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K )+ A 5 04 TR $50% % ReE £ BT+ #2400°50% =1200 C(%) DAa (%) (mg /kg (mg /kg
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Polysorbate 80 K B8 A 2219 1 Bt %0 (BIBRA, 1981) ¢ + s 7€ 69 NOAEL4E 7 #1460 mg/kg Aqua 55.0 3 ‘ - p >100
bw/day(k 391 X #) » 4 B 0 RAH T A H50%2 Aok £ BAF - # Moohal 30.0 60 N 1200 0.0193 62176
- b, i, Polysorbate 80 5.0 10 | 730 0.0032 228125
Denethicone A S A8 45 AW (28K ) » B & A& M A5 = F X 5 i 4)NOAEL SICRINS ‘ | :
AR reAa bw/dey - RN ANREERENE Dimethicone 3.0 6 311.1 0.0019 | 1637367
1000%28/90=311.1 mg/kg bw/day - Ammonia (28%
( s i days , : 0 2.0 2.97 77.8 0.0010 77800
Ammonia (28% Solution) | 4804 # Rk ¥ 5w0.01% &K X i X581 ¥ » of 8 — $ENOAEL 4250 Solution)
Vo % st i ot e 1S R p-Phenylenediamine 2.0 4.47 8 0.0014 5714
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Chronic Toxicity Studies

Amended Safety Assessment of Oral
Dimethicone, Methicone, and _Substitute_d-Methicone Polymers No significant differences were observed in the organ weights of Wistar rats that were fed 0.3% Dimethicone in the diet
as Used in Cosmetics for 2 yr, compared to controls." Upon pathologic examination, pulmonary lesions, changes in the ovaries and uterus, and

mild fatty changes in the liver and tubular epithelium of the kidneys was observed in all treated rats. Rats and rabbits which
were fed 1% Dimethicone in the diet (50 or 350 cm’/s; dynamic viscosity or specific gravity values were not available) for up
to 1 yr did not exhibit signs of systemic toxicity.

Status: Final Amended Report - -
Rel::se Date: Alpril 19,2022 Dimethicone
Panel Meeting Date: March 7-8, 2022 - P = - - -

Four groups of 30 male and 30 female Fischer 344 were administered Dimethicone (9.5 kg/m-s) in the diet at doses of 0
(control), 100, 300, or 1000 mg/kg bw/d for 12 mo."** Four groups of 10 males and 10 females from each treatment group
were necropsied after 12 mo of Dimethicone administration. The remaining animals (20 male and 20 female rats from cach
group) were observed for chronic recovery for 12 mo after the 12-mo treatment period. Test article-related toxicological
effects in necropsied rats were limited to increased incidence of ocular opacities in > 300 mg/kg bw/d females and 1000
mg/kg bw/d males. Similarly, in the chronic recovery group, there was an increase in eye opacity for all treated male groups,

without dose correlation. This result was further supported by microscopic findings of keratitis and corneal dystrophy. The
NOEL for systemic toxicity of Dimethicone was determined to be equal to the highest tested dose, 1000 mg/kg bw/d.

&t 5 AR

SAFIA>DOLEEHICREE I BNOELIL, e nl—Rs
o | HBT321000mg/kg bw/dEEHUWERESNTE,

M.D.; David E. Cohen, M.D.; Curtis D. KLl.uMm Ph.D; D.melC Llcbl:r PiLD RumldC Shank, PhD Thomds] S]d},u.
Ph.D.; and Paul W. Snyder, D.V.M., Ph.D. Previous Panel b d in this James G. Marks, Jr., M.D,
Lisa, A Peterson, Ph.D. The Cosmetic Ingredient Review (CIR) Executive Director is Bart Heldreth, Ph.D. This safety
assessment was prepared by Preethi S. Raj, Senior Scientific Analyst/Writer, CIR.

©® Cosmetic Ingredient Review
1620 L St NW, Suite 1200 9 Washington, DC 20036-4702 0 ph 202.331.0651 Ofax 202.331.0088
0 cirinfo@cir-safety.org




RRFERDIEL

BRESNZT—FIZEBREY—0 UEXEDEF NS (SR,

F—AHNEN R TE 55 HEZPDFICT—F{EUTIRELE T,

Lecithins, hydrogenated
RiESEER (F0O)

EENDHE  BELFE(LERHSNIR.
ISubstance Description NOAEL 4,860 mg/kg bw/H (2. v )

Substance identity

Repeated dose toxicity

Study results Type of Study provided M/C | Summaries 1 summary submitted
- 1 summar: y processe d

Oral route - systemic effects:

Study data: ora 1 study submitted Study data: oral
No adverse effect observed NOAEL 4 860 mg/kg bw/day (subchronic, rat)

