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(3) 244 gLz H2u3 8
INCI Name Cas No. w/w% ¥ i
Aqua 7732-18-5 73.57 A A
Decyl Oleate 3687-46-5 15.0 B g A
Ethylhexyl Methoxycinnamate 5466-77-3 3.0 F7 o
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 7% & |
PEG-40 Hydrogenated Castor Oil 61788-85-0 0.63 Uik |
Butyl Methoxydibenzoylmethane 70356-09-1 0.5 F7 oA
Sodium Cetearyl Sulfate 59186-41-3 0.315 FUiv A
Carbomer 9007-20-9 / 0.3 3 A A
9003-01-4 /
76050-42-5 /
9062-04-8 /
9007-16-3 /
9007-17-4
Disodium EDTA 139-33-3/ 0.1 AL A
6381-92-6
Methylparaben 99-76-3 0.3 7 A
Propylparaben 94-13-3 0.1 7 &
Total 100.00
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Phenylbenzimidazole Sulfonic Acid 2.78% ~ Butyl

Methoxydibenzoylmethane 0.5%

H 5 2 & : Aqua ~ Decyl Oleate ~ Cetearyl Alcohol ~ PEG-40
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| hereby declare that the products described below manufactured in conformity with

Cosmetic Good Manufacturing Practice

- i B AL
Manufacturer's Name

Z s "W R oa
Manufacturer's Address

R e U
Product forms

= ~ (TEIEP

The process of operations

M EM IR PN A BB PR ETAMERENE > A E
AR LSRR - FE

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

ZEmE A (Signature) ¢ f“)&%
Applicant ;{ AR ’_‘qi.
R A/RE A (Signature)
Person in charge é —%.’- A g
- MR L sy REA A
Company Tax ID No. / ID Number
Bopb o
Address:

oE 3R # d p

Date year month day



(6) Wig =i ~indz

Phase | INCI Name w/w%

A Cetearyl Alcohol 2.205
PEG-40 Hydrogenated Castor Oil 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

A it

1L#-A 44 £ 75780 Co #-B A4 11 80'C( RBEF ¥ AL R REEM 5 1
"8 3 75~80°C) °

2.0 AR £ dhe M gAY BRI £

3.4 C 4p i Carbomer e » ok ¥ o IEHEMER B S qr FUEF R oo
A4-CApte » #FEP A PE BRI » B9 3 A 4b

5004 F 4 EH pHE » FHMET R 240

6.4F LAt vk & - F 2 o
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RE AU S LR FEp

el N v e
= & CoA
B3 B SN RERERES &2
4D N gk gk B AR
B ¢ vd kg vd 3R B AR
F vk £ £ F v fAF v AF
pH 7.5+0.5 7.30 ® % e fal 2 pH
meter & pH meter &
B R
riY;y 2000 ~ 4000 mPas  |3050 mPas T 2 FLA
kAL R IRD 2P
T
BR 0.970 + 0.05 g/cm3® [1.01 g/cm? T_EHY
e 848 |2 F#kc <1000 cfu/g|? Ak Ak O 2% L ARTIIN S &
FE A (<10 cfu/g) s Z4 ¢ 12 ¥ 109.07.28
AL AR A 7 111.04.21 2 2= 3%
EX T EHEA BRtE OIS Bk > E-C AP ML
EX 3N XL N R TR
v ¢ A IR vod AIKE K 0w ¢ AR

I%E '-;7 V/‘é °

wiRI* R/PH

WA R/P ¥
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LA N FIE IR B

>0 AP USRI PE X RFREFARAELL AT 2FRA
R IRk S o Fr#*v'x*v?sw\fﬂmmslrim & (i 1) -

> EXFHEFAR RFLIAETHEP FHEEELE S LS FE 4T
Aqua CoA
iR E B A FREBHES sk

pH 6.0~8.5 7.35 g% e fit 2 A} (on
line) pH meter ip| Z_

TR <20 uS/cm 15.0 pS/cm ®F e fE 2L (on
line) & B 2-ip 2

P2 $ R (2 e <100 cfu/ml|2 Hiic A D 2 BB R ;E%‘I%

(<10 cfu/ml) ; Al A AT G N

ﬁ:ﬂ(%ﬁ/? LS /?

iR~ R/p W (& Fx4ct pip)

AR/ (& 224t p i)
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INCI name : Decyl Oleate
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INCI name : Ethylhexyl Methoxycinnamate
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INCI name : Phenylbenzimidazole Sulfonic Acid
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INCI name : Cetearyl Alcohol
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INCI name : Sodium Hydroxide

17



INCI name : PEG-40 Hydrogenated Castor Oil
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INCI name : Butyl Methoxydibenzoylmethane

19



INCI name : Sodium Cetearyl Sulfate
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INCI name : Carbomer

Product Name: Carbomer Batch : 2021xxxx
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INCI name :

Disodium EDTA
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INCI name :

Methylparaben
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INCI name :

Propylparaben
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1. INCI name : Decyl Oleate

*

*

*

L R R 2 4

EMA D x BE& M RE 1 LDso> 5000 mg/kg bw o 1 < B & M4
% # % LDso> 2000 mg/kg bw - 4
Frag b fetipelt A d F a5 K QBT 7 0 BlE 10%E 4 9%
i% ~20%FH 1= 4 % ik o X fFH Decyl Oleate 3 & {1 jicdy dc(Primary
Irritation Index, Pll)iz & % 0.08 -~ 0.05 fr 0.28 > @ T 2 Draize #
v #\ﬁ‘%mDecyIOIeate & Tt o 1o 122232 Draize > £ i1
100% Decyl Oleate s11d. P {1l « BB 1| Ffr 123447
% & % %1 Decyl Oleate £ ¥ #= #icerp% 1t o 2
ARERACH 1 8FNA I Y » Z X @Y I5%3% g A4 - 1 F

ok o el ¥ At A AFFRAIER 3 A (e AP
BE)rl LR3I ERE > A AL AR S RERESE
Bor 15%3 % Bt of 4 | A ot
FTAHLEL P 428X L EUEGT - 5 5% %5 100500 &
1000 mg/kg bw 2_ & & » NOAEL 7 1000 mg/kg bw/day - >*
RirgMH/dE33 48 AR B REHPEA ?j TA98 ~ TA100 ~ TA1535 ~
TA1537 - TA1538 Ftheii) P S FR R ¥ H38% ¢ 2k & 4 T 2500
ug/plate z_ /& e Decyl Oleate # E &R % %+ o 3
A8 LA & 2 W

N RS - &

#ﬂﬁﬁ%4§ YT B
SRS T BBy VAR E O FL kY R EREAL
£ H I d 4B 0 log Kow o et HEMAL KA 27 ¥
i B FE 2000 mg/kg v A BELE T > L F B % > F]p Decyl
Oleate A Atdp T Ahom "H (¥ i i A § = Jc 4 ILAp B & & ehde 1)
Ft o AA ML FS TR E AT O AR EBHY AT TR

g =4 N 21 4,5
KT 1L E0E Ao

A RSBy A B F R T esa RE3#E 5% (Human Repeat-Insult Patch Test,
25



HRIPT) (3¢ » 103 & 3# % % * 7 1%~5% Decyl Oleate fic > {5 %
402 &% ;éﬁ ® %5 % 446 7 5.5% Decyl Oleate the Bfe™ & & 4
EACR G o !
Hi& 230 D 995 CIR:=R 3R 2 @ * Decyl Oleate % it #i &
B §5 5<0.1%3 50%(CIR1982)> @ 2003 & 3F & B % 0.5%-88%
(CIR 2003) - 3

S FH

2y

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 ‘¢ =xk: 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

*

¢

EPEH ) REMr JRE M LDso>8g/kgbw > + AT JRE |
LDso>20 mL/kg bw o !

