CLE DE PEAU BEAUTE THE FOUNDATION I10- octinoxate and titanium dioxide cream
CLE DE PEAU BEAUTE THE FOUNDATION 0O10- octinoxate and titanium dioxide cream
CLE DE PEAU BEAUTE THE FOUNDATION 020- octinoxate and titanium dioxide cream
CLE DE PEAU BEAUTE THE FOUNDATION 0O30- octinoxate and titanium dioxide cream
CLE DE PEAU BEAUTE THE FOUNDATION 0O40- octinoxate and titanium dioxide cream
CLE DE PEAU BEAUTE THE FOUNDATION O50- octinoxate and titanium dioxide cream
CLE DE PEAU BEAUTE THE FOUNDATION 0O60- octinoxate and titanium dioxide cream
CLE DE PEAU BEAUTE THE FOUNDATION B10- octinoxate and titanium dioxide cream
CLE DE PEAU BEAUTE THE FOUNDATION B20- octinoxate and titanium dioxide cream
CLE DE PEAU BEAUTE THE FOUNDATION B30- octinoxate and titanium dioxide cream
CLE DE PEAU BEAUTE THE FOUNDATION BF20- octinoxate and titanium dioxide cream
CLE DE PEAU BEAUTE THE FOUNDATION WB20- octinoxate and titanium dioxide cream
SHISEIDO AMERICAS CORPORATION

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

CLE DE PEAU BEAUTE THE FOUNDATION

Drug Facts

Active ingredients Purpose
OCTINOXATE 3.9% Sunscreen
TITANIUM DIOXIDE 3.3% Sunscreen
Uses

¢ helps prevent sunburn
e if used as directed with other sun protection measures (see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun

Warnings

For external use only

Do not use on damaged or broken skin

When using this product keep out of eyes. Rinse with water to remove.
Stop use and ask a doctor if rash occurs

Keep out of reach of children. If product is swallowed, get medical help or contact a Poison Control
Center right away.

Directions

For sunscreen use:
apply liberally 15 minutes before sun exposure
use a water resistant sunscreen if swimming or sweating
reapply at least every 2 hours
Sun Protection Measures. Spending time in the sun increases your risk of skin cancer and early
skinaging. To decrease this risk, regularly use a sunscreen with a broad spectrum SPF of 15 or
higher and other sun protection measures including:
o limit time in the sun, especially from 10 a.m. — 2 p.m.



o wear long-sleeve shirts, pants, hats, and sunglasses
e childrenunder 6 months: Ask a doctor

Inactive Ingredients

WATER-DIMETHICONE-BUTYLENE GLYCOL-GLYCERIN-ISOHEXADECANE-CETYL
ETHYLHEXANOATE-CETYL PEG/PPG-10/1 DIMETHICONE-DIPHENYLSILOXY PHENYL
TRIMETHICONE-TREHALOSE-TOCOPHERYL ACETATE-SODIUM
HYALURONATE-DIMETHICONE/VINYL DIMETHICONE CROSSPOLYMER-BUPLEURUM
FALCATUM ROOT EXTRACT-SODIUM ACETYLATED HYALURONATE-PEG/PPG-14/7
DIMETHYL ETHER-ROSA ROXBURGHII FRUIT EXTRACT-POLYQUATERNIUM-
51'HYDROLYZED CONCHIOLIN PROTEIN-HYDROLYZED SILK-DEXTRIN PALMITATE-PEG-9
POLYDIMETHYLSILOXYETHYL DIMETHICONE-ALUMINUM HYDROXIDE-STEARIC
ACID-TRISODIUM EDTA-CELLULOSE GUM-PALMITIC ACID-DISODIUM STEAROYL
GLUTAMATE-DISTEARYLDIMONIUM CHLORIDE-SYNTHETIC
FLUORPHLOGOPITE-POLYMETHYLSILSESQUIOXANE-ISOPROPYL
ALCOHOL-BHT-THEANINE-POLYSILICONE-

2’ PHENOXYETHANOL-METHYLPARABEN-FRAGRANCE-TITANIUM DIOXIDE-IRON
OXIDES-MICA:

Other information
e protect this product in this container from excessive heat and direct sun.