1 study processed

P/R | Results Studies with data A BB B M Data waiving

NOAEL (rat): 4 860 - 5 460 mg/kg bw/day [2] )
Key study 1 no waivers

Study data: inhalation 0 studies submitted Study data: inhalation 8
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*4. Current and historic ¥ i y i i
# of Uses | Max Conc of Use (%)
Acrylates/C10-30 Alkyl Methacrylate Copolymer
018" | [ 2018" \ o
Totals* NR | | 0.0001-1.1 C )
Duration of Use C/ [ =2
Leave-On NR ] [ 00001-11 ] ' F D A EmEYYEIEE
Rinse-Off NR i l 0.0005-0.001 | i Food and Drug Administration
Diluted for (Bath) Use NR | | NR BREE RARS
Exposure Type
Eye Arca NR | | NR T 3 = z
J ) . ’g E J /| 13 n
il — NR | & ; | B AiASAIIE M HERAZ 13 A QD
Incidental Inhalation-Spray NR E | 0.0001 Bk R M R AL &
: : B #3 105.03.30 | ¥4 4 %%
Incidental Inhalation-Powder NR NR | &
! B HRAL i 3 i} #
Dermal Contact NR i i 0.15-0.3 . "
T A P S S NR ; NR . Magnesium Ascorbyl Phosphate WA E Crighsr® 3% EN2]
- - ! ! Kojic acid ik 2% EN]
:{’:;;_’cﬁ;:‘flg"'“'"g ;,g f l L "‘;&'{' 2 : Ascorbyl Glucoside 4k Cmit 2% LG
Nail ~ ' | ~ ! Arbutin ERE 7% ES] (ﬂ&;;ﬁ;;zbsﬁl;yquumone
Mucous Membrane NR f | NR i P ——— e ——— = e
Baby Products | | 0.15
Acrvlates/C12-22 Alkyl Methacrylate Copolvmer
mik® | I 2018"

*{EtmEAMETEFHOORIC L. RadOERABNSFZERL TS
BRI DT —HZIRET T DHENSHDET.



REY—EXDHIE

R E, BmZ ETIRFEI D

* IEZRE(CDWTIE, HFREEp6ZBRUTSIEE

FE { =LY — ‘ _ \ A
%{E“@Eﬁﬁf‘ﬂﬁ%z\br L BEDRERIETT—IH F—IhRBVWSEBEIUET. TOLETILE,
AR DM SRV D DD T, BVWEHBELTW3IES WEDHKICKHEUET .

S [C DV TIRFREDMRFEZ U2\,

BICHRRUET — Mo MDD — BRUTF— 5> I2I84 : 25,000 / F%
AEIRZRELUTZUN, —»[ M TREITIIES BRRBEUERT—INRDHSH > 284 10,000 / 5
FRrEHZL : 5-10&E%H

~

J

L= Ny = [ CIRDBREL. BHERBF—T 20/5ZE T : 80,000/ / B
KD ZRFE LT HBHERE. CRMT 380 B, 1R E(C ; 5,000 / Bidd
S, PEADEEERT U TSR S / PREBE: 10EXE~  * BEICLD
%:Eu{(_]cﬁ_;lc;gi,\H@'I‘E’fﬁ%ﬁﬂb‘}ﬁuob‘ (aTOES KBS conT. & ) OB T - 150,007 / 2
e > BOWEE, REDA MERICIRRE IS, 1R E(C ; 8,0000 / 5%
QL7538 OERBET . IGSROEFE(CIHR Nk ) PRERS : 10B%A~ * A SD
ZRRNENOERERRL THS |
=00, . MBF—F. BRAT & CRSMIROEEERRT S & E6IC. XBPBIHADONTIE
PDFF—S&IRBLET .

« BREESTHBITY. (OA>YILTa >IN ECHEETEVTODEER | LEEBRD80%)
. MEFERICDVT, MBREHNSI0EXERMATHNE 1 BEEXECTHABTETY,
10



TOfth, RFEY—EXDEIE

MoS&EtH. BRI DINEEIRBLS ERIRTRE

\00 RIESMHEHBREFOATH S IEEFZE(UF)ZE > CTHIEZITL.
LY iy SCCS12iRZEZR UMoSZEH T D,
oy MoSHOETZ ULy #F : 20,000M/A5)
_ . - FRERZ : 3-55%H
REHZ I BCHICHE EIRDES
BT —SIEE TElc/lzsh, € In a 28-day repeated dose dermal study (OECD TG 410), the chemical was applied occlusively
—_ —  HEIO/NKE , IO on the abraded skin of SD rats -A NOAEL of 5000 mg/kg bw/day was established (REACH).
027,: _ 9%_35 “:("‘EREE "‘E{\ Eﬁ':"" UNCERTAINTY FACTORS / Study period factor
(CERS ULTZMoSDIEDE A LTz, NOAEL = 5000* (28/90d) = 1555.555556 mg/kg bw/day
NOAEL 4] e SED *2 MoS *3 MoSEFifh
(mg/kg bw/day) DAp(%) *1 (mg/kg bw/d) MoS > 100 O
1555.555556 100 9.236304 168.4175354 O
. 0'0
& v /_.< — Iﬂ\! !! Industry Review
OQ EZﬁOD)JJ ﬁg*ﬁm%*ﬁ% Lj 7:— (/ \ doi:10.16736/j.cnki.cnd 1 -1434/15.2021.16.012
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