Frab i feflgolt 120 & % 2 BB AR RREFTE 2828
16 % > IR 3 X AT S F AL IR TR 33 BER
RACF oo ¥ - BBk n ok 04§ - & 235K fHfR2
2P F005ml £ 5% & ¥ - w¢ #0025ml 7RIS 9 50%
BOpkA s 5 2em2end RIFS LR BB BRI LT RAT
M e 1

A RATIE 20 § 2 2 RLT AR RBEFTE AL £ 16
RATE J ot

EHLEIR AR BAPLREBIBFTTY » 553 4
F| £ L F¥* 0~ 555 277 v 555 mg/kg bw & £ o NOAEL %
555 mg/kg bw/day - !

X oW
H

ey
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¢ RABUE/HBIPF P L FTALS38 F R ¥ % 0 & S
BT R B d V- F SRSk G 2 e
GIEHE g0 A EAFR L = Ames BIGERI A I o UEES F
LEEH T Tk mve hR % 3RBk 2 BALB/C 3T3 Mm e chim e i L 3RS0
RIEM P B R VT e ORI T M R RERE S
BT ML PR L T S e AR RIRRIR G AR T A R 0 A
P RO R EEP - FE A RASETL RS

L 2
3

A AAFE L HAGPRERRET Eé‘_fjﬁ_i'iiﬁ’%’f‘°1
& SEiHEd 58 “;e}%?z‘;/ﬁ'ﬁ‘ﬁmiﬁ'léé PR E iR T 0.29% 4
BLE s LG P TR YRR
¢ SABT A TSREREY N PP AR AR A
oA &6 0] BF o % IR 4% Ethylhexyl Methoxycinnamate
i S LRI AL - L p7 2 CERFHEFLR 28 - TR
TR A BT S 2% o
¢ kit Scerevisiae kR R REHK 5 ML CHO fwmie 4f vh Sk 35k
Bk R thl ot
& ARy 0 10 r‘"”pé"k“ P MIRE T EH 24 0] BE o RS BT 3B
FBWETARHTRE AL N SRR R RS T
® ST
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

® L£MHIF M) RHEMT JREF M LDsp>5000mg/kgbw » < B & v R
LDso>1600 mg/kgbw: ~ B & 1+ 4 & 3 |+ LDso >3000 mg/kg bw>
RAE MY 845 4 LDso /i >+ 1000 ~ 1500 mg/kg bw °

27



e e flgol 4295 & 4 3 0BT G R B A F & T #
RO e SO =
AERAQE BRI FIETEERET S AARTP T 1A &
g oL X % mpﬁf’y(ﬂ(lﬂm ’ & f‘ OECD #ﬁ 51 406 f- GLP & R
THRECFATEEEIEN ARREBF? AT TR A K ERE
T o2
FRAFIP AR 27 138 0 JRATF &% - NOAEL 5 1000
mg/kg bw /day - !
RRAFE/RBI P S oARAFRRRFRY - PREPFTHOAN
TEGRERE A BEERESINRFH A ERE T
R SR PR SE R BEHEBRRESTT T £ %
KGRI Ww RFHEE e o !
Rl o mlcdy o !
F 1 D Wistar * A feid s 6 X% 15 % » & X s

% 1000 mg/kg bw /day & & > K,% GOk R E A Atk o LRI A BT
WA Hnd PiEr > T ERLE R Red o2
AT 4 E D HHRE A Ravfe AR F T B e
BE (TIREFWR LD FRT) ¢ BAFRAF P % - FIRAL
BHS Bk Fpfernsdd FRMERHME T REBEEY SLEET A
B IE > B R i [ fein i Bl o 1 48 ) B W AR
% Rphig ol
FAST AW Y Y o B 1g 73 80mg i EikieRE S T
(1.86 MBa) st B 4530 6 ¢ it § AR H 2 BF > 2P REF
wE 6 AT ae 120 o) iz bl the S5 BT
A BT 9 0.2% o 2

AR SRR ORI EBEHR PRI AR IE
Hechio 5r(24 ) F5-3/105 48 - F5-7/10); B i Rl n]io7 £ B
12 3T3-NRU 56 & [ p|3 25 5 ) gk 1] % % Bic(photo-irritation factor,
PIF) = 1.4 > 1"5347?1‘#‘%1?9"] THEEF DL
A B fcdy A W H#-E R 5%Fe 10% Neo Heliopan (Phenylbenzimidazole
Sulfonic Aud)*«?qr 50 LARE DTN LI R A8 PP K
B (548 P T2 ) PRIE G BAARBTIA B F ko1t 5% 10%
EEEAFR ARG REE - F XA % 0ImL B 20 £ AR K o
R ER 14 % BARERIAKF B!

28



4,

o

5 FH
SCCP/1056/06- Opinion on phenylbenzimidazole sulfonic acid and
its salts COLIPA S45, 2006.

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

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

=

INCI name : Cetearyl Alcohol

€ 7 ¥4 Cetearyl Alcohol g A " fis 5 "q%sf R &4 > L & d

20%~35%:7 Cetyl Alcohol it fi% = 65%~80%<7 Stearyl Alcohol # *y
frles o ik 23 2B g PEF(A R Lo LA
EA) 0.1%V1.4% 0§ BE AR Y 1%3.5% 0 R 4B BfR K
0.2%~2% o !
M3 4 1 Cetyl Alcohol #rififig 2. « B & v JRA 4 LDsp * 3% 8.2
g/kg bw - !

B foilgls © #-2 5 3.0% Cetearyl Alcohol &5 F % $k o &
e v hengd L pE S BRIIER {1k o @ Cetyl Alcohol (Z 50.0%
T AR e R B e L K o AR D] T
Heo %~ 6 v & PRprpF > Cetyl Alcohol 4 4R 5 & {1 jgcd o 1
AR RATH D & #dy o %% Isostearyl Alcohol £ & 75 3 (5.0% tp =
i )fez 5.0%% A "qff et F A A X S RandBk s AR

o

BA R A F LR 25% B A Rt o i BB T K T s Ragapn
P o
L% EZ 1 Edcdy o 5% Behenylalcohol 1 ,?>J fEfCD + K¢

#1726 3F v PRFT 7 % %  NOAEL 5 1000 mg/kg bw /day °
RRFME/RABF L &8Iz - &7 lsostearyl Alcohol £ # 7 fig 11 &
BEROPAFAIT2 RRPREEFARRIEE !
FEE AN & &/ S
EAF I WEAME S </ Sl
F 30 R R Hedh o X VA £ AR R T R e e
By R RS oAl Py g o !

# & ¥y o %+ Cetyl Alcohol % 52 ?i;é—*ﬁ PIER G 4.0%
IR e T A &2 R RACES T XEE IO AF AR F
BY - Y 3G LO0%MRHFE Ik F WA GiplsE 407 LR GEE Y

29



Fi 7 A R
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o

& <A f¥dEcdy &7 F 3.0% Cetearyl Alcohol &
MELY o AF = é—’ﬁ DI R et
& HiE 2P FACR L om0 & 45 R T A
EeeP @ §% 2enls .Em'a‘ﬁr%ﬁ%frm? LSRRI At A ]
Aok B TR AT & Ro] e ian A g F o~ rel iR ~ ROA g R
& M g P g e ,};ﬁ;#@ % 0.0002% ~15% - 3 i Al
Paf% ¢ 45 e K FDA 1% > qr ¥ a‘_—w?]‘4 oA E P o 4
L G S fA S
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. I. 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, T 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.