Questions or comments?
Call toll free 1-800-906-7503

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - I10

clé de peau
BEAUTE

the foundation

BROAD SPECTRUM
SPF 21
SUNSCREEN

27mL NET WT. 1 OZ.



clé de peau

BEAUTE

the foundation
BROAD SPECTRUM

SPF 21
SUNSCREEN

2/mL NETWT. 10,

Drug Facts (continued)

Inactive ingredients

WATER - DIMETHICONE - BUTYLENE OLYCOL - GLYGERIN - SOREYADECANE -

CETYL ETHYLHEXANDATE - CETYL PEGPRG- 101 DIMETHICONE -
DUPHENTLSILONY PHENYL TRIMETHICONE - TREHALOSE - TOCOPHERYL ACETATE «

SOCRIM HFALURONATE - DOMETHICONE MRAL DIMETHICONE CROSSPOLIMER -
BUPLEURUN. FALCATUM RODT EXTRACT - S00UM ACETYLATED HYALURONATE -
PEE/PPG-L4/7 DMETHYL ETHER - RESA RODEARSHE FRLAT EXTRACT - POLYDUATERNUML
HIDRCLYZERD CONCHIOUN PROTEI - HYDROLYZED SILK- DECTRIN PALMITATE «

PEE-9 POUYDIMETHYLSILNIETHYL CAVETHACONE - ALUMINUM YOROYIDE - STEARAC D -
TRICORIN EDTA - CELLULGSE UM - PALNTE - DSOORM STERRI, GLITHNATE

rmull:f TN DRFIE - RONDAES - WA
Other Information

Mprotect this product in this contalner from excassive heat and
diract sun.

Comments?
Call toll free 1-800-506-




clé de peEau
BEAUT -
THE FOUNDATION Drug Facts (continued)
BROAD SPECTRUM SPF 21 Warn
SUNSCREEN o 11
|10 Do not use on damaged or broken skin
When using this product keep out of eyes. Rinse with water lo
Drug Facis | remove.
and ask a d f rash

Active Ingredients Purpose i etait et alebbaatio
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| out of reach of children. If product is swallowad, get
| halp or contact a Polson Control Cantar right away.
|
|
|
|
|
|
|
|
|
|
|

TITANIUM DIOXIDE 3.3%
Uses

Directions

For sunscreen use:

M helps prevent sunbum
Wit usad as directed with other sun protection measures (see Directions), mapply iberally 16 minutes before sun exposurs |
decreasas the risk of skin cancar and early skin aging causad by tha sun > Muse a water resistant sunscreen if awimming or sweating

Mreapply at least every 2 hours
M 5un Protection Measures. Spending tima in the sun increases
your risk of skin cancer and early skin aging. To decraasa this

risk, ragulady usa a sunscreen with a broad spectrum SPF of 15

READ INSERTION.

SHISEIDO AMERICAS CORPORATION DIST. R
Nemnm H:E'Eu ; or higher and othar sun prolection maasures including:
alo. 13m0 < limit tima In the sun, aspacially from 10 am. =2 p.m.
www.cledepeau=beaute.com

This package is made using bagasse paper (a nor-wood paper).

<wear long-sleeve shirts, pants, hats, and sunglasses
M children under  months: Ask a doctor >

I
|
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I
|
|
I
I
|
|
|
| OCTINOXATE 3.9%
|
|
|
|
|
|
|
|
|
|
|

1 20858 10mmet—
18mm X 33mm

7 30852 13690 8

13690-41-5040

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - 010

clé de peau
BEAUTE

the foundation



BROAD SPECTRUM
SPF 21
SUNSCREEN

27mL NET WT. 1 OZ.



the foundation

010

clé de peau

BEAUTE

the foundation

BROAD SPECTRUM
SPF 21
SUNSCREEN

21mL NETWT. 10Z

Drug Facts (continued)

