ﬁ m$}§;’,_ JJ_-LF;:‘&TT‘T_ Y Y g#—;,_/ﬁ;’ﬁ f;i;;(”{%:rio

e
FP”?%?%,rw%%# BIE & RAC LA 2 AR T

2
Lpel 2% h 0 EDTAfcdpb & 4 > HILE 4 2 A
SR “?i A A i g e B A ETA 5 A 1

EL

EDTA & HEDTA ¢ H X2 4 S el i3S fr2 P h B £ B Mt r
JRFEZ T ¢ BEom cng 4 7 —\»B;Egafimééllg. o6
SR

1. Final Report on the safety assessment of EDTA, Calcium Disodium
EDTA, Diammonium EDTA, Dipotassium EDTA, Disodium EDTA,
TEA-EDTA, Tetrasodium EDTA, Tripotassium EDTA, Trisodium
EDTA, HEDTA, and Trisodium HEDTA. IJT 21(Suppl.2):95-142,
2002.

2. ECHA ’:xkL: https://echa.europa.eu/registration-dossier/-
[registered-dossier/14817/7/3/1 .

3. Seventeenth Report of the Joint FAO/WHO Expert Committee on
Food Additives, Wld HIth Org. techn. Rep. Ser., No. 539, 1974.
FAO Nutrition Meetings Report Series, No. 53, 1974.
ETHYLENEDIAMINETETRAACETATE, DISODIUM AND CALCIUM
DISODIUMSALTS.( https://inchem.org/documents/jecfa/jecmono
/v05je25.htm )

4. CSTEE, Opinion on the results of the Risk Assessment of:
TETRASODIUM ETHYLENEDIAMINE TETRAACETATE (NA4EDTA)

and EDETIC ACID (EDTA) HUMAN HEALTH PART, 2003.
5. SIDS Initial Assessment Profile, COCAM 3, SIDS, 16-18 October

2012.

6. Cosmetics Info 4=k :

https://cosmeticsinfo.org/ingredient/disodium-edta
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11.

INCI name : Methylparaben

*

EA BT L RRE R A %Y 0.1%-2% © Methylparaben $t:7 i ¥ @
TR HEAF ORAMTHEAT IR M FEMAR
(0.37-0.91 cm/hx10%)fr | B A ¥ (1.17-1.76 cm/hx10%)® &% i i%
BeipEapin ol
LM F A REBCIRE P LDso £ >t 5600 mg/kg » B & 2
[;J% PG AT RE A K EE S BT o) R TR
TR T fig o AR AT 165mg/kg € WRES AR F c 42 A foer e E
W AR ALTHE A 333mg/kg @ A BA Tiaisbd P4
500 mg/kg bw o 12
A E F1get 0 A HF e Methylparaben #4355 A ¥ 7 fi4 ¥ fi 14 Draize
BliE 4 A F R 01 mL st AT R AR 2 L F 3
RE 24/ B ¥aa & {gcdnfic: 067 Br HA K ikt
e
LTl ¢ % 0.1mL 0.20%:0% e L F 9 LT figiF » A % ot
PIRERT HEAF R MAEER BYEEE L o AH
Pl & L AR A ES L4 5 0.1%3 02%H 5L ¥ i iy
LEZRRY FATIREY R €42 d 3 fo X £ R e Bt
2
AR EACH AR F Y R fig R M g HEA Y
Pep Pafrfd A ¥ 7 B Aa(0 1% A B k¥ )L T L83 A dp
igt& SR A 30 0 £ 33F(10 i) o R AT st i
U AL A BT PEACE o 27 0.1%% 0.8%:h- AR A ANt
z%‘—éi " P fig A Fefe S (¢ raﬂL%"‘-éi TRT fn o HEAFTR
Cfig WEAFTRAMICHEAFTIRT @)DARRS AR
e fr ROATRIE LG BRI e R AT o 23
EAALEIE D CRBREEEERE L 24 S {orplt s B S
§F 028 8%IHIAT MY i 96 % > SRR LS £ L
B % 1050 mg/kg bw % 5500 mg/kg bw » NOAEL % 5500 mg/kg
bw/day o 123
REAFU/EBF P HE A TR Y Y MA RPLmw
[ R A AL R
R § ] B8 A RA T s A s BIAgEp S8R JHig A

F YR fgE R o 12
a1



*

2

o \‘1

B A A P e ] R 84 0.1% 1.0%:0§
I ER gl D R ’S‘F"FMF%’**V’L T o kB>
1,000 ppm £ 10,000 ppm 4c & 8 iternx B P » i A ¥ 7 BT fig
BREHIFAFTHEEFLR M A%~ 5% S P < ne L mEf
HF O HRER:23% FEFEREARITEZF  FTEEET
ABEI D LR ek R AUPE BB kR 10,000 ppm > ¥
2 ¥ 9 B Y Ay en NOAEL 4 % 1,140 mg/kg bw/day o ?

A IR N 4B X BT ORRE O e LT AR i 5 i 1
BB Ao A o B ¢ shrn F 0 AR Ak AR B
¥

et

dep kiR @ ML R R A R T e DA
7 AR R RS Mo A R T S BUL g Mok A R gt g AL
FUORLfg A AR HE e M A THCR M i L R T p Ay
FUKfRE B F o AR RIARE B Sedm E o 4] 9 ik BE
S BN B L B ok Rl AR i 0 12
A TG 01%% 0.8%H¥Z A F Y LY fig » HEAFIR
7 figfe/ & %ﬁ;;&k‘fg fa7 fig A Gefie 3l {7k RATT fok & ()
WG F PR RE iy o 12
AREEC  HE ALY U A6 50 pR@EE v H Y 527410~
1240 15% 55 A F BT fbp - fRY o F X% 5 X BARAL
THERIIO A R R L S%HE AT IR R € A2 o
AORE R A G A - BA R Tl ¥ - 50 REEOLEE R
Tl pcoa phifsk » &% T @ g K RAF i o 34
B4R
1. Amended Safety Assessment of Parabens as Used in Cosmetics.
International Journal of Toxicology, Vol. 39 (Supplement 1) 55-97S,
CIR, 2020.

2. Safety Assessment of parabens as Used in Cosmetics. CIR, 2018.

3. Final Amended Report on the Safety Assessment of Methylparaben,

Ethylparaben, Propylparaben, Isopropylparaben, Butylparaben,
Isobutylparaben, and Benzylparaben as used in Cosmetic Products.

International Journalof Toxicology, 27 (Suppl. 4): 1-82, 2008.

4. Final Report on the Safety Assessment of Methylparaben,

Ethylparaben, Propylparaben, and Butylparaben.JACT 3(5):147-209,
1984.
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12.

INCI name : Propylparaben

*

EAR T U RIEER A 01%2% 0 $E A F TR T Ay o
Propylparaben ¥ AL %7 B fafrdt 2 A 5 9 f7 g A 4 5 18
A % (0.37-0.91 cm/hx10%)F=-| & A & (1.17-1.76 cm/hx10%) ¢ %

=RE SR A

EfA ) REB o JRE 1 LDso 5 5600 mg/kg > @t%@;ﬁ%

PG AT RE L K A E P o) B TR :

fifi fig LDso » 1.65 g/kg o 12

LAt AR FF 02%HEAF TR A 2 it

o L& fljdp s 0502

Peprdlgett © 23 kRS 0.1%3 0.8%:¥tg A F 7 P fig ~ ¥ig

f»."ﬁ et fo ~¥HEEAF T PP fig éigfﬁi"ﬁﬂmgm‘ﬁf"
N0 UD “Y ER R ¢§xﬁ ;r;x,;*g BT e s o

A RACE DS AF IR By HEAF IR i HEAFT

Fap Fafodd2g A5 9 7 Fa(0.1% 2 LBk ¥ )AL T E T Adp 2

HWEPT LR FE3 0 E 310 s) o BB EAY

TR kAW TP EACE o 7 F 0.1%3 0.8%:h- AR A AT

HFT A Spe (2 rJfI‘:"‘-éi TRLT fn o $EAF I phC

o> HEAFTEPFfr AT B )P K AR

TIE e RATRE L 7 ZBIRA 7 o = &l § Tl & Ragid o

w

[
“eof

S
fia >

iRl

# ‘L: % #£ Wistar ~ &(# & n = 20)r PRI A F T iR
% 3+10~100 & 1000 mg/kgbw /day o f 8 i¥i¥5k & d pF
B {RRECAABTEE - HFIE ~FH A ‘ff’iflfz
AR a«ﬂmx—aﬁﬂ B Y7ok ] B L R S
AF A MM TG PP PR B e
NOAEL = 1000 mg/kg bw/day o L4

RRAFEM/RBI P  F I RRA PP EAHSATIRA ML
ERREM o 11 Ames FHRA T HEAF P RA fa R REHEA
1210 | 2000 pg/plate ) & i (7 RIGRPF > Ho A F 7 BS fa
#RHHE R T 7‘;&—4\7& ERRE L3
RBAEHEFAFTYREP @A ER oA QR e BIRE RS
B UIREBARE Y RSHEATY RO A R o 13
dAEFM A - BT oS AT 3mg/mLEEAFT R

\wb . \wtm .

e |Fn

X
F
/z\
v

W
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A ek BT & r#i—éoé“a“z‘iik " L[ fin e 0.01% 3 1.0%:0k B
- gﬁ ?@'th‘rpx m‘}é‘—*ﬁi °

FILASE S F S RAPFACR M A A F T B sp sk
B B —fr’iﬁu,ﬂfzﬁzﬁg cH Y AT ﬁ-‘r?zﬂ o A AT R A B
kiR A HE G RCEfeiR m A Rlda i LR T B RIAE
VLR R e AR F 0 & B ok R TR R chpldat g A
Tk fia A R AR FIGE s e A TR R i ALY R
HURIRE B 0 BB AR E R R Sed T K o X ] B ke 48
hfy BN 2 < UL okl AR 00 o !