5. INCI name : Sodium Hydroxide

€ AP I RRH A E Y 442% -~ BRELAN<1.0% ~ Frfk B<0.2% > @ H i
Rl 0.1% !

* Eird *rm*wpﬂﬂ’zﬁﬂﬁm“W€%ﬂxf A
WMB AL m el REBI TP 0 550%F § i 4 A2 ]
Blh- | PFpEpsy el B3R5 8+ HamEgHsrs
14 LCs0> 0.75 mg/L(% & 2 | FF) - 2

O LAl & F O AHT BEG Fed EEF § B
I Pp-foet e kS o 499502 S(EC)1272/2008 » 3% 4+ FALEF AT 5
Nk LR B 1A DR R 25%5 1A B E hl Y G o T g
P2 pH AP M > “EF pH B e 0 F 4 & o005%w/w B
pH .5 5 12> 0.5%;% 7% X 13 > 5%3 % % 14 -

€ G RATHE AR R phERE T 0 & § V400 F E 1.0%0

?‘

g Jpw‘x\\mk
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/}E&F};%T ™ 0.125% /}Eﬁ{/;f;?r&% :1(}9‘1" e Pﬁ\’-‘;’;‘f' /j»fb 'i]

F s o2
O FALEZY I ELF B RNEF EAT L R B 2
O HEBM/ABIM I AXE PR o L F 4T D
F 02
& KR AFRG MAENEF P auphl e OB KR -
¢ Al Eady o’

TS *Wﬁﬁ%4§-ﬁ&%2$4WRﬁﬁﬁﬁﬁ et ) ok B P
d At EF Sofe F M 0 NaOH erdlPAp 4t 4 » i ¥ % % NaOH 7 #%&
* e OH B3t A g PCS R pH E 0 @ i 3@%% NaOH @ #: »~ m_f{}k
BT E G P P4 o F3 NaOH — AR w™ gk 1% o
L JEEE Y § S R
& CREIR I m A Raopb R M AR F 2 A S SRR
4 W] E_Finn BE 5 ~Hill Top Bt % ~ Vander Bend BE 5 f= Webril B& 5 >
FEE_1% NaOH ¥ & f§ enf|igcr i o
* ETFH:
1. European Union Risk Assessment Report - Sodium Hydroxide, 2007.
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.nim.nih.gov/compound/14798

6. INCI name : PEG-40 Hydrogenated Castor Oil

® 7 IPEG k3 L {rmRkaniEE AY o Hiakd Rk o
e B By o PEG Vot B i F AR A S 14-C sk
A L4A-C R e A RFd o i * gEcheni i B A A P
345 !

® LHFMH % 0.25% PEG-40 Hydrogenated Castor Oil 2z fie * f+ B
AP pRF ']é‘_ LDsp = ** 15.0 g/kg bw -

& AL {ljclt 0 X < PEG-40 Hydrogenated Castor Oil % %4 it &
FEF IR 20 ) PEIS 51 KB fe e § A F bR bog
* 200 PFF o R G EMGER R o2

& ptliget T A2 50%¢h PEG-40 Hydrogenated Castor Oil -k 7%

B d SR Y F ~ 0.05mLy A 24 frd48h LB oA FEER T
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*

5 TRk By o A B AT o 2
ALEZ M D A 90 Xk BHASF Y P > & % 15 & Sherman-
< R4 e o Fv‘]‘?]‘ v 7 F 0.01%~0.04%~0.16%~0.64% 2.5%
£ 5.0% PEG-40 Hydrogenated Castor Oil » % % & % 3P %Empi P g
B % 0 & F 12 (% | E 5%4p % >t 2500 mg/kg bw °
REREE/EEZ M 0 2 8d5 - &% PEG- 35 Castor Oil & B#FE%
SRR T A ERRRM 2
ROF L & fcdy o 4% PEG-30 Castor Oil %~ &% 2 H s PEG
Castor Oil f | HREFHNE 5T 3 L R o2
M 4 Ric+ B 8474 ¢ 5> 100,000 ppm # £ T A%
BFTHME 2
F 12 N H$s 4 & g icdh o %% PEG-35 Castor Oil (87.8 mg PEG-35
castor oil/mg drug) * >t B ¥ f iv R ek % > PEG-35 Castor Oil £
2R P e g o4 W5 35.7+18.9 ] B e 0.216+0.075 L/h > PEG-
35Castor Oil ¥ % WA R T it § FRES AT (7% Jops) Al 4p M
FgliEw o1
kA g o
ARREchy C 24 ) PFH P AL K sEREESR R § 0.25% PEG-
40 Hydrogenated Castor Oil cfe = » 20 X iRl ¢ 7§ 1 1§ b2k

His % 234 1 CR & el 235 PEG-30 ~-33 ~ -35 ~ -36 {r-40

Castor Oil ¥ % 2 * *> i #xr &k & B ¥ 50% > PEG-30 % -40

Hydrogenated Castor Oil ¥_%Jk & % i£ 100%+7 & > & * o1

$4 T

1. Safety Assessment of PEGylated oils as used in cosmetics. UT
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

*

LA X RA M T JRE [ LDso + 3 16g/kgbw » % i chi &
KPS TR o) BT PRI %) & 8mg/kgbw # & T
BEREFMA R A= « ARREF2UIFLEBAR A
Bk %5 1 1000mg/kgbw it & i o AFRE L
AR 2 L KA o LDso B3t~ 2t 1g/kgbw o !

ARt A+ A1 A5 583 B Re - ZHEREL R
i) &2e 3510 £224 4010 Eeppdd > 5o 5 E# o
AEXH > a ¥ 5 ER&E - F& %30 60 f- 360 mg/kg bw/day
FoheRFO6B IR BF 21 % @& * chd A A+ % fig(Carbitol)
VOER AW G 1.5% 5%% 18%-° tip AIYHRR B I 4T e
AR ke i BE R L HE &5 0 30 mg/kg bw/day FFiE
Moo g TR o gy I AE QAR R
B A AF TN A G fe i o ¥ - LI ERA S B e
6 L4 F - BBEFRFEFTRF - LREFRRERE B
" 10%k & 7 T iR /2-F ¢ [3(50/50)¢ 5 & dcm? chm ff F 0 H#-0.5
mL %4k = §db s afr? 3G RE 40P - SR
betlgcdnBich 117 0 @ % A3 R el dp e s 1.39 0
% p- 1] gl o - Butyl Methoxydibenzoylmethane i3 >t #80F = 7 fé =
z fig > M & 3+ iE {7 Draize R BliR o & 23 fER

HRPEE 2 LK ot

A K IRAagE % % Magnhusson % Kligman #i & v 3 2 10 X 2 EUA
T o0 A TR e 0.dml 5% = > 2 X iz #| (Freund’s Complete
Adjuvant, FCA)~5%>* FCA 4 1@ & @ k¥ 2 H Jh FCA & 74 H -7 =
(I S 20&*&% BE 23X %21 REFARE A HLE
3 20%fr 6% 24 - J P B % ERRHE !