Inactive ingredienis

WATER - * BUTHLENE ELYCOL - GIYCERIN - (S0 HERADECAME -

CETHL ETHYL EXMDATE - CETYL PEYFPG-10/1 DIMETH GO E -
DEPHEBLSHACNY FHENYL TREMETHICONE - TREMALISE - TOCOPHERYL ACETATE -

SO B URXATE - DIMETHICON E/MRYL D METH CONE CRUSSPOVER -
BUPLETRUM FALCATUM ROOT ERACT - S)D0IM ACETYLATED HYALLRONATE -

PR PFG-1 477 DAMET YL ETHER  ROGAROHBARIGHI FRAAT EXTRACT - POLYOUATERAUM 51
MYDROLYZED CONCSIOLN R TEN - BYOROLYPED SIK - DECRA PUMTATE -

PEG-0 POCYDIMETHYLSL CYETHYL DUMET HICONE - ALUMINEM HIDREIDE - STEARICACID -
TR ETA-CELLIL O G - T D DSOOUM SEROM GLTAIAE-
DISTEARYLBAMONIM CHLORIDE - SYNTH ETIC FLUORPHLOGRTE - POCYM ETHYLSILSESQEKANE -
ISOFRPAL ALCOHL 5T TEVNAE - OEYSLCINE.2- PHRETIAN - ETH ARAGEN
FRAGRANCE + TITAMUM DICODE - |RON (0DES - MICA -

Other Information
M protect this product in this container from excessive heat and
direct sun.

Questions or Comments?
Call toll fres 1-800-906-7503




clé de peau
BEAUTE
THE FOUNDATION
BROAD SPECTRUM SPF 21
SUNSCREEN

010

Drug Facis
Active Ingredients Purpose
OCTNOXATE 3.9% SUnSoIeen
Uses
Mheips prevent sunbum
Bif usad as directed with other sun prolction measures (see Directions),

decreases the risk of skin cancer and early skin aging caused by the sun >

SHISED O AMERICAS CORPORATION DIST.
HNEW NY 10022
MADE IN ULSA
GLO. 13681
www. cledepeau-beaute.com
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' |
! |
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| |
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! |
! |
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f TITANIM DIOXIDE 3.3% Sunscreen | |
| |
' |
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|

| |
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' |
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|

”ﬂm;,m"*\
7 30852 13691 5

N 13691-41-5040
%, AAA /

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - 020

clé de peau
BEAUTE

the foundation
BROAD SPECTRUM

Drug Facts (continued)

Wamings
For axtemal use only

Do not use on damaged ar broken skin

When using this product keep out of syes. Rirse with water to
remove.

Stop use and ask a doctor il msh ocours

Keep out of reach of children. If product is swallowed, get
madical help or contact a Poison Canirol Center right away.

Directions

Flbn Ib-lly“:;mm EPOSU
luﬁmuﬁI!mmnlmm:m

Hreapply at least every 2 hours
B Sun Protection Measures, Spending fme in the sun Increases
rnrhﬁddhmmuﬂ'suh To decmase this
rwahrlyuulm nplul'unﬂ’Fd*S

Inllimhlnum.lwﬂlpmml.m -tpm.




SPF 21
SUNSCREEN

27mL NET WT. 1 OZ.



the foundation

020

clé de peau

BEAUTE

the foundation

BROAD SPECTRUM
SPF 2
SUNSCREEN

21mL NETWT. 10L

Drug Facts (continued)

Inactive redients

WATER - « BAITYLENE GIYCOL + GIVCERIN - 150 HEADECANE «

CETYL ETEMLHEXAN OATE - CETYL PER/PRG- 1)1 DIMETHICONE -
DUPHENNLSILCOY FE{EN'YL TRIMETHICONE - TREMALISE - TOCOPHERYL ACETATE

SODILM HYLURDNATE - mmnluutm

BUPLEURUM FALCATUM ROOT EXTRACT « 50 D0JM ACETYLATED HYALURONATE -

PR /PAG-1.4/7 DIMETHYL ETHER - ROSA RONBURGHI) FRANT EXTRACT - POLVORATERMIM-51 -
HDROLYZED CONCHICL M FR) TEN - YDROLYEED) 31K - DEXTRN PALMITATE -

P~ POCYDMMETHYLSIL 0YE THY L DUMET HCONE + ALUMN WM FNDRTIIDE - STEARICACID -
TRESODILM EDTA - I‘ﬂlll!ﬂ FALMITIC ACID - DiSODIM 5 TEMROYL GLUTAMATE -

Other Information
Hprotect this product In this container from excessive heat and
direct sun.