KA HTF 0.1%3 0.8% Tt g A F T BT fig ~ HEA TR
fgde/d s 59 i fp i ;;pjm T Sk RATT ek F R
OO R ILP Rk F it

AHECHR  BE A YT e 50 FRGEH TN B P 5% 7%
10% ~ 12%fv 15%4t55 A ¥ 7 fhf fin tepd = ;’J%" o & X% 5 X {4
ARAS IR 0 T ET RIS A RA R 12%IDHIGA T T KA R §
Al afRF kR § A - LKl ¥ - 50 g
A BE R BAlFs b > Bk T m 4 RATE o 2P

%’ N

47\.\' .
T-L

\\\?{r

=

Amended Safety Assessment of Parabens as Used in Cosmetics. UT

39(Suppl. 1):5-97, 2020.

2. Final Amended Report on the Safety Assessment of Methylparaben,
Ethylparaben, “Propylparaben, Isopropylparaben, Butylparaben,
Isobutylparaben, and Benzylparaben as used in Cosmetic Products.
International Journalof Toxicology, 27 (Suppl. 4): 1-82, 2008.

3. Final Report on the Safety Assessment of Methylparaben,
Ethylparaben, Propylparaben, and Butylparaben.JACT 3(5):147-209,
1984.

4. RIVM Report 2017-0028.Exposure to and toxicity of methyl-, ethyl-

and propylparaben, 2018.
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(11) & &% THR%RFL
WoRE SRR CEHUE S A CpH AR S RAFPEF6 BT AR
HE AR BRI PRI L YT TR -

ARLE R £
¢ X LDPE
e 0B 513 %33 %63
40 C 40 C 40 C 40 C
PP 75 %RH 75 %RH 75 %RH 75 %RH
"R i 7 e e
pré B4 akFe [veaFd MEaakFd |9 dakEe
e S S L R LY S A R L
PH (at 25°C) 7.30 7.41 7.25 7.33
FE R (at 25 °C) 3050 mPas 2950 mPas 3100 mPas 3180 mPas
B B (at 25 °C) 1.01 g/cm3 1.00 g/cm3 0.98 g/cm? 0.99 g/cm3
LR b RUK Sy At ) At 1) At At 1)
BE A R L L L
(7 &4 7 &% 03 &4 03 &4
S 2xsk S 3 ISO/TR 18811 Cosmetics-Guidelines on the stability testing of cosmetics

products,2018 %% 5322k 2 B R 2 BREE[T 4 X TP ESK

R WA

A R/P W
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(12) #&2 & ipldR 2

A& L FRIAFES
A S IT2207CY
A&Hgp o 111.07.05
¢ EMRT LDPE H5%p o 111.07.06
R P R # R % LR
4 Hik ¥
g <1000ctule | 0 hug BT L ABTI G S E 4
+ %48 SRRV S £ 2 %F 109.07.28 %
111.04.21 = % = H e % =
SR g S R N e R T
£3 ¢ TERE R Sfgu [FRESTE S SRR
- = 2 Wik o
P4 SRR 3 @4 4
4k By . .
wRAT W O3 &4
HR AR /P (38 & x4 2 0 )
HMPEAR/PE (j& F3 4t B )
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(13) B rogas 3ESRAE 2

& LA :

(Sample Name)

j

4]

()

X £5

B3 p #F (Date Tested): 110.05.24~110.06.21

35k 3% * % (Method Code): #r@#% & H§ 110.05.13 22 2 1§ S-1F A il 35k 45 3]

B3 A #4 (Microbial strains)

AEERE [ ABRE | 4% TFRE | $REH § 4 ATKE | R
(Assay Time) | Escherichia Staphylococcus Pseudomonas | Candida Aspergillus
coli aureus aeruginosa albicans brasiliensis
(ATCC 8739) | (ATCC 6538) (ATCC 9027) (ATCC 10231) | (ATCC 16404)
(CFU/g or ml) (CFU/g or ml) (CFU/g or ml) (CFU/g or ml) (CFU/g or ml)
% 0= 1.0x10° 4.2x10° 5.5x10° 3.3x10* 4.6x10*
% 7 X <10 <10 <10 1.3x103 2.2x10°
% 14 = <10 <10 <10 <10 1.2x102
% 28 % <10 <10 <10 <10 <10
LRGN VAR (& 4 4cb p 3y)
wrR/P Y GH& @ et p 9)
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(18) # it 3= R TH

F A g F 2 1 g T BiR] R T 141SO 24444:2010 Cosmetics — Sun protection test

methods - In vivo determination of the sun protection factor (SPF) * /% :& {7 o

SPF TEST Result Table Laboratory : ABC Lab.
Product : if-i& iz EO SPFH# ¥ & 115 B3P # : 110.05.01 UV source : Xe MP
TEST SUBJECTS RESULTS
. |Exposure MEDu cl,[%] CONCLUSION
N Technician |Subject |Skin  |Photo MEDp COMMENTS
date (ml-cm-?) SPFi |SPF, s Cr (100, n | ClwI%]S17%
name code |ITA° |type (mJ-cm?)
/SPF,)

1 56,4 1 19 290 15,3

2 48,6 1] 29 350 12,1

3 58,1 | 19 290 15,3

4 435 1] 24 420 17,5

5 44,0 I 20 440 22,0

6 42,7 I 17 330 194

7 34,9 1l 29 460 15,9

8 57,0 | 19 260 13,2

9 54,8 1] 27 370 13,7

10 45,3 I 19 230 12,1 15,6 3,2 2,31 14,8% 8 Complies

FINAL RESULT Mean SPF = 15,6 $=3,2 c=2,31 Cl[%] = 14,8 % 95%cCl: 13,3-17,9
(n=10)

(15) 2 &2 &2 ¢ ERTFH

R R v B A LDPE
FRA PR -AE LDPE
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(16) 2 & TR
FRAUAVEF S PAREBE

%% 2023 &£ 51 FH2ZHE P —lz > 2% F ¢ (Scientific Committee
on Consumer Safety, SCCS) i* #E & = Aa\ BlRE Hm dMEG il % ¥ 12 5%
(SCCS/1647/22) » i B % 1o ~ N ~HFF 2 7R K rBpETE

Ay
Tiape 60 kg
g v 2ELR
A L AR
&P 2/day
s ¥ 1
RES/R @ o ff(cm?) 17500

= p ﬁ» )i % g ';E(Eproduct)

WP REAS > MoSHH Y % hl FRBE - 18.0g/day » = 4
Tiog8 € & 8 T 5 300 mg/kg bw/day -

B ML SCCSEFZRTERBIFIPFEASZEELBE LT A
Zor ki) | =% £ i * (SCCNFP/0321/02) -
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FHA S L S A MoS B3}

FEEBRAS L D
SED= Eproduct (*+ p A % % & & )xC/100(fiz =
MoS= PODsys/SED
SED (mg /kg bw/day) 5
C(%) =

% 18 (Margin of Safety, MoS)4r ™ # :
T A 1 )xDAp/100( & J§ - c &)

; Eproduct (mg /kgbw/day) s * p A B % & £

> EEBHDT 1
A ¥+ NOAEL = &

fie™ 7 A v ; DAp(%) 5 A & =t ; PoDsys —

SCCS it dm v & iRl3d 2 & 23R dp 51 % 12 h’li(SCCS/1647/22):}¥151 90 = v
A sk A RS A bk T nE AR A % § S A 90 =
7 FERRP AR en@) £ F R 2E(Point of Departure, PoD)pF » SCCS € ¥ g /1 3%47 %
?ﬂg*‘ MoS > § $t & B it4 118 *hr'r'?‘rl?ﬁ 34 % 4% 90 2 F7 7§ ¢h PoD P >
P2 Y A AT S ke 0 47 ¥ AT R o & # s 2 A 2 NOAEL