TAFLEI P A3 AEFEYY > 412 Bz 12 Bep
ML RSB g P %4 200 450 - 1000 mg/kgbw > 3 & & & 3
BApM = A AR ok 3 AR weha b LR 0 2 el
o Shane TR o St AR btk S ey TIOHRGE  fe it
AR om P AE ok d A E Twpii b H aip IR E £ 153
feo B R MBH LT 684 M2 (54NN BBLERA R
SRFERE E SR B4R ﬁ%&ﬂ””ﬁ:ﬂi%i‘aﬁ g i ;

-y
TR
A& NOAEL ¥ it % 200 # 450 mg/kg bw/day -
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& HRBP/EBA AREFH o & F 500 pg i3> DMSO &7
Ames E5k 0 B AT 5 LN S 0 BRI LA oL

& dmapiAdmi Py E o« 87y ¢ AE 1000 mg/kg bw/day
TR EG A .ru FER X AAFTAREANARBET o2

& AR F WP Bkt &4 1%3 0% > B3 fE et
& fig. (Carbitol) ® &% 2312 120 mg/cm? cnE| £ % 6 | FF > Ak
FhRAcLFR? #RDE A Y G 1.4%]r 2.3% 1

® S wfclBREMGIEFREEY AR JTF L 0.56% o

¢ kAP H LIMEFLY ORI LB LAk R Fh
2% DMSO % & & % {23 » i@ i UVA + UVB 2857400 nm A # ‘=3¢
R RS B z’v’vﬁ’ul‘ 4oz £ (Minimal Erythemal
Dose, MED) » ¥ % = {8 5 10 ® 2 {75 > % * 30 2 BATveed
3 24 ) P B3R & B3 10 J/em? 5 UVA 0 3207400 nm
%k RACHE S o

& CHEp- R E 11 P T e 40 LA el dg s R s
phigse > HY 8 A AT o AFEFRT » 4 10 #-5 0.2
mL e 10%:% %3 * 24 P iR IR 5 24 & 48 [ FF o 2 A 15 1k
A010 % R B RASRIRBCRTRIRERE BRI BRI L

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

2. ECHA e =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. INCl name : Sodium Cetearyl Sulfate

€ 7 % :Sodium Cetearyl Sulfate @i 7y fL Frfik 4 H_ cetyl sulfate
R AL 4h fo stearyl sulfate AT g A Fnphdp R & 5B > A PG A
FRAA Y B A TR R BE (4 (Bt B 5 2.2%)aR T 7 A
Fadh? AT EBE (Bt B 5 2.2%) 2Eiitf (Bt B S
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A%)fr & A B (B~ E 5 5.5%) < !

A4 110 §i Wistar < R(T 58 E 150 g)id 5 ¥ 2 10
g/kg bw & &5 * PlEy H o ELEH L 8% B R LEHE AT
LDso © *

AT Tkt 20.0% iR AT g e dh KRB IR A F A LG Tl
tho i £ 10% A ffRR R 5 dE R Plgtt i [ 22 sodium lauryl sulfate
T ARG AR o AT Ty ARG FE A F ] o !

P B ol 02 Draize P2 B ol 388k 0 20.0% = ir s AT 7 fadp K
Bk € g d T pep o !

Rk AT 1 A Pirbright it < £ B(T 988 € 463 g)ihgd F &kat
R % %r’bﬁifv;‘;ﬂv} PR ELA B 1L 25.0% 1.0%;%&@
7 bR F BEREFULG BRI -

EAEES ﬂ@@? L g A fy A ER AL 4, 22 Sodium Lauryl
Sulfate - = "= A Frfhdpie s fh = & it Fip i, Fp L - g
Fodh cn® D PRRER AR E T O A A chE PPIER 0 A R
90 = v JR# {4+ NOAEL 7 100 mg/kg/day’ LOAEL 3 500 mg/kg/day-
2

REFHE/BBIP mlcdy o 54 90 % 494k 1.13% - 0.56%+ =
AR S BREB S BR ALY 4 MRy 2 FE R
ERFALR 3

Rttt BBl oV 5 L o w AR - ERHFT O B R
Gy Lo Ak R B 2.0%T A R (T

* o 3

ArEA L mBh ol Y IRE HICL/ACR ] BT L AR
N A o AdEWRF 6 X 2 % 13 X o & X (HE 1.5ml/kg) 0.4~
4.0 fr 6.0% 7R3 iR A W * 32 o] BUEDF IR o & 0.4% X Rl E (S
P BT PR S P E%&EP“\;#p“i?“/fr% PR B 4.0%
v 6.0% % Plie P & BLRI|EH o gk E > A 4.0%f 6.0%% B2
R R-SIE I F SRV AR L N E i
R BV BFER KGR RSN e R
Pefa > 5dp > § Ok T o) o AR RJE R RO R Y TR
IR R R ER o PFRACPEHAAILE EJCL/ACR ] B ¥ P F Bk
TR geo Fpt o i BY AR BRfoitR ) R 2 Vo

»
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& A EHEd B mhdy ol 5 D AR X 2R Ten
@R&ﬁ?%’%ﬂﬁﬁﬁiﬁf$ﬁiﬂm%ﬁloﬁﬁ’?$
PEIR s A 2R RS REH R E 24 ) PF o AE T~ TR R
PRI > A ek 0 i CO, frfju;z PRI T 0.1%07 %
BE o = F BT A RIRRIVC S RIREIR L R Rl REF AR
Ilom lj_—"&n;.afopx 'P‘»TiiET“L'J"Aérﬁ&fP\w’J}*/tml 2
I EE B AR

® k3P iaEddpola g 25% - mAMEATERE R €
@599 LERF Y nE P - R AR o3

& M RG-S o R AR A R R TR

BRI R Y 7 1.26% " - AP 0 305 F ool Pr B € L

RIFE 5 @ R A Pn AR AN c0ds e RIEE 0 B 25.0%3 Hfr 1.0%

FHFIFEST ¢Hb A4 TRF o A8y CIR & 303

AL Py ARG A L F T e RACER A Mt 2w A

Fodh o Tt in i o 3 B RppuA AR LA 0 A B RS S Bcy

=

SRk
Final report on the safety assessment of sodium cetearyl sulfate
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.
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9. INCI name : Carbomer

® 744 Carbomer s T F A & ARk F oM L PO
EL2% 4 Pioh  CRE K‘ﬁﬂﬁﬁ%i%? LN A= S
¥ FEREEFVAEARTZE

® LHEIPIHEHAR-IZR) &foév]:@ﬁﬁ?%'ﬁt" JRET T 2 5T
Carbomer &3~ {6 & 14>+ Rav JRE 1 LDso= 2500 mg/kg bw
~ Bed K & & LDso>3000 mg/kg bw - 1

& L JF Tl 0 0.5% Carbomer -k i3 i A K dE st o !

& {1 100% Carbomer 4% BF 1t o 11 Draize P B {1k
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LR 2R 2R 2 4

tHiplE - 3 1 Carbomer-934100%% i 1k &% % 1 & fljcdp#ics 0.2
# 9% F (e o d 3t Carbomer E_ B R A S R E b
FLH TR U g FUR S s d Rk e @ gl B ]l o !

R RAch @b By o A S F BT Esa R iR sk By BT MY
L g 4 ol

e P ferpd A Rs Sw B(F E2E B30 8) 4
EXO0 (ﬂ‘ﬁﬁ.ﬁﬁ) 300 ~ 1000 - 3000 mg PA (high-molecular-weight
crosslinked polyacrylate)/kg bw/day » 7% 32 % # 93 % &4 - B % &
7 B 3000 mg/kg/day ‘it HE g e I E s HE
BTRA T ER o A o PA §EREY Gopi P EH A0 @
4 AT ot §F o2 Ak B4 S ¢ 11 0.1% ~ 0.5% 2 5.0%H
~ Carbomer #§ 65 B * - HBF £ #4717 L AR ARk
# & 0.5 & 1.0 g/kg/day Carbomer 6.5 & ? » BLET| % % §lic
SFEE Kupffer fmfe f P Bgcnd 2 0f » ¥ - 78 ;94 8 1.0 g/kg /day
Carbomer i 4 32 B ? A7 3 B % P27 P AR -3 4 - 78 13 1%
chdc a4 MFT 3 P > Sprague-Dawley + Bl Carbopol 974 (i 2 %
K& 100%) » » & (F 2= 1w 10 &)4 B[4 0~ 12,500 ~ 25,000 {v
50,000 mg/kg 4x & (#p % *t2fE& X 0~ 744~ 1,513 fr 3,147 mg/kg
bw @ ¥2% 5 0~ 835 ~ 1,681 fr 3,416 mg/kg bw) » ¥ - AT B &