Questions or Commenis?
Call toll free 1-800-806-7503

el




clé de peau
BEAUTE
THE FOUNDATION

i |
|

|
i |
i |
| BROAD SPECTRUM SPF 21
[ SUNSCREEN | Warnings

| For external use only
! 020 | Do nat use on damaged o broken skin
! | ‘When using this product keap out of eyes. Rinsa with water to
: Drug Facis | remove.

| Stop use and ask a doctor if rash oocours
| |Acthve ingredients Purpose | | e tatof reach of children. If prociuctis swallowsd, pel
: TITANIUM DIOXIDE 3.3% ma"m"“"' | madical help or contact a Poison Control Canter right away.
| Uses | Directions
! .m amm"&m pro\ction measures Diractions : :Onmlmwufsmummmn

. "
| usedas urﬂtddﬂnmﬂﬂuﬁdﬂnqﬂnﬂu(::ndbyhuan | 3 | =Wl*:lrhm?wlllﬂm“m
I | n Measures, Spending lmlnhlﬂnlmm
| | e a T
' SHISEDO AMERICAS CORPORATION DIST. |
of higher and other sun protection measures includi
| T | sy
: mﬂm I Echildren under § months: Ask a >
e . I |
- AT T —— ——————J
aM-f‘:mm 1mﬂ—\
7 30852 13692 2

. 13692-41-5040 7 |
\_ 13 L

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - O30

clé de peau
BEAUTE

the foundation




BROAD SPECTRUM
SPF 21
SUNSCREEN

27mL NET WT. 1 OZ.



the faMmiau

030

clé de peau

BEAUTE

the foundation

BROAD SPECTRUM
SPF 21
SUNSCREEN

27mL NETWT. 10Z

m Facts (continuad)

lmldlve redients
« BEITVLERE GOV - GIYCERIN - (50 HECADECANE -

:mmmm CETYL PEG/FPG- 1) BIMETH O NE -
DAPHENTLSILONY P ENYL TRAME THICONE - TREMALOSE - TOCOPRERYL ACETATE -
SODAUM H7S LRONATE - IMETHICONE /MMM D METH CON E CRESSPOIYMER -
BUPLEURIM FALCATUM ROOT EXTRACT « S004IM ACETYLATED HUALIRONATE -
PR PFG-1.4/7 DIMET B ETHER + RSA ROERRGAR! FRALT EXTRACT - POLYOWTERMIM-51 *
BERCEYZED) CONCHIOLN e TEIN - MYDRGEH YPET) S0 - DEXTRN PAIMITATE -

PEG-) POCYDIMETHY LS (WIS THY L YMETHICONE - ALUMIN UM HYDRITIDE - mr.n
TRISODNM EDTA - CELLULGSE GUM - PALMITIC ACID - DISODIEM STEM0YL GLUTAMATE
S TEARYL DIMONAIM CHLCRIDE - YNTHETIC FLICRPELOGORTE - mlmm:
ISOFROPIL ALCOMCL BT - THEAMME - POCYSLICONE-2 - P ENCCIETHANCL - METBYLPARAEEN -
FRASRAMCE - TYTAMIM DIOJDE - [RON (RODES - MICA -

Other Information
M protact this product in this container from axnessive haat and
direct sun.