&{@er4W$$MP

%7‘ ELF‘]—J‘ 1E‘_f—r+*_|_

o r14& it 15 2. NOAEL i3+

¥y e
. A K | NOAEL SED
INCI name o mg /k mg /k MoS
(%) X (mg /kg | (mg/kg
DAr(%) | bw/day) | bw/day)
Aqua 73.57 - ~ - >100
Decyl Oleate 15.0 1 111.1 0.450 246.9
Ethylhexyl
) 3.0 4 396.4 0.360 1101.1
Methoxycinnamate
Phenylbenzimidazole
) ] 2.78 0.2 500 0.017 29976.0
Sulfonic Acid
Cetearyl Alcohol 2.205 10 1000 0.662 1511.7
Sodium Hydroxide (45 % - not not not not
solution) X relevant | relevant | relevant | relevant
PEG-40 Hydrogenated
] 0.63 10 1250 0.189 6613.8
Castor Qil
Butyl
) 0.5 0.56 100 0.008 11904.8
Methoxydibenzoylmethane
Sodium Cetearyl Sulfate 0.315 10 50 0.095 529.1
Carbomer 0.3 10 756.5 0.090 8405.6
Disodium EDTA 0.1 10 346 0.030 11533
Methylparaben 0.3 100 350.8 0.900 389.8
Propylparaben 0.1 100 307.7 0.300 1025.7
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INCI name NOAEL & it .
Decyl Oleate 28% & 3¥5% fhx EE § 4 {419 5rNOAEL 5 1000 mg/kg
bw/day » % g v JRA ¥ * F50%3% Fk % K E F R TS o
1000*50%*5/7*28/90 =111.1 mg/kg bw/day -
Ethylhexyl 13:F % 5% ch+ B A K 4 417 5-vNOAEL 5 555 mg/kg bw/day »

Methoxycinnamate

¥ Biisk X #icz A FET_F]5 0 555%5/7 =396.4 mg/kg bw/day °

Phenylbenzimidazole
Sulfonic Acid

13i% + &l v PRA {4.{¥ 5-NOAEL % 1,000 mg/kg bw/day » ¥ & v FR
257 F50%2 F FEE_F]+ 0 1000%50% =500 mg/kg
bw/day -

Cetearyl Alcohol

2 I % pPeBehenyl alcohol .263% +« & v pJRF {4 {¥ 5rNOAEL
1000 mg/kg bw /day » #* 2 { % B A A R EF]F TR

FLE

Sodium Hydroxide

*ARBE 0 1T 5 pH &

PEG-40 Hydrogenated
Castor Qil

90= + K4k & F {417 :rNOAEL 3 2,500 mg/kg bw/day » ¥ g © JE
4 7 % F50%2 H Fr € F]F > #-2,500*%50% =1,250 mg/kg
bw/day -

Butyl
Methoxydibenzoylmethane

13iF < & v JRF 4 8 i M NOAEL % 200 mg/kg bw/day * ¥ &
CORA BT A50%2 4 FEEF]F 0 3-200%50% =100 mg/ke
bw/day -

Sodium Cetearyl Sulfate

90= =+ Kl r JR#F {417 5=rNOAEL % 100 mg/kg bw/day » ¥ g T FE
AT A 50%2 4 K F]F 0 #-100%50% =50 mg/ke
bw/day -

Carbomer

90=% = Elv JR# {4 1§ 7rNOAEL 3 1,513 mg/kg bw/day » ¥ g © JE
4 ¥ % F50%2 F FE T_F]F 5 1513*50% =756.5 mg/kg
bw/day °

Disodium EDTA

= Y1334 8 ~ B 25 ¢ ¥ 7oNOAEL 5 692 mg/kg bw/day » %
BT IRA T F F50%2. F FE E_F]F 0 692*50% =346 mg/kg
bw/day °

Methylparaben

8ik ] Bl v JR# 75 % |+ 1§ 5 NOAEL % 1140 mg/kg bw/day » ¥ &
CPRA T F F50%% B R HcE 2 R TS 0 #4-1140*%50%
*8/13 =350.8 mg/kg bw/day °

Propylparaben

8iF + & r JRF 4 {¥ &rNOAEL % 1000 mg/kg bw/day » ¥ & v PR
45T F50%E % % F FEE %S 0 1000%50% *8/13
=307.7 mg/kg bw/day -
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’%- APEF =% 2T 8H

236
/Hfr“r;a Wz %
Ir’f&%lz CE IR A Y
FTEIRY2ZAE S HAMERE Y
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INCI name : Ethylhexyl Methoxycinnamate

Page: 1

SAFETY DATA SHEET Revision Date: 08/04/2020

Print Date: 11/24/2020

SDS Number:

Version: 1.4

29 CFR 1910.1200 (OSHA HazCom 2012)
SECTION 1. PRODUCT AND COMPANY IDENTIFICATION

Product identifier

Trade name
UV filters
™ Trademark, Ashland or its subsidiaries, registered in
various countries
Substance name 2-Ethylhexyl 4-methoxycinnamate
Substance No.
EC-No. 226-775-7
CAS-No 5466-77-3
Relevant identified uses of the substance or mixture and uses advised against
Recommended use . Cosmetic additive
Details of the supplier of the safety data Emergency telephone number
sheet

Regulatory information

Product Information

SECTION 2. HAZARDS IDENTIFICATION

GHS Classification
Not a hazardous substance or mixture.

GHS label elements

Not a hazardous substance or mixture.
Other hazards

None known.

SECTION 3. COMPOSITION/INFORMATION ON INGREDIENTS

1713
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SAFETY DATA SHEET

Revision Date: 08/04/2020

Print Date: 11/24/2020

SDS Number:

Version: 1.4

Substance / Mixture

Hazardous components
No hazardous ingredients

. Substance

SECTION 4. FIRST AID MEASURES
General advice

If inhaled

In case of skin contact

In case of eye contact

If swallowed

Most important symptoms
and effects, both acute and
delayed

Notes to physician

- No hazards which require special first aid measures.

. If breathed in, move person into fresh air.

If unconscious, place in recovery position and seek medical
advice.
If symptoms persist, call a physician.

: First aid is not normally required.. However, it is

recommended that exposed areas be cleaned by washing
with soap and water.

© Remove contact lenses.

Protect unharmed eye.

: Do notgive milk or alcoholic beverages.

Never give anything by mouth to an unconscious person.
If'symptoms persist; call a physician.

: The most important known symptoms and effects are

described in the labelling (see Section 2.2) and/or Section 11.

. No hazards which require special first aid measures.

SECTION 5. FIREFIGHTING MEASURES

Suitable extinguishing media

Hazardous combustion
products

: Use extinguishing measures that are appropriate to local

circumstances and the surrounding environment.
Water spray

Foam

Carbon dioxide (CO2)

Dry chemical

: Carbon dioxide (CO2)

Carbon monoxide

2/13
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SAFETY DATA SHEET Revision Date: 08/04/2020
Print Date: 11/24/2020
SDS Number:
Version: 1.4
Hydrocarbons
Specific extinguishing
methods

Product is compatible with standard fire-fighting agents.

Further information . Standard procedure for chemical fires.
Special protective equipment  : In the event of fire, wear self-contained breathing apparatus.
for firefighters

SECTION 6. ACCIDENTAL RELEASE MEASURES

Personal precautions, . Persons not wearing protective equipment should be excluded
protective equipment and from area of spill until clean-up has been completed.
emergency procedures

Environmental precautions . Prevent further leakage or spillage if safe to do so.

Methods and materials for . Soak up with inert absorbent material (e.g. sand, silica gel,

containment and cleaning up acid binder, universal binder, sawdust).
Keep in suitable, closed containers for disposal.

Other information : Comply with all applicable federal, state, and local regulations.

SECTION 7. HANDLING AND STORAGE

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

Advice on safe handling :  Smoking, eating and drinking should be prohibited in the
application area.
For personal protection see section 8.

Materials to avoid . No materials to be especially mentioned.

Further information on : No decomposition if stored and applied as directed.
storage stability

3/13
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Version: 1.4

SECTION 8. EXPOSURE CONTROLS/PERSONAL PROTECTION

Components with workplace control parameters
Contains no substances with occupational exposure limit values.

Engineering measures

Personal protective equipmen

Respiratory protection

Hand protection
Material
Break through time
Glove thickness

Remarks

Eye protection

Skin and body protection

Hygiene measures

. General room ventilation should be adequate for normal

conditions of use. However, if unusual operating conditions
exist, provide sufficient mechanical (general and/or local
exhaust) ventilation to maintain exposure below exposure
guidelines (if applicable) or below levels that cause known,
suspected or apparent adverse effects.

In the case of vapour formation use a respirator with an
approved filter within the capabilities of the respirator/filter
combination.

Where concentrations are above recommended limits or are
unknown, or a cartridge type respirator is not adequate, wear
a positive-pressure supplied-air respirator.

butyl-rubber
480 min
> 0.5 mm

The exact break through time can be obtained from the
protective glove producer and this has to be observed. Gloves
should be discarded and replaced if there is any indication of
degradation or.chemical breakthrough.