¥ & & ¢ %3 Carbopol 974(1E %% & 100%) 3 > 13 iF » = (&
pEMW 4 T)aswER 012,500 ~ 25,000 f= 50,000 mg/kg bw(4p
vzl s X 0~ 420 ~ 802 4 1,657 mg/kg bw @ #2145 00 394 5
784 4r 1642 mg/kgbw ) A+ B % 43 HE R B I UMW E ol £
B4 BB 2 HTRE S Sl B PE reni e
TR ER v SV A K BT Y & & o Carbomer 2. fF eijp 3 iE #
ERFAEFRT Lo Lwﬁté:ué -7 A F % 73R
NOAEL % 1,513 mg/kgbw/day ; Jj 7%= 7 % % &+ & £ % i 50,000
mg/kg bw 4x & & i e F £ 1T % > NOAEL 5 1,642 mg/kg bw per day
TR AR R R E

LR/ EEE D A Ames iE'IF;ﬁ;%FTT'F P ERREFF o1

S A AR e L U

1 "Bffﬁv 4B AR T R T 1€ 3.5% o 1

#

ok i

'3\::1&

>
r

=

&:}7; AP s A b R S s R G REN LU P g
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2

riRagig 4 ot

& Hix 2P FAH I Carbomer chE 2P S EEILFE
(Cosmetic Ingredient Review, CIR) % o] 2R G o CIR & Ful &23F
B A F IR T F N S% 0 Carbomer R A5 TS MRS B A G

—h

A Fehd A B 2o 2001 E o (TS 4] E TR A - 26
A CR & R 25 g7 7 B Carbomer B & 4 chiy Ay T &
¥ bk 2% 0 CIR E,« <l 2% A A PR T o+ Carbomer

TS SN L riﬁ% RETTW R =t SR
PPl o & * Carbomer R & T &aermy ¥ RWE
Mt FHE > R ABRE P ARRIE T E o & Carbomer %2
TPOEIRT - B % e iR m be (Kupffer cells) b s%g ¥
¢ % Ak o Carbomer HfRAk A7 7 B om0 ipE R & B F 100%:H
ER T A K e RATeT AL 1 i% ] o Carbomer E & 3 & I
Mk F ok B RACME T A e S

® S FA:

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 f b :

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

10. INCI name : Disodium EDTA

& FEPIFFREART LREMEER CRE ISR
e DisodiumEDTA » £ £ 7 £ - &R M3t 10ppm » ¥ fiE 3 £ M3
100 ppm - !

® LMHAM I AELEMCIRE M LDy 5 2800mg/kgbw > & e ~ &
LOAEL % 30 mg/m?3 air ° 2
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¢

Tlgcls © H A KX G Pl JRpi g Tl o !
RE R T m %Py o 4% NasEDTA#iu it &4 % B RRagfd o 1
THLELIP A-BLIYPAESETT P 233 B X HA 5 BB
7 0~0.5+14r5%Disodium EDTA © 5% 7 2 fe it H s et B4 R
DRIt e R RBRIHMER A F R AL FR
KHECERS i s E;U ‘};4)3 L0 JIF R o $F a2 F ¥ Disodium
EDTA & & B o FhFOAHRE o LERT P R AR
ML TA 2 FEARFAR 3. -5 BXEgLeEs
MFE T ¢ > 4% G Disodium EDTA (0% ~ 1% ~ 5% ~ 10% ) =+ B
BARE TR = o b B 5% (5 4206 mg/kg bw/day ) %
vk T &4 4k (G R 10% ) 48 - Disodium EDTA
NOAEL 3 1% (:»7 692 mg/kg bw/day ) - °
RRFMP/FBIP I FH LM T EBRRENE 7
*5l4e A ;ﬁk?{%ri o 4
R EBIg o % NasEDTA #g iit & 47 12 7500 ppm #| & 4 &
L H2 ) RiE 103 i .fé%é@&’(:/%'hio 1
4 [ v R EDTA A £ % ** 1000 mg/kg bw/day ¥ i #3483

KR RE%kb A A FT A Lo EDTA & % JER Mird
Koofed » AREBER A SV A 2ma 01
FIAWF A B ST LB A RS T R TER A
Voo JReFSTE £<3% 0 M3 20% A AR T BT 0 Sofnande B
FoRRAER DA 4
LT N E S/ S
Ay e B R 4T R 4] PR PRF L 4g Sodium EDTA
£ Calcium EDTA > 8 3% 1 5 chdf i o A %] 5 75%~88%fc 57%~70% -
JR* Disodium EDTA4 /| B > X5 60%~80%:1ifE & 4f 4w o) o §
Bz A RF AR E (A 4y 28 £) 0 Calcium EDTA P > 24 /| p*
2 F\ q* € B 100%-° @ v PR3 Sodium EDTA % Calcium EDTA(6 g/day>

L6 X )R AMOY FiE Y Rt L o AA 0 k< Calcium EDTA
P L g 2 A e
His % 25 I CR & Ro) B3R £ F iy ¥ 170 2% > Sodium
EDTA frdp B & 4 % 3 it g o fofp A I A 58 % 2 eho (b oo
BAERAE P % )RR T HEDTA frdp b = A % 4 F Tjcd &
RAaH TR LS LR EARFF T od LI RED
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TR FAMA 0 RE B ME £ BA A G e T

ALBE @7

LRl 2% d 0 EDTAfedph =& » FIHE 7 % H£iF

S ERT PR S A EEoR A ERE

EDTA s¢ HEDTA § #R2L¥ Sl K RG5> Y & &

JRAE Y P BT A A B AR R E o 6

£ FH

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 e =xk: 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, WId 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 =t .

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

INCI name : Methylparaben

*

ER BT L RIRRE R A3 0.1%-2% 0 Methylparaben 1z L ¥ 7 A%
TP HEAF ORAMTHEAFT IR A FEMAR
(0.37-0.91 cm/hx10*)fr-| B A ¥ (1.17-1.76 cm/hx10%)® % i i%
Bfp3higqp o o !
Ela i < REM T JRE 12 LDso + *t 5600 mg/kg 0 e B & *
Feo g Arenc RA LR AEA g oM ) R T LAY
TR T i AR A 165mglkg € WRES AR F s 4 A foer i
@ HMa g THE A 333mg/kg A < BA T e A0
500 mg/kg bw - 12
ALK Tttt K fF 9 Methylparaben 327 2L ¥ ffriE' fig "4 Draize
BliE o4 LRS- 01mL gAY g 2 4
BF 24 1P B¥ o & fjcdn#ich 067 &;Tﬁﬁtﬁ érl,{i‘.ftd’
g ot
Pkt - 0.1mL 0.20%cr %53 AL ¥ 7 AL figif » A PR 0 gt
BIRERET oA YT R R EiER G L o ARl
flgclbend & LR P E S 20 > 01%5 0.2%455 A 57 i 7 Ay
BERARY FATIRAET F g4 3 foX 2 R pTll e
2
AR RATIE DI AT T B HEEA T B B HEAFT
Pap fafr¥tsg b s 7 o ﬁa(O 1/* 2B RY )L TSI Ay
THE N LW FF 300 £ 3F(10 i 8) o B % Ao s
¥R A AR T PEF 5o 5 F 0.1%3 0.8%:h— A& A B4t
R F U PhfainA S (¢ 354 ztk’f“ AT g o *ﬂz;:ztk’f‘? i3
Cfa HEAFTRARIrHERAFTTET fm)OA AR 2R A
e fe RAECRIGE IR B T S A ] ol A R AT 0 23
EAFSEL D v R EA EE R L 24 L forpdt < B4R S
FF 022 BRTEI AT MY fig 96 F 0 R EFFHEr B4
W % 1050 mg/kg bw % 5500 mg/kg bw > NOAEL % 5500 mg/kg
bw/day o 123
RRAFgPE/EBF EAFOURKRY AR Y WA B PK mie
E it‘a%t A4 %%‘I\]affé o 1,23
R ) B X B T A RAE N LER g