Questions or
Call toll frea 1-800-808-7503
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I
: didapngau I
BEAUT |
: THE FOUNDATION | | Drug Facts (continued)
BROAD SPECTRUM SPF 21
[ SUNSCREEN : Wamings
| For extemal uss only
: 030 } | Do not uss on damaged or broken skin
‘When using this product keap out of ayes. Rinse with water to
: Drug Facts : | remove.
| Stop use and aska doctor if msh ooours
| | Active Ingredients Purpose | |
Ksep out of reach of children. If product is swallowad,
i Kt Srecem | 1 |l orcoiasta roon ol conr vy,
| Uses : Directions
: :m u..m"&m profection measures (see Directions) I T‘mlm"%mmmm
u sun es ;
! decmases f risk of skin cancer mnd early skinagingoausec by thesun ™ | | | Muse & weter resistant sinscreenit swimming or sweating
| | lmmllonmahwm
| N Sun Protection Measures, fme in the sun increases
' W B T e
SHISED 0 AMERICAS CORPORATION DIST.
| or higher and other sun protection measures indudi
| "'&naﬁﬂm“” : 'Iﬂlhhhﬂmwwm&m‘apﬂ:’
~wear long-sleevs pans, sunglasses
: mmm | mchikiren under 8 months: Ask a doctor [ |
= I
|

ﬂM-r'M 10mmit— \

7 30852 13693 9

13693-41-5040
.
“ AAA : /

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - 040

clé de peau
BEAUTE

the foundation

BROAD SPECTRUM
SPF 21



SUNSCREEN
27mL NET WT. 1 OZ.



the foundation

040

clé de peau

BEAUTE

the foundation

BROAD SPECTRUM
SPF 21
SUNSCREEN

27mL NET WT. 10Z

.‘D—'"ﬂ' Facts (continued)
Inactive ingredienis
WATER - = BUTYLENE GIYCOL - GIYCERIN - 150 HEGDECAME -

CETYL ETHHL HEXAN OATE + CETYL PELy/FPG- 10/1 DOM ETHICI BE

DAPHENLSILC0Y Pl ENYL TRAME THRCONE - TREWALDSE - TOCOPHERYL ACET ATE -

SOOI H % UROBATE - DIMETHICON E /ML DM ETHICON E CROSSPOLYMER

EAPLEVREM FALCATUM ROOT EXTRACT = 5000 M ACETYLATED HYALURONATE «

PR JPRG=1 47 ENMET oL ETHER - RS R BRI FRAAT EXTRACT - POU YORA TERRIGM-5 1

MY DRROLYZED CONCHIOLIN FRd TEIN - FDROLYZED SLK « DEXTRN PALMITATE -

PEE-3 POCYDIMETHY LSIL OV T L DOMET SICONE « ALUMIN M ENDRANDE - STEARIC ACID «
TRESODM EBTA - CELLULOGE GUM - PALMITIC ACID « STEARDYL GLATIMATE

DS TEARYL DIMOBIUM CHLORIDE - SYNTH ETC FLUORPHLOGORATE - PODYM ETHYL SILSESQUNBUNE -
[SOPROPYL ALCOMOL - BT - THEAMNE - POLYSLICONE-2 - FeIENCOTETHANCL - MET HYLPARAEN -
FRAGRAMCE - TTABIEM DACIDE - IRON (DODES - MICA -

Other Information
W protect this product in this container from expessive heat and
direct sun.

Questions or Comments?
Call tol free 1-800-806-7503
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I
! dédapagu |
I BEAUT |
! THE FOUNDATION | | Brug Facts (continued)
I BROAD SPECTRAUM SPF 21
| SUNSCREEN | | Wamings

| For axtemnal use only

: 040 | | oenotusson cammed o broten sin
' When using this product keep out of eyes. Rinse with water to
. | Drug Facts | e,

| seter H ras
[ Active Ingredients Purpose | mﬂmummunwm
: %m".mm uﬁuam“ Yy a”a mnnuum | KM'L]MEWWIW antrol Center right a ﬂ“
N = : Directions
D R ettt i Aol T ot D i | | meppy toealy 15 miues betors sun
! .MMMdﬂdnur::m-ﬂpﬂdnmngEmwnuuah > | lummrr-mnwm"mm«m
| | “Mnmmalun
| Sun Protection Measures, Spending fme in the sun increases
| | Harﬂﬂdhmuﬂ-ﬂ'xmlh To decrsase this
i SHISEDO AMERIGAS CORPORATION DIST. | Wm proelaenunridnr “""'“ Srrolis
[ mwg EW : -IHIMhmw:,'m‘ Uﬂh:l““mm 2Dm