Not required under normal conditions of use. Wear splash-
proof safety goggles if material could be misted or splashed
into eyes.

Wear as appropriate:

Safety shoes

Wear resistant gloves (consult your safety equipment
supplier).

General industrial hygiene practice.

SECTION 9. PHYSICAL AND CHEMICAL PROPERTIES

Appearance

liquid

4/13
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Physical state

Colour

Odour

Odour Threshold

pH

Melting point/freezing point

Boiling point/boiling range

Flash point
Evaporation rate
Upper explosion limit
Lower explosion limit
Vapour pressure
Relative vapour density
Relative density
Density
Solubility(ies)
Water solubility
Solubility in other solvents

Partition coefficient: n-
octanol/water

Thermal decomposition

Viscosity
Viscosity, dynamic

Viscosity, kinematic

liquid

light yellow

mild

No data available

No data available

1 13°F/-25°C

: 387.9-392 °F/197.7 - 200 °C

(4 hPa)

192.7 °C

not determined
Upper explosion limit
not determined
Lower explosion limit
not determined

not determined

not determined

.~ No data available

1.005 - 1.013 g/cm3 (20 °C)

:~insoluble

;. No data available

not determined

No data available

not determined

not determined

5/13
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Oxidizing properties . Not applicable
SECTION 10. STABILITY AND REACTIVITY
Reactivity : No decomposition if stored and applied as directed.
Chemical stability : Stable under recommended storage conditions.
Possibility of hazardous : Product will not undergo hazardous polymerization.
reactions
Incompatible materials . strong bases

Strong oxidizing agents

Hazardous decomposition
products Carbon monoxide
Carbon dioxide (CO2)

SECTION 11. TOXICOLOGICAL INFORMATION

Information on likely routes of : Inhalation

exposure Skin contact
Eye Contact
Ingestion
Acute toxicity

Not classified based onavailable information.
Skin corrosion/irritation

Not classified based on .available information.
Serious eye damage/eye irritation

Not classified based on available information.
Product:

Remarks: Unlikely to cause eyeirritation or injury.

Respiratory or skin sensitisation

Skin sensitisation: Not classified based on available information.
Respiratory sensitisation: Not classified based on available information.
Germ cell mutagenicity

Not classified based on available information.

Carcinogenicity

Not classified based on available information.

Reproductive toxicity

Not classified based on available information.

6/13
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STOT - single exposure

Not classified based on available information.
STOT - repeated exposure

Not classified based on available information.
Aspiration toxicity

Not classified based on available information.
Product:

No aspiration toxicity classification

Further information
Product:
Remarks: No data available

Carcinogenicity:

IARC No component of this product present at levels greater than or
equal to 0.1% is identified as probable, possible or confirmed
human carcinogen by IARC.

OSHA No component of this product present at levels greater than or
equal to 0.1% is on OSHA's list of regulated carcinogens.

NTP No component of this product present at levels greater than or
equal to 0.1% is identified as a known or anticipated carcinogen
by NTP.

SECTION 12. ECOLOGICAL INFORMATION

Ecotoxicity

Product:

Ecotoxicology Assessment

Short-term (acute) aguatic . Not classified based on available information.
hazard

Long-term (chronic) aquatic +Not classified based on available information.
hazard

Persistence and degradability

Product:

Biodegradability ¢ Result: Readily biodegradable.
Biodegradation: 78 %
Exposure time: 28 d
Method: OECD Test Guideline 301F

No data available

7113
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Bioaccumulative potential

No data available

Mobility in soil

No data available

Other adverse effects

No data available

Product:

Additional ecological : No data available
information

SECTION 13. DISPOSAL CONSIDERATIONS

Disposal methods

General advice : Dispose of in accordance with all applicable local, state and
federal regulations.

Contaminated packaging : Empty remaining contents.

SECTION 14. TRANSPORT INFORMATION

International transport regulations

REGULATION
ID NUMBER PROPER SHIPPING NAME *HAZARD SUBSIDIARY | PACKING | MARINE
CLASS HAZARDS GROUP POLLUTANT /
LTD. QTY.

U.S. DOT - ROAD

Not dangerous goods

CFR_RAIL_C

Not dangerous goods

U.S. DOT - INLAND WATERWAYS

Not dangerous goods
[

TDG_ROAD_C

Not dangerous goods

TDG_RAIL_C

8/13
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[ Not dangerous goods

TDG_INWT_C

| Not dangerous goods

INTERNATIONAL MARITIME DANGEROUS GOODS
I

Not dangerous goods
[

INTERNATIONAL AIR TRANSPORT ASSOCIATION - CARGO
I

Not dangerous goods
[

INTERNATIONAL AIR TRANSPORT ASSOCIATION - PASSENGER
I

Not dangerous goods
[

MX_DG

[ Not dangerous goods

*ORM = ORM-D, CBL = COMBUSTIBLE LIQUID

Marine pollutant no

Dangerous goods descriptions (if indicated above) may not reflect quantity, end-use or region-specific
exceptions that can be applied. Consult shipping documents for descriptions that are specific to the

shipment.

SECTION 15. REGULATORY INFORMATION

TSCA list

No substances are subject to TSCA 12(b) export notification requirements.

EPCRA - Emergency Planning and Community Right-to-Know Act

CERCLA Reportable Quantity

This material does not contain any components with a CERCLA RQ.

SARA 304 Extremely Hazardous Substances Reportable Quantity

9/13
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This material does not contain any components with a section 304 EHS RQ

SARA 311/312 Hazards

SARA 302

SARA 313

US State Regulations

. No SARA Hazards

: This material does not contain any components with a section

302 EHS TPQ.

This material does not contain any chemical components with
known CAS numbers that exceed the threshold (De Minimis)
reporting levels established by SARA Title Ill, Section 313.

Pennsylvania Right To Know
2-Ethylhexyl 4-methoxycinnamate 5466-77-3

New Jersey Right To Know
2-Ethylhexyl 4-methoxycinnamate 5466-77-3

California Prop. 65

This product does not contain any chemicals known to State of California to cause cancer, birth
defects, or any other reproductive harm.

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

DSL . _All. components of this product are on the Canadian DSL
AICS . Onthe inventory, or in compliance with the inventory
ENCS ¢ Onthednventory, 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
TCSI : On the inventory, or in compliance with the inventory
TSCA : On or in compliance with the active portion of the TSCA
inventory
10/13
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Inventories

AICS (Australia), DSL (Canada), IECSC (China), REACH (European Union), ENCS (Japan), ISHL
(Japan), KECI (Korea), NZIoC (New Zealand), PICCS (Philippines), TCSI (Taiwan), TSCA (USA)
- On or in compliance with the active portion of the TSCA inventory

SECTION 16. OTHER INFORMATION

Further information

NFPA 704:

Flammability

Health

Special hazard

Full text of H-Statements
Full text of other abbreviations

Instability

HMIS® IV:

g

FLAMMABILITY n

HMIS® ratings are based on a 0-4 rating
scale, with O representing minimal
hazards or risks, and 4 representing
significant hazards or risks. The "*"
represents a chronic hazard, while the "/"
represents the absence of a chronic
hazard.

AICS - Australian Inventory of Chemical Substances; ASTM - American Society for the Testing of
CERCLA
Compensation, and Liability Act; CMR - Carcinogen, Mutagen or Reproductive Toxicant; DIN -
Standard of the German Institute for Standardisation; DOT - Department of Transportation; DSL -
Domestic Substances List (Canada); ECx - Concentration associated with x% response; EHS -
Extremely Hazardous Substance; ELx - Loading rate associated with x% response; EmS -
Emergency Schedule; ENCS - Existing and New Chemical Substances (Japan); ErCx -
Concentration associated with x% growth rate response; ERG - Emergency Response Guide;

Materials; bw - Body weight;

- Comprehensive Environmental Response,

11/13
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Sources of key data used to
compile the Safety Data
Sheet

Revision Date : 08/04/2020
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INCI name : Ethylhexyl Methoxycinnamate

1. European Commission, Reports of the Scientific Committee on Cosmetology
(Ninth Series): 2-Ethylhexyl-4-methoxycinnamate (5466-77-3), 1999.
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a7

S5 28: 2-ETHYLHEXYL-4-METHOXYCINNAMATE

1. General

1.1 Primary name

2-ethylhexyl-4-methoxycinnamate

1.2 Chemical names

Z-ethylhexyl-4-methoxyeinnamate

1.3 Trade names and abbreviations

Parsol MCX

1.5 Structural formula

CH,0 CH==CH—C——CH;— CH— (CH,);—CH;

1.6 Empirical formula

Emp. formula: C H, O,
Mol weight: 290

1.8 Physical properties
Appearance; Colourless pale yellow slightly oily liquid.

1.9 Solubility

Miscible with alcohols, propylene glycol, ete.
Immiseible with water.