FURY fpa kR e 2
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EAN R X A f’ﬁfr'l’iﬁ’%‘r °o -] Efx'.m'?ﬁ?u?]‘ dr 0.1%:% 1.0% 428
AFORYARaBPAEIRIEFTRATHRFIILET A EEN
1,000 ppm £ 10,000 ppm 4 & 8 iten+ B P > ¥ L ¥ P ALY Ay
BRFYHIFAIHEEFLFF M A%~ 5% THEF P AL L EE
HF o HREM L 23% FEFERASRI AR S FLREHT
APRET %ﬁﬁwymb%wﬂé&ﬁkaJomomm,ﬁ@%y
mAFO @K ﬁiaéﬂ NOAEL % % 1,140 mg/kg bw/day °

37 NG 4 F LA RTHOR AT AL R T Rl fig s ehiA

Food Al S ool o 20 HEr KT BT A TR Al B
?i%H@ﬁ%?meﬁmn*é@@mﬁ TAF T A
RS VR fRE e AR F A B MR A SRR st A

PO A R AP ERE A A R BT R A Y Ry
m’J‘}?*?r'ﬁﬁ’»rﬁ » H R RE RARE B B 4e @ TE o A ] ok il
o B ACSY  % BL) o Hofe LA 1 - 12

kF P 54 01%% 0.8%:H¥t e AF UMY fip  HEAF UM
fWﬁdéﬁ&é¥“&ﬂ%ﬁﬁ%ﬁiéﬁ%ﬁ%ﬂﬁ%%ﬁw
WG FRPRRF R ER -

AR Bl RPERAAF Y ORAfin %63 50 rv,\Fgén FmyHY 5710
12 e 15%$t 55 2 ¥ ‘ﬁg%uﬁi%ﬁ“4%*?5%ﬁﬁﬂ%’
TAERIIC A kB S S%IEE AT IR Aa A € A4 Tk
AR kR AL - BAFTIg e V- 50 BB EOAEE R
Tlpcsapbidsh » B 5 T @ 4§ RACF i o>

S4 T

W

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

*

SA G D RIEER A 01%2% 0 HEAF TR A o
Propylparaben 25 A ¥ ¥ Fap o foft s A 5 9 Ba~ fg o A 5 o B
A % (0.37-0.91 cm/hx10%) 4= & A & (1.17-1.76 cm/hx10%) ¢ /%
& R 3 A AR 2 o 1
Efrd ) R& M R4 LDso 5 5600 mg/kg » e 5 & 2k
PR RTET A AR & LA R g oM ) B T LS A E
i fig LDso & 1.65g/kg o 12
AT D AR TG 02%¥ A E T [ fa A 4 i
o A& flgdp s 0507
P flplt 0 23 kR S 01%3 0.8%ctss A F 7 fL Y fig  $ig
AFU L ﬁa‘?ﬂ‘%ﬁi’x?g Fif fa e A ¥ 9 7 faend ﬂ«%’aﬁ
F LA TR 0 A A SRR G R g o
AR B A O R g HEAY Y M fa o HEA YT
Fef o et A F 7 7 f(01% Ad T2k )4 TiiatE A4y 2
HEHTER > FF3 5 3F(1015) BEETHEAYT
PR AR PEAE o 77 0.1%3 0.8%:h- fEA A fEitE
AFY ﬁ.‘rgﬁqu;i \."-?4]'1‘3‘3'$ (¢ ﬂ‘%li"?g Fe® fig > HEEAF TR
fio » HEAFORFBICHSAF IR MDA RRDEFAR
T gcfe R AR Féﬁﬁ* HIRE T B 2 A a gl K T B RAT

3

E#’%\'%i ,k;:‘: 4&W|Star - E:'(—Li- izl n_ZO)r FR}% E’g ﬁ
fin > % £ % 310100 & 1000 mg/kgbw /day o % 8 ¥ &5k % & P&
RIEFHPndHAR 2 ATF LR H IR FRN S foa §
FRFREIEARF MBS TN H LT RBE T HE

AF ERAMPTINI AT R L P I RTHGATY R fad

NOAEL % 1000 mg/kg bw/day - 14

RRPE/R BRI P FIRREUBFIREAHEAFT RA L

ERRFIM o L Ames BT M AT T BA fpchR R RES

1210 ¥ 2000 pg/plate crd| £ & (7 iRI3EPF > HIE A F T A g

RS R T R B R ?{%Fim o 13

R I AT MP o e R UeATL 2R e BIRE RS

v RER A HE T REHEA T R SR R o 13
AP A-HAFETY oHF AMI 3mg/mLitE AT R

W
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P iadkR ™ B2 T#;“éo%‘i’izi " RL[ fg 7 0.01%3 1.0%:k B
T g BN mﬁ‘——o»& o
F AP 4 B S BT M S A R T i fia dF e0iE [
B E Y “ff”*ﬁfﬁl“ o B¢ R Y T A STACR A B
m EE: ﬁwfrﬁm i 2 et et sg 2T pL BAR
LI KR 'prio A & BUL S ok MR hpldad g AL
ﬁ‘&ﬁq IR NARFRE G A SRR MY R A Y T B
SR FEEM BB 0 H BT RIAE R ] S @ P o A ] B Rk BY
shfF R0 8 < B ok R AR 0 o
kAP D HTF 0.1%3 08% AT IRy - HEAFTR
Pl fe/s8 A 59 B i & jﬁ?ﬁ Tk RAT I ok F R
ooy WP Rk E R -
ARy D HERAF Y it 50 LR B HFI H P 5% 7%
10% ~ 12%fr 15% ¥ 25 A F P e g e Z f5Y o & X% 5 X {4
A% “f P THPEPRIRIEL o B R G 12% TR A F IR €
A4 ﬂ,;w AR ER § AL - A F Flgee ¥ - 50 iy
F R gepaphidsk o BEx T A RAE o 23
% ";Hf
1. Amended Safety Assessment of Parabens as Used in Cosmetics. UT

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

47\.\— l‘h =% g

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) 2 &% THEPE%RFEL

WRE SRR CEHNE S A CpH AR S RAFPEFO6 BT AR
BERMRK REN IR BPFFA LD L LD T PR

A& EH FRAFES

¢ EMT LDPE

e LA 500 %10 $ 30 5600

40 °C 40 °C 40 C 40 °C

WA P 75 %RH 75 %RH 75 %RH 75 %RH
45 UK Uk Uk Uk
Eﬁ‘é’ v d kg d vd 3 kg d vd 3 kg d v d kg d
F *R E/T“?ﬁﬁt ﬁﬂj‘“éﬁ ﬁﬂj‘“éﬁ ﬁﬂj‘“éﬁ
pH 7.30 7.41 7.25 7.33
F19:3 3050 mPas 2950 mPas 3100 mPas 3180 mPas
%A 1.01 g/em? 1.00 g/cm3 0.98 g/cm3 0.99 g/cm3
el iR RS % TSI El A & A & A &
P i ;i ;i ;i