-wear long-sleeve panis, and sunglasses
I b BLOTe i I mchildren under 6 months: Ask a doctor 3
— ; i TR T T T T e T T I PR T T TR T i TR TR T e
-\-\-l_\"l ________________________________ H ._;- —_— - - — — —
’*mw—\
7 30852 13694 6

|
\\ 13694-41-5040 /

= AAA v

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - 050

clé de peau
BEAUTE

the foundation
BROAD SPECTRUM



SPF 21
SUNSCREEN

27mL NET WT. 1 OZ.



the foundation

050

clé de peau

BEAUTE

the foundation

BROAD SPECTRUM
SPF 21
SUNSCREEN

27mL NETWT. 102

.D—‘"ﬂ Facts (continuad)

Inactive ingredienis

WATER - = BUTYLENE GIYCOL - GIYCERIN « 150 HECAECAME -

GETYL ETHYL HEXAN OATE - CETYIL PEC/PPG- D011 DAMETH IC2) BE -

DNPHERTLSIL COM Pl EN YL TRAME THECONE - TREHALCSE - TOCOPHERYL ACFTATE -

SODMAM HPE URCRATE - DAMETHICONE/MNYL D METH EONE CROSSPOLYVER -
BUPLEURIM FALCATIM ROST EXTRACT - SO0IM ACEYLATED HALRONATE -

PR PRG- 147 DIMET YL ETHER - ROSA ROMBURGH FREAT EXTRACT - POLYORA
HYDROIYZED CONCHICLIN PR TEIN - BYDROLYZED UK - DETRN PALMITATE -

G- PO YDIME THY LS4 CRCYE Tl | ENMET BECOME - ALUMEN LM EYDRINIDE - STEARICALID -
TRISODIM EDTA - CELLLN CFF GUM - PAMITIC ACID - DSODIEM STEAROYL GLUTIMATE -
DISTEARYLDGMONUM CELCRIE - SYNTHETC FLUCRPHLOGORTE - POLYM ETVLSILSESQRAMANE -

[SOPRAPL ALCOROL - BT - THEAMNE - POYSLICONE-Z - P EMCCYE THAMGOL - METHYPARABEN -

Other Information
W protect this product in this container from excessive heat and
direct sun.

or Commenis?

Questions
Call tol fres 1-800-906-7503




clé de peau
BEAUTE
THE FOUNDATION
BROAD SPECTRUM SPF 21
SUNSCREEN

050
Drug Facts
Active Ingredients Purpose
OCTMHOXATE 3.8% Sunscrean
TITANLIM DIOXIDE 3.3% Sunscrean
Uses
W halps prevent sunbum
| mif used as directed with other sun prosction measures (see Directions), >
I decreases the risk of skin cancer and early skin aging caused by the sun
| —
: SHISEDO AM CORPORATION DIST. |
NEW NY 10022
| MADE M LLSA
| GLO. 13695 |
| www.cledepeau-beaute.com |DAILY USE
- <
’ ot Rh \
7 30852 13695 3

13695-41-5040
AAA

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - 060

clé de peau
BEAUTE

the foundation

m Facts (continued)
Warnings

| Do not uss on damaged or broken skin
When using this product keep out of eyes, Rinse with water 1o

SO D LSS ANd ASK LN DLN N el ) ORI
Kesp outof reach of children. If product is swallowad, get

mugwum-mcmmurﬂum

Sun Protection Measures. Spending §me in the sun increases
Huwrhﬁddhmm-ﬂ#nh To decrease
8k, tha spectrum SPF of 15




BROAD SPECTRUM
SPF 21
SUNSCREEN

27mL NET WT. 1 OZ.



the foundation

060

clé de peau

BEAUTE

the foundation

BROAD SPECTRUM
SPF 21
SUNSCREEN

21mL NETWT. 102

m Facts (continued)