2. Function and uses

Use level up to 10 %,
TOXICOLOGICAL CHARACTERISATION
3. Toxicity

3.1 Acute oral toxicity
Oral LD, : Mouse. greater than 8 g/kg bow. Rat, greater than 20 mlkg b.w,
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3.4 Repeated dose oral toxicity

Rat. Three week oral study, Groups of 5 male and 5 female animals were given 0, 0.3, 0.9 and
2.7 mg'kg bow./day by gavage for 3 weeks. All animals of the top dose groups exhibited loss
of body weight and a reduced relative and absolute weight of the thymus. Male rats showed a
decrease in absolute weight of the left kidney and female rats showed a decrease in the absolute
weight of the heart. At the two lower doses, the only significant alteration observed was an
increased absolute weight of the pituitary gland in male rats receiving the lowest dose, As the
number of animals was small, the investigators considered this not to be biologically
significant. The NOAEL was put at 0.9 ml’kg bow./day.

3.7 Subchronic oral toxieity

Rat. Thirteen week oral study. Four groups of 12 male and 12 female SPF rats received the
compound in the diet at levels of 0, 200, 450 and 1000 mg/kg b.w./day. During the experiment
the usual clinical observations were carried out, as well as extensive haematological and
biochemical studies. Full gross necropsy was carried out on all survivors. Histological
investigations were carried out in half the animals of the control and top dose groups. The
organs studied included the heart, lungs, liver, stomach, kidneys, spleen, thyroid and retina. In
the remaining animals histological examination of the liver only was carried out. Six control
animals and & top dose animals were allowed to recover over 5 weeks, and then examined.

The results of the experiment showed no dose related mortality, The kidney weights of top dose
animals were increased, but were normal in the recovery animals; the increase was attributed
to a physiological response to an increased excretion load. There was a diminution of glycogen
in the liver, and a slight increase in iron in the Kupfer cells in the high dose animals, Two of
these also showed minimal centrilobular necrosis of the liver with some infiltration; similar
less marked findings were made in 2 of the control animals as well. These findings were
attributed to infection, High dose females had increased GLDH which reversed during the
recovery period. The NOAEL was put at 450 mg'kg bow./day.

3.8 Subchronic dermal toxicity

Rat. Thirteen week dermal study. Four groups of 10 male and 10 female SD rats were treated
by an application of various concentrations of a.i. in light mineral oil. The doses were 0, 55.5,
277 and 555 mg/kg bow./day applied to shaved skin 5 days a week for 13 weeks. (The top dose
15 believed to be about 135 times the amount which would be used daily by the average
consumer). Various laboratory and clinical tests were carried out during the experiment.

All animals survived. All animals showed a slight scaliness at the site of application, which was
attributed to the vehicle. Body weight gain was greatest at the low dose. Haematological
investigations showed no significant change. SAP was elevated in high dose animals, but not
significantly, The relative liver weight in high dose animals was elevated, but appeared normal
on microscopical examination, The authors put the NOAEL at 555 mg/kg bow./day, but in view
of the liver findings this may be 227 mg/kg bow./day.
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6.  Teratogenicity

Rabbit. Groups of 20 female animals were mated and given a.i. in doses of 0, 80, 200 and
500 mg'kg bow./day by gavage during the period of organogenesis, Except for a slight
reduction of matemal and foetal weight in the top dose animals, no abnormality was found.

Rat. Following a pilot study, groups of 36 rats were mated and treated with 0, 250, 500 and
1000 mg/kg bow./day of a.i. (probably by gavage) during days 6-14 of pregnancy. Owing to an
error, the preparation of the control foetuses led to their destruction, so this part of the test was
repeated under identical conditions. Subgroups of each dose group were allowed to litter
normally and rear the offspring. The percentage of resorptions in the high dose group was
elevated by comparison with the other groups. The dnvestigator records, however, that this
relatively high rate is the usual one with this strain of rat in this laboratory, and he attributes the
difference 1o an unusually low level of resorption in the other groups. Na ather abnormality
was found.

7. Toxicokinetics (incl. Percutaneous Absorption)
Tests for percutaneous absorption.

{a) frr vitro tests. Rat. Maked rat skin. This was studied in a chamber experiment. Most of the
material was found in the stripped skin; there was less in the stratum cormeum, and least in the
chamber. The approximate amounts found in the chamber were: after 6 hrs, 1,13 % after 16
hrs, 11.4 %4 and at 24 hrs 17,9%,. The figures for the horny layer and the strippings combined
were, respectively, 31,4 %, 44.4 % and 45,7 % (percentages of applied doses). Solutions of 3 %
and 20 % of a.i. gave similar results. Inanother set of experiments, various amounts of "Parsol
1789 (4-tert-buty]l-4"-methoxydibenzoylmethane) were added to the a.i. in the formulation,
There seemed to be no effect on the absorption of the a.i.

Pig. A similar experiment using mini-pig skin was carried out in which “Parsol 1789 was used
as well as the a.i. Using 3 sortsof formulation, about 3 % of a.i. was found in the chamber in
& hrs. Using the concentrations proposed for a particular commercial use (i.e., 7.5 % of “Parsol
1789 and 2 % of a.i.) about 2.2 % was found in the chamber. It is calculated by the authors
that the total absorption for a 75 kg consumer would be about 70 mg, or 0.9 mg/'kg bow. (Note
however that the maximum proposed use level of a.d. is 10 %),

Man. A test on human abdominal skin in a chamber was carried out. With 7.5 % a.i., about
0.03 % 15 found in the camber in 2 hours, 0.26 % in & hours, and 2.0 % in 18 hours. Various
combinations of a.i. and "Parsol 1789 were mvestigated.

(b} fn vive tests. Man. Eight healthy volunteers had small amounts of radioactive a.i. applied
to the interscapular region. One group of 4 had the material applied under a watch glass; the
other 4 had it applied on gauze, whith occlusion in one case. Tests for absorption of a.i. were
negative except for about 0.2 % in urine. The concentrations used were not stated.

In a preliminary experiment, a capsule containing 100 mg of a.i. was taken orally. As a
lipophilic substance, the a.i. is very likely to be metabolised; it is known in any case to be
hvdrolysed by plasma esterases, although slowly. The cumulative excretion of
4methoxycinnamate in the urine over 24 hours was studied by GC/MS of the methy] ester
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derivative. (This method would also detect 4-hydroxyeinnamic acid). Over 24 hours, 13.2 %
of the amount ingested was recovered, equivalent to 21.5 % of the amount that would be
expected if the a.i. were completely absorbed. In the main part of the experiment, an o/w cream
containing 10 % a.i. was used, Applications of 2 grams of this material (= 200 mg a.i.) were
made to the interscapular area of each of 5 male subjects, aged 29 to 46, The area of skin
covered was 25x30 cm. After application, the area was covered with 3 layers of gauze, left in
place for 12 hours. Blood was taken at times (0, 0.5, 1, 2, 3, 5, 7, and 24 hours. Urine was
collected at 0, 1,2, 3,4, 5, 6,7, 12, 24, 48, 72 and 96 hours,

The control plasma samples showed a level equivalent to about 10 ng/ml before any
application had been made. There was no evidence of any rise in plasma levels during the
experiment. The urine showed a “physiological™ level of 100 to 300 ng/ml. No significant
increase in this amount was found in any sample. The authors conclude that very little, if any,
of the compound was absorbed under the gonditions of the experiment.

8. Mutagenicity

Salmonella mutagenesis assays were performed on the usual strains. There was a positive
result with TA 1 5338 without metabolic activation. This was thought to have been a batch effect.
From another lahoratory, a very weak positive was found with TA 1338 without activation, at
10 pl/plate; it was not found in 2 replicates, norin a second Ames test. A test for mutagenesis
and crossing over ind, cerevisiae was negative. Atest using Chinese hamster ¥ 79 cells showed
a very slight increase in mutant colonies with dose. A test in human lymphocytes in vitro was
negative.

Atest for gell transformation in Balb/c 3T3 cells was negative. A test for unscheduled DNA
synihesis was negative.

Tests in Drosophifa: There was an increase in the frequency of sex-linked recessive lethals.
There was noevidence of mutagenicity in feeding tests (adults and larvae). Somatic mutation
and combination fests using wing structure were negative, Mouse. Micronucleus test. No effect
was found up to 5000 mg.

‘Test for photomutagenic activity. These were carmed out i cells ot 5. cerevisiae, which had
previously been shown not to be affected by a.i. fsupral. Doses of a.i., dissolved in DMSO,
ranged from (L6 to 625 pg/ml, and radiation up to 500000 1 nr® UVA and up to 12000 UVE
{50 and 1.2 I cm™). Chlorpromazine was used as the positive control, Suitable negative controls
were also emploved. The experiment appears to have been well carried out. The resulis show
that UVA and {more markedly) UVEB are mutagenic; and that the a.i. protects against this effect
in a dose dependent manner.