% £ 7 £ 7 £ 7 £

S R 2

ISO/TR 18811 Cosmetics-Guidelines on the stability testing of cosmetics
products,2018 %% 5322 F B % JRAE (74 X TR

W AR/

A R/P ¥
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(12) B2 ¥ & iRI3F

A& LH FRApER
A & B IT0803CY
AEUB PP 110.07.05
¢ EHE LDPE Wk p o 110.07.08
% iRE P o LG E TR 3
ERE S e P
d <1000 cfu/g (<10 cfu/g) YA ARt e B
AL 7 180 * PR 109.07.28 2
111.04.21 = 2 = %% =
wRBA G S LR P SR
EF 4§ HHEA 3 94 448 EA BRSS9 ¢ AR
; = Z B> E o
R 3 4 ;4
E AT Wt % &
RS WA (37 & x4t pap)
Ak VAR (& &34t p o)
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(13) B rcas 3R 4E 2

o5 LA

(Sample Name)

FRIAGES

B3¢ p ¥ (Date Tested): 110.03.09~110.04.10

x5 %% * ;2 (Method Code): 1SO 11930:2019

#]3# F)#& (Organism)

ST [ ABBE | &% TERE | EERH o3 A%kE | RAH
(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= <10 <10 <10 1.3x103 2.2x103
% 14 = <10 <10 <10 <10 1.2x10?
% 28 % <10 <10 <10 <10 <10

W AR/

A R/P ¥
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(14) =

FRAI S

se }ﬁ Fl' }i\g. P ‘,;l

¥ Pﬁ%] &/F \!é‘

methods In vivo determination of the sun protection factor (SPF) =

PEIR A

121S0 24444:2010 Cosmetics — Sun protection test

SPF TEST Result Table Laboratory : ABC Lab.
Product : 7 % 3| 5 SPF¥ ¥ & 15 R P ¥ :110.05.01 UV source : Xe MP
TEST SUBJECTS RESULTS
 |Exposure MEDU %] CONCLUSION
N Technician |Subject |Skin  |Photo MEDp COMMENTS
date (mJ-cm-?) SPFi |SPF, s G (100¢, Cl[%]1<17 %
name code |ITA° |type (ml-cm™2)
/SPF,)

1 s64 | 1 19 200 | 153

2 486 | 1l 29 350 | 12,1

3 581 | | 19 200 | 153

4 435 | 2 420 |175

5 440 | 20 a0 | 22,0

6 42,7 | 17 330 | 194

7 349 | 29 460 | 159

8 57,0 | 19 260 | 13,2

9 548 | 27 370 | 137

10 453 | 19 230 |121] 156 | 32 | 231 | 148% Complies

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

(15)

L Rk R

A Sl U

¢ EHE

A

T &AL

LDPE

FUAP RS -HLE

LDPE
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(16) 5% 2 FH

FRAVET TP ARRBEE

4 2021 & 3 B2 HEWF HE 2 F LR ¢ (Scientific Committee
on Consumer Safety, SCCS) it #E &= 4 iB|:g %2 H & » PG ip 3l % 11%
(SCCS/1628/21) » T ik H % b ~ M= HFEFA KB BEZE -

Pk =/
T d 60 kg
Ffg i ER W
g fasp Y A&
& opo oA F 2/day
Y ¥+ 1
PRI/ & &5 ff(cm?) 17500

& B ﬂ» 1§ % i?é 'E.(Eproduct)

WP REAS ) EMoSHE Y el FRBE S 18.0g/day 4
T o€ & 5 5 300 mg/kg bw/day e

l/%g—;‘r_ 1SCCS f”"’? }_‘/'T_lpﬂj’:‘?pfﬁwg ’f}i}——)g%f%fﬁ_’ f_‘ij‘;z
* o E 3R /ﬁ £ ikt * g% * (SCCNFP/0321/02)
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,%'—? |“x7g£a,b 2 A MoS E’:;Lﬂ

PE A BAALE b

SED= Eproduct (# p & % % & £ )xC/100(pz =

MoS= PODsys/SED
SED (mg /kg bw/day)

C(%) 5 fie™ | A v

> ¥ % 3;‘1
s DAp(%) =

A 3z ; PoDsys —

SCCS it A 4 ipl5# 2 & 2R 4p3l 5 1
CORA PR LRSS SR hE A AR

iﬁ\'—'lupg
5 MoS E MR

WA e g

SR R R F] G AR TR

ﬁjw%‘rl?ﬁ
PIEH A" AR TS RALE 0 51 R B
é_b[aﬂ BIE kv e

% 12 (Margin of Safety, MoS)4r- ™

4+ )xDAp/100( & J§ =z &)

; Eproduct (mg /kg bw/day) 5 % p & & % &

i ¥ * NOAEL i3 &

&Ry

1% (SCCS/1628/21) #2%2 90 %
L4 E ETmen90
FEe# £ K B (Point of Departure, PoD)P¥ » SCCS € ¥ g ' 3%F7 1
# 2 X 4 90 % F7 % <1 PoD PF >
= A A

- 1L 15 2. NOAEL &3+

NOAEL

BT
A K5 | NOAEL SED
e 7 A
INCI name (e mg /k mg /k MoS
" (%) 3 (mg/kg | (mg/kg
DAp(%) | 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 % 12 not not not not
solution) ' 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 5.p8

Decyl Oleate

28% & i¥5% ¢+ EUE & F 117 5rNOAEL % 1000 mg/kg
bw/day » % g T JRA 7 * F50%% 35k X #E F LTS
1000*50%*5/7*28/90 =111.1 mg/kg bw/day -

Ethylhexyl
Methoxycinnamate

13:F # 1¥5% e+ & A K F |18 5rNOAEL 3 555 mg/kg bw/day >
¥ B REk % ficz. H FEE_F]F » 555%5/7 =396.4 mg/kg bw/day -

Phenylbenzimidazole
Sulfonic Acid

133 + & v JR4 41§ 5rNOAEL 3 1,000 mg/kg bw/day » % B T IR
4 7 % H50%2 3 FE Z_F]+ » 1000*50% =500 mg/kg
bw/day -

Cetearyl Alcohol

2 3 % PeBehenyl alcohol £:.26i% +« & v JR# 4 {7 5-NOAEL %
1000 mg/kgbw /day » ¢t 5 { %= B AN FEETF)FEBTR

It o

Sodium Hydroxide

FAREE 0 1T 5 pH &R o

PEG-40 Hydrogenated
Castor Qil

90=% * El4& & # {4 ¥ :rNOAEL % 2,500 mg/kg bw/day » ¥ g v IR
A 7 * F50%2 H FET_F]F 0 #-2,500%50% =1,250 mg/kg
bw/day -

Butyl
Methoxydibenzoylmethane

133 + & v JRF 417 sk KNOAEL % 200 mg/kg bw/day » ¥ J&
CIRA T F F50%2 F Fr T_F|F 0 #-200*50% =100 mg/kg
bw/day -

Sodium Cetearyl Sulfate

90=% * Kl v JR# {47 &:rNOAEL 3 100 mg/kg bw/day » ¥ g T JE
47 F50%2 F FEF_F]F 0 #-100*50% =50 mg/kg
bw/day -

Carbomer

90% + & v PR& |+ 17 5-NOAEL 5 1,513 mg/kg bw/day » ¥ & ¢ IR
4 FT h H50%2 4 FERF)F » 1513%50% =756.5 mg/kg
bw/day

Disodium EDTA

5 13ik4 & < B 2% ¢ ¥ 5oNOAEL 5 692 mg/kg bw/day » %
BT IRA F T * H50%2 F FEE_F]F > 692%50% =346 mg/kg
bw/day