10. Special investigations

Test for capacity to produce phototoxicity. Man. In 10 subjects, patches were applied for 24
hours and the arcas then exposed to a suberythematous dose of UV irradiation. There was no
evidence of phototoxicity.

Test for capacity to produce photosensitization. Tests which “showed that the product did
not provoke photosensitization.” No details supplied.
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Test for inhibition of UV-induced tumors. Hairless mouse, The animals were exposed to
repeated doses of UV simulating the solar energy spectrum. After a rest period, 3 applications
a week were made to an area of skin of 12-o-tetradecanoyl phorbol-13-acetate (at first at 10
z'ml, but later at 2 g/ml, as the higher concentration was found to be irritant), Suitable controls
were used, The test group was completely protected by 30 % a.i., and 7.5 % gave an effect
equivalent to reducing the insolation four-fold. It had been suggested that the a.i. could itself
have been a promoter, but there was no evidence of this.

11. Conclusions

The compound appears to have low acute and subchronic toxicity, orally and dermally; it does
not irritate the mucous membranes in conventional amimal tests. The data presented suggest
that the compound is not an irritant or sensitizer in animals and man; however, tests for
sensitization were carried out at levels below the proposed maximum use level. Clinical
investigation shows that this compound is very rarely responsible for allergic contact
dermatitis in man. There is no carcinogenicity study, but an extensive range of mutagenicity
studies were nearly all negative. A test for photomutagenicity was negative, although the dose
of UVB used was rather low. Animal studies for teratogenic activity were negative.
Percutaneous absorption in man appears to be very low.

Classification: A
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2.ECHA 4 =L: https://echa.europa.eu/registration-dossier/-/registered-
dossier/15876/7/2/3 .

Use of this information is subject to copyright laws and may require the permission of the owner of the information, as described in the ECHA Legal Notice.

2-Ethylhexyl trans-4-methoxycinnamate A

EC number: 629-661-9 CAS number: 83834-59-7

- Toxicological Summary .
Dermal absorption

~ Toxicokinetics, metabolism

General information and distribution

_ Endpoint summary Curently viewing: 001 Supporting | Experimental result *

- Basic toxicokinetics -~ - - E 8 a o cants )
Classification & Labelling & Administrative data  Data source  Materials and methods  Results and discussion  Applicant's summary and conclusion

- Dermal absorption

PBT assessment

» Acute Toxicity

» Irritation / corrosion

Manufacture, use & » Sensitisation Administrative data
Sxposura + Repeated dose toxicity )
Endpoint: dermal absorption in vitro / ex viva
» Genetic toxicity
- Carcinogenicity Type of information: experimental study
Physical & Chemical
properties » Toxicity to reproduction Adeguacy of study: supporting study
- Specific investigations Study period 1979
- Exposure related observations
P Ty in humans Reliability: 2 (reliable with restrictions)

pathways SUZBCILED, e Rationale for reliability incl. deficiencies: comparable to guideline study with acceptable restrictions
- Addit oxice al data Remarks: Study was conducted according to an equivalent of OECD guideline 428, but not

- urder GLR conditions.
Ecotoxicological

information

A

Toxicological information

Data source

Reference

Reference Type: study report

e - W Uwam.;d ...........
Guidance on safe use Year: 1679

Report date: 1979

Assessment reports

Dermal absorption

W 001 Supporting | Experimental result 5

Assessment reports

ta SOUrcE Materials and methods ~ Results and dis Ce ummary and conclusion

Reference substances Materials and methods
Test guideline
Qualifier: equivalent or similar to guideline

Gl ne: OECD Guideline 428 (Skin Absorption: In Vitro Method)
Deviations® yes
GLP compliance: no

Test material

+ Test material information

Radiolabelling yes

Remarks: 4C

Test animals

Species other: naked rat
Strain: not specified
Sex: not specified

Administration / exposure

Type of coverage: other: Closed

Vehicle: other: Carbitol

Niiratinn of aynos ire: A 16 and 74 hotire


https://echa.europa.eu/registration-dossier/-/registered-dossier/15876/7/2/3
https://echa.europa.eu/registration-dossier/-/registered-dossier/15876/7/2/3

Dermal absorption

Currently viewing: | 001 Supporting | Experimental result

Administrative data  Data source  Materials and methods Results and discussion  Applicant’s summary and co

Remarks on result: other: 16 hrs

Remarks: Based on amount of test material in stripped skin and chamber liquid

Any other information on results incl. tables

Percentage of substance absorbed after 24 hrs:
1 % in carbitol: 44.3 %

3 % in carbitol: 356 %

10 % in carbitol: 22.7 %

About 70 - 90 % of the applied dose of Ethylhexyl Methoxycinnamatewas found on the skin surface during the first & hours
after application

The amount recovered from the stratum corneum was low and reached its'maximum 24 hours after application. The steady
state was aftained within 6 hours.

The portion of Ethylhexyl Methoxycinnamate found in the Stripped skininereased t@its maximum within 16 hours. Lower

levels of the test material were found 24 hours after applieation

A significant part of the applied dose was found in the/Shamber liguid (7 - 17%) after longertimes of exposure.

Applicant's summary and conclusion

Conclusions In an in vitro systempibsing naked rat skin, the skin penetration potential and
resorption capacity of Ethylhexyl Methoxycinnamate were significant after longer
times of exposure, based@mthe high amount of Ethylhexyl Methoxycinnamate
found in the stripped skin, thellow levels in the stratum corneumn and the amount of
activity recovered from the chamber liquid

Executive summary: Skin penetfating potential of Ethylhexyl Methoxycinnamate in naked rat skin was
determined'in @tudy using an in vitro system. The study was performed according
10 an equivalent of OECD guideline 428. Three concentrations of Ethylhexyl
Methoxycigamate in carbitol (1, 3 and 10 %) were applied and skin absorption rates
were deiémined by the activity of the 14C-labelled test article.

it was found that the higher amount of Ethylhexyl Methoxycinnamate is absorbed
into the upper layer of the skin (stripped skin). The low levels in the stratum
corneum and the amount of activity recovered from the chamber liquid indicate
significant penetration and resorption capacities of Ethylhexyl Methoxycinnamate
through the intact skin of the naked rat after longer times of exposure.
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3. UV-Filters in Sun Protection Products, Opinion of the Federal Institute for Risk
Assessment, 6th August, 2003.

Federal Institute for Risk Assessment (BfR)

UV-Filters in Sun Protection Products
Opinion of the Federal Institute for Risk Assessment, 6th August 2003
Background

The Federal States Baden-Worttemberg and Bayern have reported several problems related
to UV filters in sun protection products. Questions have been raised in particular conceming

combined effects of UV filters and a summation limit value for UV filters,
a limitation for the sun protection factor,

the photostability of UV filters and

the oral toxicity of UV filters in lipsticks and lip care products.

N

UV filters and their combinations have frequently been a subject matter of deliberations
within the Committee for Cosmetic Products (Cosmetics Committee) at the Federal Institute
for Risk Assessment (BfR). The questions and proposals of the Federal States were
discussed at the 64™ meeting of the Cosmetics Committes.

Result

1. BfR recommends using combinations of UV filters and ingredients in the formulations of
cosmetic products in @ manner that enables to keep the amount of individual filters and
also the sum of the filters used for the protection aimed as low as possible. The permitted
maximum concentrations for the indvidual U filters must not be exceeded. Furthermore,
U filters added should contribute considerably to the sun protection factor of the finished
product. The health safety and the skin tolerance of the finished products must be
guaranteed. At present there are no hints with respect to a concrete risk for cumulative
toxic effects @r increased skin penetfration in products with a UV filter combination.

2. BfR further recommendsa limitation for the sun protection factor, SPF, in sun protection
products for healthy skin. Along the lines of precautionary consumer protection BfR is of
the opinion that even.a lower maximum SPF than the maximum SPF of 50+ discussed in
the Cosmetics Committee could be favourable. In Australia and in the USA protection
factors are restricted.to 30+. A restriction to a SPF of 30+ would also be beneficial with
respect to the difficulties in reproducibility of high SPFs and the correspondingly long
exposure time for volunteers when determining high SPFs. The declared SPF should
also be achieved under application conditions.

Products with high UVB protection should also provide high UVA protection. In order to
determine UWVA protection, a uniform international harmonised method should be
elaborated for the wavelength range of 320 to 400 nm. The declaration of UVA protection
should be comprehensible for the consumer. A declaration as a percentage of the filtered
UNVA rays, for example, could help to avoid confusion with the SPF, which is a time-based
protection factor. Until the establishment of an internationally accepted determination
method, the declaration of UVA protection should include a reference to the
determination method.

3. Since the combination of various UV filters and the formulation play a decisive role for
photostability, BfR generally recommends testing the stability of the UV filters in finished
products under conditions which are as close as possible to application ones. This is
within the responsibility of manufacturers.
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4. According to current knowledge it can be assumed that the use of decorative lipsticks
and lip care sticks with LV protection only leads to a minor increase in systemic exposure
of consumers to UV filters. The margin of safety (MOS) for all evaluated UV filters is at
least 100 in sun protection products. In the case of additional exposure to UV filkers in
lipsticks and lip care sticks, the MOS according to current knowledge, falls only below
100 in the case of one filter (4-methyl benzylidene camphor).

The margin of safety is based on the assumption of daily, lifelong exposure. For sun
protection products application throughout the year must be assumed. It is not cumently
felt that there is a risk to the consumer through additional exposure to UV filters in
lipsticks and lip care sticks. For reasons of precautionary consumer profection, however,
4-methyl benzylidene camphor should not be used in lipsticks, lip care sticks or skin care
products.

Further recommendations

Sun protection products do not offer complete protection against UV rays. Their use should
not lead to extended exposure to the sun nor replace sun protection through clothes. This
applies in particular to children. Infants and babies should not be exposed to direct sunlight
at all.

Explanation

UWB rays (wavelengths of approx. 290 to 320 nm)encourage the formation of melanin in the
melanocytes of the deepest epidermal layers and therefore also the darkening of the skin
through delayed pigmentation. UVE is largely involved in the development of inflammatory
reactions (sunburn). Even low doses of UVB rays lead to an immunosuppressant effect. UWVA
rays (wavelengths of approx. 320 to 400 nm) penetrate the horny layer and reach the
epidermis and dermis. They have a comparatively low effect on the friggering of sunburn but
may frigger pathological light reactions. UVA rays mainly lead to an immediate pigmentation
by means of reversible oxidation of melanin precursors.

The light-related ageing of the skin and the formation of tumours can be attributed both to
UVEB and UVA rays. The rate of UV-ray-related fumours decreases with increasing
wavelength up to 350 nm. There are, however, indications that rays in the range of 380 nm
may also induce.a higher rate of tumours (Ringer 1999).

Because of an expanding exposure of the majority of the population to the sun, UV protection
takes on am increasingly important role. UV filkers are. therefore, not only used in sun
protection products but to an increasing degree in hair and facial care products and in
decorative cosmetics.

UV filters in cosmetics require marketing authorisation. Their use is regulated in accordance
with Directive T6/T6R/EEC (Cosmetics Directive) and in the German Cosmetics Regulation
(KVO). Permitted UV filters are listed in Annex VIl of the Cosmetics Directive and in Annex 7
of the KVO. The maximum concentrations and application restraints are also listed there.
Moreover, manufacturers must guarantee the health safety of their products.

UV protection can be afforded by both organic and physical filtters (titanium dioxide, zinc
oxide). At present, 25 organic sun protection filters are listed (KVO, Annex 7, or Cosmetics
Directive, Annex VII). The use of coated microfine titanium dioxide and coated, microfine zinc
oxide as UV filters iz admissible in accordance with § 3b KVO up to 31 December 2003.
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Furthermore, fitanium dioxide is also authorised pursuant to the Cosmetics Directive in
relative maximum amounts up to 25 %.

1. Combined effects of UV filters and sum limitation value for UV light filter agents

Organic UV filters absorb light quants in a specific wavelength range and convert energy into
infrared rays; physical filters (titanium dioxide and zinc oxide) scatter, reflect and absorb UV
rays. In order to offer protection over the enfire spectrum of relevant wavelengths of 280 to
400 nm, several UV filters with different absorption maxima must be combined. By choosing
a suitable combination of organic and physical filters, the comtent of organic fiters can be
reduced whilst offering the same UV protection. This is desirable since in particular
photounstable organic UV filters, depending on their concentration in the finished product.
can trigger phototoxic and photoallergenic reactions.

The combination of UV filters can, moreover, influence photostability. The organic UVE filkers
octocrylene and methylbenzylidene camphor are known to stabilise the photounstable
organic UVA filter butyl methoxydibenzoylmethane. Furthermore, a possible recrystallisation
of dissolved UV filters can largely be prevented by a suitable combination with liquid filters.

The galenic auxliary substances used in the formulation also play a major role in sum
protection products. They should guarantee the stability of the UV filters and may, under
certain circumstances, also influgnce their penetration to deeper skin layers. For UV
protection it is, however, necessary for the filter substances to remain and act in the homy
layer. The efficiency of a sun protection product does not. therefore, depend solely on the
filters used but to a large degree on the compaosition of the gverall formulation.

Fears have repeatedly been voiced that the combination of organic UV filters could lead to
interactions in the formulations and to an addition or potentiation of toxic effects. However,
the BfR has received no information or data, supporting this hypothesis. The authorised
filters have mostly been assessed by the Scientific Commitiee on Cosmetic Products and
Non-Food Products intended for Consumers (SCCMFP) and must have a margin of safety
{MOS) of at least 100 between the exposure in man achieved under application conditions
and a dose which does not lead to any adwerse effects in animal experiments
(SCCNFPI0321/00/Final: Motes of guidance for testing cosmetic ingredients for their safety
evaluation). The assessment of UV filters also takes into account the special situation of
children. Compared with adults, children have a three-fold higher ratio of body surface to
body weight. This problem has been extensively discussed by SCCNFP. SCCHNFP came to
the conclusion that a MOS of more than 100 is sufficient to guarantee the safety of children
when exposed to UV filters (SCCNFPAS57/02/Final: Position Statement on the Calculation
of the Margin of Safety of ingredients incorporated in cosmetics which may be applied fo the
skin of children).

From data provided by the surveying authorities, BfR knows that sun protection products with
combinations of between two and six UV filters are on sale on the market. The sum of the UV
filters may amount to 10 to 20 mass percent. Sun protéction products for children may also
contain several organic filters. Adverse reactions caused by products with UV filter
combinations have not been reported to BfR up to now. The BfR Cosmetics Committee has
discussed the combination of UV filters in sun protection products on several occasions. The
experts do not cumently see a concrete risk based on the cumulative toxic effects or a higher
skin penetration in conjunction with UV filter combinations.

Recommendation

BfR recommends that UV filters and ingredients should be combined in the formulations in
such a way that the number of filters as well as the relative amount of filters used for the
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protection claimed is kept as low as possible. The pemmitted maximum concentrations for the
individual UV filters must not be exceeded. Furthermore, the added UV filters should
contribute to the sun protection factor of the finished product. The health safety and skin
tolerance of the finished products must be guaranteed.

2. Limitation of the sun protection factor and UVA protection

The declaration of the sun protection factor serves as an indicator for the consumer related
to the efficiency of the individual product to protect against sunbum. The SPF stated on the
products describes UVEB protection and indicates the time period were a stay in the sun
should not lead to skin reddening when using the comesponding product (sunburn or
erythema protection factor or erythema threshold value). With the principle of the SPF the
individual gkin type of the consumer is taken into account.

A limitation of the sun protection factor was deemed necessary by the experts of the
Cosmetics Committee since use of sun protection products with a high SPF may encourage
consumers to an extended stay in the sun. A limitation fo a maximum SPF of 50+ with a
minimum SPF of 60 was discussed by the Committee. An SPF of 80 implies arithmetically
that individuals with sensitive skin (skin types | to ) could spend up to 10 hours in the sun
without becoming sunburnt, individuals with insensitive-skin (skin types Il to V) up to 30
hours. However when calculating the time periods protection is claimed for the following
factors additionally have to be considered:

1. Even protection products with a high SPF do not completely filter UVB rays (sun
protection products with an SPF of 20 approximately filter 85 %, products with an SPF of
50 approximately 98 % of the UVB rays).

2. The SPF is determined under standardised conditions in the |aboratory by applying 2 mg
of the product per cm® skin (Colipa Sun Protection Factor Test Method. Brussels; The
Eurcpean Cosmetic, Toiletry and Perfumery Association-COLIPA. 1994). If a smaller
amount of the product is applied under application conditions, the declared SPF will not
be achieved. Also the sun protection product may become rubbed off by clothing or
towels with the consecution of a reduced protection.

3. Since the bioclogical endpoint-for the determination of the SPF is the UV erythema, the
SPF is no indicator for a protection against UV-caused skin aging, tumour development
or immunosuppression. High protection factors in the UVE range may give a false feeling
of safety, as skin reddening as an alarm signal is delayed. Consumers therefore may
become encouraged to a prolonged stay in the sun. In the consequence the exposure to
UVA is increased, if the product does not offer UVA protection.

The determination methods for the SPF have widely been harmonised world-wide since 1559
and SPF declarations on products therefore are mainly comparable. At present, there is no
harmonized method for the determination of UVA protection. The Australian Standard
(ASINGZ 2604, 1897) is the only standardised method so far and frequently used all over the
world. Here the transmission spectrum of the product is determined at wavelengths of 320 to
360 nm. In order to comply with the standard, more than 90 % of the rays must be filtered.
Further specification on UVA protection are derived from tanning determination in vivo, e.g.
applying the Immediate Pigment Darkening Method (IPD) or the Persistent Pigment
Darkening Method (PPD, the industrial standard in Japan since 1986). For these purposes
test persons were exposed to rays with specific UVA doses and skin tanning is determined
after several minutes (IPD) or several hours (PPD), respectively. Depending on the method
used the numerical value given for the same protection may vary considerably. A comparizon
of UVA protection by different products is possible only to a limited degree.
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Declarations, which also include UVB protection are the critical wavelength (at which 80 % of
the area under the absorption curve is reached in the range of 290 to 400 nm) and the ratio
of UVA to UVE protection.