Methylparaben

8it | K v R4 78 F [+ ¥ 7rNOAEL 5 1140 mg/kg bw/day » ¥ &
TR T FE50%E R #E o T _F| 5 > #-1140%50%
*8/13 =350.8 mg/kg bw/day -

Propylparaben

8iF < & r JR# {18 5rNOAEL % 1000 mg/kg bw/day » ¥ & T IR
457 * F50%% F% T BE A LT )5 > 1000%50% *8/13
=307.7 mg/kg bw/day -
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THP L Sw o UG RAP RS TSN AL A
FEIRY2ZA L FPRFAMEREFGF T o

FREF T 1P

FRAP S e IR ARR Y D0 T EL o * P

@SN R 15 A 4P B0 BTGNS DR o

CALIPERy A F s R S 10 ki S R =3t SR oy 1 L e RN
BEFAFoFT@RERE IR F LR T FRF DA LT

(w,

3 @#gmio
N Z Propylparaben % I\/Iethylparaben v 2 R R SRR S A LRLE
g U ERIP 2 AL EREFET o
% 2L
FRAIP I hF 23R A0S i 4 chd WE Py =G itk 2 A
%&%°
1L ZASFERE P S EAWUERFE2Z S {fed ARWY 24 > TiEK
’*%??wuﬁﬁ%?ww$o
2. M A &FTF 2 = 8 g = &~ Ethylhexyl Methoxycinnamate(*X & 10%) ~

—\

\

-

Phenylbenzimidazole  sulfonic  acid( *? & 8%) % Butyl
methoxydibenzoylmethane(*X & 5%){ & A B4F T % 2 it f & 2 CHZ
gL 2 Rro @ * A R A Methylparaben (L€ 0.4%14 acid 3*)
% Propylparaben(*T & 0.14%' acid )2 & KA AZE (“ hE S B & S 4
¥ NI T A U S

3.1 AAS T RAIP RS ) 2 PSP/ TR X TP ER
WL AP RPIIFEE 2P ECRERFEL > B BT AR E
RREFE - FT D THFAAP RS ) AR E G RS R 'Jf

rfed 2 B2 F X TP BRRAPAEE T ERIT ST

PSR PRI TR & T MR AEILL o

4 AP RPIFLEFPEAREESME L FHFERAEL L R %
fv sRSR 3F 2 BT 1 4 1SO 11930:2019 Criteria A 2_ &% o
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5. ﬂ\é_r‘% M S LDPE > {45382 S 2 B e 2 ¥ g
% o s f’H’f'bi % 2o
6. ﬁ:}f SCCS k&= A RlgE 2 H & 2 3P gl § 11 5% - F it g &7
Afird i Ak BAR HWASRY RBE O HTEERF
SCCS * WA S22 EEE BB U E T 2 EEE(MS) o 4+ A 5825
BLEAA R RIS S AL FIFE LS LRy o Fl L
Eojefp r» 4 25 EFAL Fjedslde 2 b3 B2 J @B Mg i gt
FF I HEEARE G R FANE T L F AR RGITS pHA S
H P RS EpH 5 Y o EHARFTES S 2T 2B E(MS):E -

7.8 F QAP RS Y ety R oS 238 R iR o @ AR AT
TR E % 2 E(MoS)F B 2 100 0 iEd A g 2o

8. Pt AFEHFANMS LTI P? AL drt 3 LBk
“* %Km#B%A)%gf qpigfr"r'iﬂi:# _{'_/F,‘,:; F‘j“ié%/\ﬁyll
E%%;J:-] LLg l:k:’_’_o
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HERLT A RE b NS L BRI e MR

H AP EREAY - AL L EBP TR TR R ER
e 97T RBFIZASE PN § 2302 BFRfd s
& 2.tk % 4R 4 (Certificate of Analysis, CoA) ~ % > T #L % (Safety
Data Sheet, SDS) ~ e L F L p% > 2 2 AR T 2 P %
oy % LRI AT
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INCI name : Ethylhexyl Methoxycinnamate
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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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47 plenary meeting of 24 September [99]

o7

S28: 2-ETHYLHEXYL-4-METHOXYCINNAMATE

. General

1.1 Primary name

2-ethylhexyl-4-methoxycinnamate

1.2 Chemical names

Z-ethylhexyl-4-methoxyeinnamate

1.3 Trade names and abbreviations

Parsol MOCX

1.5 Structural formula

0 CoHs
I

CH,0 CH=CH— C——CH,—CH— (CHp);——CHs

1.6 Empirical formula

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

1.8 Physical properties
Appearance: Colourless pale vellow slightly oily liquid.

1.9 Solubility

Miscible with alcohols, propylene glyeol, ete,
Immiscible 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 bow.,
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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 b.ow./day.

3.7 Subchronic oral toxicity

Rat. Thirleen week oral study. Four groups of 12 male and 12 female SPF rats received the
compound in the diet at levels of @, 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 carmied 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 6 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 atiributed
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 infiliration; 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 430 mg'kg b.w./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 coneentrations 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 elinical 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
300 mg/kg b.w./day by gavage during the period of organogenesis. Except for a slight
reduction of maternal 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 b.ow./day of a.i. (probably by gavage) during days 614 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 investigator 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, No other abnormality
was found.

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

{a) fn 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 corneum, and least in the
chamber. The approximate amounts found in the chamber were: after 6 hrs, 1.13 % after 16
hrs, 11.4 %%; 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. In another set of experiments, various amounts of "Parsol
1780% {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 1 789" was used
as well as the a.i. Using 3 sorts of formulation, about 3 % of a.i. was found in the chamber in
6 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 ad. is 10 %a).

Man. A test on human abdominal skin in a chamber was carried out. With 7.5 % a.i., about
0.03 % 1s found in the camber in 2 hours, 0.26 % in 6 hours, and 2.0 % in 18 hours. Various
combinations of a.i. and "Parsol 1789 were investigated.

(b} I 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 1t 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
hydrolysed by plasma esterases, although slowly, The cumulative excretion of
dmethoxyeinnamate in the urine over 24 hours was studied by GC/MS of the methv] ester
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derivative. (This method would also detect 4-hydroxycinnamic 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 conditions of the experiment.

8. Mutagenicity

Salmonella mutagenesis assays were performed on the usual strains. There was a positive
result with TA 1538 without metabolic activation. This was thought to have been a batch effect.
From another laboratory, a very weak positive was found with TA 1338 without activation, at
10 pliplate; it was not found in 2 replicates, nor in a second Ames test. A test for mutagenesis
and crossing over in 8. cereviziae was negative, A test using Chinese hamster ¥V 79 cells showed
a very slight increase in mutant colonies with dose. A test in human lymphocytes in vitro was
negative,

A test for cell transformation in Balb/c 3T3 cells was negative. A test for unscheduled DMA
synthesis was negative.

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

Test for photomutagenic activity. These were carmed out in cells ot 5. cerevisiae, which had
previously been shown not to be affected by a.i. fsupral. Doses of a.i., dissolved in DMS0,
ranged from 0L06 to 625 pg/ml, and radiation up to 500000 1 ne® UVA and up to 12000 UVE
{30 and 1.2 Jem™), Chlorpromazine was used as the positive control, Suitable negative controls
were also emploved. The experiment appears to have been well carried out. The results 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 areas 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-o0-tetradecanoy! phorbol-13-acetate (at first at 10
g/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 50 % 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 animal tests. The data presented suggest
that the compound is nol an irritant or sensitizer in animals and man; however, Lests 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 =b: https://echa.europa.eu/registration-dossier/-/registered-
dossier/15876/7/2/3 .
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3. UV-Filters in Sun Protection Products, Opinion of the Federal Institute for Risk
Assessment, 6th August, 2003.
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