For an additional qualitative description of sun protection products, the burden quotient was
infroduced. It is an index for the galenic quality of the product and describes the ratio of the
overall amount of UV filters and the sun protection factor. However, it can only serve as
additional information and not replace the declaration of efficiency on sun protection
products.

Recommendation

BfR recommends a limitation for the SPF in sun protection products for healthy skin. Along
the lines of precautionary consumer protection BfR is of the opinion that even a lower
maximum SPF than the maximum SPF of 50+ discussed in the Cosmetics Committee could
be favourable. In Australia and in the USA protection factors are restricted to 30 +'. A
restriction to an 3PF of 30+ would also be beneficial with respect to the difficulties in
reproducibility of high SPFs and the correspondingly long exposure time for volunteers when
determining high SPFs. The declared SPF should also be achieved under application
conditions.

Products with high UVE protection should also prowvide high UVA protection. In order to
determine UVA protection, an intemnational harmonised method should be elaborated for the
wavelength range of 320 to 400 nm. The declaration of UVA protection should be
comprehensible for the consumer. A declaration as a percentage of the filtered UVA rays, for
example, could help to aveid confusion with the SPF, which is a time-based protection factor.
Until the establishment of an internationally accepted determination method, the declaration
of UVA protection should include a reference to the determination method.

3. Photostability of UV filters

High sun protection factors imply long-lasting protection. However, this is only guaranteed
when the UV filters remain stable over the protection period claimed or if their metabolites
have a comparable protective effect. Various studies confirm differing photostability of
permitted UV filters. (e.g. Herzog and Sommer, 2000, Schwack and Ruodolph, 1996,
Johncoock, 1899). In order to standardise photostability tests for UV filters, corresponding
methods_for UVA and UVB filters were published by the umbrella association of the
European cosmetics industry Comité de Lisison des Associalions Européennes de Indusirie
de la Parfumene. des FProduits Cosmétigues et de Toilette (COLIPA), {Gonzenbach et al
1856). According to this method dissolved filters are applied under defined conditions to a
glass surface, dried and exposed to U\ rays. Subsequently the recovery of the amount of UV
filter applied is analyfically determined and absorpfion is measured and compared to a non-
iradiated sample.

Recommendation

Since the combination of various UV filters and the formulation play a decisive role for
photostability, BfR. generally recommends testing the stability of the UV filters in finished
products under conditions which are as close as possible to application ones. An approprate
method is currently being developed by COLIPA.

4. Oral toxicity of UV filters in lipsticks and lip care products

*In the USA sun protection products are considenad to be over-the-counter drugs whose efficiency and safety
must be proven. Products may be declared with & higher SPF than 30+ if the effect was previously proven.
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Lips react more sensitively to UV rays than the rest of the facial skin. Therefore UV filters are
increasingly being added to decorative lipsticks and lip care sticks. Even i no clinical studies
are available to confirm the prevention of pre-cancerosis on the lip through UV filters in lip
care products, it can be assumed that the sun protection for the skin also protects the lips. In
this context wvarious filter combinations are possible and the protective properties of the
individual products differ. It is assumed that the relative amount of UV filters in these
products is 10 % on average. From surveillance, however, also higher amounts of UV filters
in lipsticks and lip care products were reported (in individual cases up to 27 %).

Exposure and Assessment

Usually the amount of lip care products applied is 10 mg per application according to
estimates of SCCNFP (SCCMFPA321/00/Final: MNotes of guidance for testing cosmetic
ingredients for their safety evaluation). For products with a high pigment content as much as
15 mg per application may be applied. In the case of daily four-fold application up to 60 mg of
the products were applied to the lips. For lip care products 100 % systemic intake through
swallowing is assumed. Under these preconditions for lip care products with a high pigment
content and a relative amount of UV filters of 10 % a daily intake of 0.1 mg UV filter per kg
body weight for aduits (60 kg body weight) and 0.6 mg UV filter per kg body weight for
children (10 kg body weight) can be expected.

It is difficult to estimate the systemic intake of UV filters via the skin from skin care and sun
protection products. The intake depends on e.q.

the frequency of application of products containing U filters,

the amount used,

the relative amount of the filter(s),

the filter combination and the galenics of the formulation as well as
the ability of the UV filters to penefrate the skin.

The daily amount of skin'care products applied (leave-on products: facial cream, body lotion,
deodorant and hair products) amounts to 13.5 g according to estimates of SCCNFP
(SCCNFF/0321400 final: Notes of guidance for testing cosmetic ingredients for their safety
evaluation). Skin care products may contain UV=absorbing agents both for product protection
as well as for skin protection. Therefore consumers may additionally be exposed to UV filters
through the daily use of these products.

The highest exposure fo UV filters is certainly linked to the application of sun protection
products. However, BfR. has no data about the amounts of sun protection products used. It is
generally assumed that 0.5 o 1.5 mg sun protection agent is used per application per cm®
skin. Taking into account the skin penetration rates obtained in experiments and the filter-
specific maximum concentration in conjunction with single application to the entire body
surface (18,000 cm®, application 1 mg.fcm‘}. systemic exposure was estimated for the
individual filters by the Scientific Committee on Cosmetology (SCC) or by SCCNFP in
conjunciion with marketing authonsation (cf. selection in Table 1).

The estimated exposure to UV filters from decorative lipsticks and lip care sticks is estimated
to be 0.1 mg per kg body weight for adults. Table 1 lists the estimated exposure from sun
protection products for a selection of UV filters, which are also frequently used in lipsticks
and lip care sticks and for which opinions are available from SCC andlor SCCNFP. For these
UV filters the MOS was calculated in conjunction with parallel application of sun protection
products and lip care products containing UV filters based on the assumption that the same
filter is used in both products.

81



UV filler amountin product dermal absorption filter filter NOAEL  MOS o MOS o
] 4 [mplkg KG/d] [mgikg KGid] [mo/ky KGid]
s 10 44 1.32 0,1 200 [ ETT]
=28 10 2 0.8 0,1 450 750 EB43
832 10 0,08 0,024 0,1 175 8333 1446
s60 4 1.8 0,228 0,1 25 1o TE
566 5 0.5 0,084 0,1 200 2381 1087
563 5 1.5 0.23 0,1 1150 5000 3485

Table 1: Additional exposure of adults to UV filters in lipsticks
and lip care sticks and changes in the margin of safaty
527 lspamyl p-methoxycinnamate; S28:0ctyl methoxycinnamate; S32:0ctocrylens; S60: 4-Methyl benzylidens
camphor; S$66; Butyl methoxydibenzoyl methane; S&8:Octyitriazone
Fitter 5: estimated amount of U fiters taken up from sun products
per kg body weight and day;
Filter .: estimated amouwnt of LY filters taken up from lipsticks and lip care sticks
per kg body weight and day;
MOSs: Margin of Safiety for UV filters in sun protection products;
MOSs - Margin of Safety for UV filters, when used in paraliel in sun protection products and lipsticks or lip care
sticks

The margin of safety for all authorised UV filters is at least 100 when used in sun protection
products. In the case of additional exposure of adulis to the corresponding UV filters in
lipsticks and lip care sticks, the MOS falls below 100 only in the case of one filter (4-methyl
benzylidene camphor®). For children who have a three-fold higher ratio of body surface to
body weight than adults, the MOS could be even lower under unfavourable conditions.
Further exposure is possible from body care products; which may also contain UV filters.

The margin of safety for UV filters is based on the assumption of daily, life-long exposure.
This should not, in principle, apply to sun care products although a year-round use must be
assumed, as sun protection products may be wsed not only in summer but probably also
during holidays and when using solariums.

Recommendation

It is not felt that there is'a fundamental risk to the consumer through additional exposure to
UV filters in lipsticks and lip care sticks. Howewver, for reasons of precautionary consumer

protection 4-methyl benzylidene camphor should not be used in lipsticks, lip care sticks or
skin care products.

5. Further recommendations of BfR

Sun protection products do not offer complete protection against UV rays. Their use should
therefore not lead to extended exposure to the sum nor replace sun protection through
clothes.This applies in particular to children since data of the American Academy of
Dematology confirm that 80 % of sun damage takes place before the age of 18. Infants and
babies up to the age of 2 should not be exposed, if at all possible, to direct sunlight.

? Consultations at SCCNFP are currently underway about LV fillers with regard to possible bioeccumudation and
the interpretation of thyrosd effects in animal experiments.
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