Inactive ingredienis

WATER -  BUTYLENE GIYCOL » GIYCERIN - 150 HECADECANE -

CETYL ETHYLHEUAN OATE - CETYL PETPRG- 1)1 DIMETHIGOME -
DUPHERTLSILONY P{ENYL TRAME THICOME - TREBALCSE - TOCOPEERYL ACETATE -
SODILIM H7% EROMATE - DIMETHICONE MBHL D METH EONE CROSSPOIYVER -

BUFLELRIM HH‘EM S01M ACETYLATED HALURONATE -
PEG/PRG-14/7 DIMETHYL ETHER - ROSAI FRAET EXTRACT < POLYOUATERREM-51 -
HYDROLYZED) CONCHIOUN FRATBN - MYDROLYZED SEK - DETRN PAIMITATE -

PEG-3 PODYDIVETHY LS (W THYL DIMETHICONE - ALLMIN M HYDRIDE - ml:u
TRESOOIM EETA - CELLUL OSE GUM - PALMITE AGID - DNSODUIM STEARIYL GLUTIMATE:

DFSTEARYL DIMCHUM CALORIEE - SYNTHETIC FLICRPELOGORTE - _mml:

mn_m <BHT- IIH m[—! + P ENCICIE THANL - MET YL FARABEN -

Other Information
B protact this product in this container fom excesshve haat and
direct sun.

or Comments?

Questions
Call tol free 1-800-806-7508




clé de peau
BEAUTE
THE FOUNDATION

| Drug Facts (continued)

BROAD SPECTRUM SPF 21
SUNSCREEN Ii'nmhgs
060 | Do not use on damaged or broken skin

‘When using this product keep out of eyes. Rinse with water to

Drug Facts | remove.
| Stop uss and aska doctor i msh oocurs

Active Ingredients Puipose Kew outof reach ofchildren.  procuct s swalowed, gt

Uses Directions

.m%m:.";, :hlpplylb-lly 15 minutes before sun axposure

Wifusedas other sun profection measures (see Directions), Buse  water rssistant sunscreen If swimming or sweating
Mreapply at least every 2 hours

decreases e risk of skin cancer and sarly skin aging caused by the sun >

I I
! |
| |
: |

|
! |
! |
I |
I |
: |

|
: mmmﬁ?ﬁ&u a"a m“mn : help or contacta Poison Control Center right away.
! |
! I
! |
! |
: |

|
! |
: |
| i
|

B Sun Measurea, Spanding §me in the sun increases
i ;ﬂrrﬂ:dwmwﬂﬂalh To deceasa
SHISEDO AMERICAS CORPORATION DIST. [ sk, regularly use a sunscreen spsotrum SPF of 15
Ewmhlﬂ"ﬂm |
MADE N USA |
GLO. 13696 I
www.cledepeau-be aute.com |DAILY USE|
e i
Mﬂw—\
7 30852 13696 0

\ 13686-41-5040 d
AAA

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - B10

clé de peau
BEAUTE

the foundation
BROAD SPECTRUM



SPF 21
SUNSCREEN

27mL NET WT. 1 OZ.



the foundation

B10

clé de peau

BEAUTE

the foundation

BROAD SPECTRUM
SPF 2
SUNSCREEN

27mL NET WT. 10Z

ﬂ Facts (continued)

e oA —

CETYL ETMY HEXAN OATE - CETYL PRELyFPE- ()1 DOM ETH G BE -
DRPHENYLSILONY i ENYL TRIME THICONE - TREMALOSE - TOCOPSERYL ACETATE -

SODUDM EPLUROBUATE - DAMETHICON E/MINYL D M ETH G0N E CROSSPOLYMER -

EAPLFURAIM FALCATUM ROOT EXTRACT - 50D0IM ACETYLATED HYALURONATE -

PR P-4 EMMET WL ETHER  ROSA RN BRI FRANT EXTRACT - POLYERATERMIUM-51 *
B DROCYZED CONCHICLIN R0 TEIN « HYDROLYZED LK - DEXTRN PALMITATE -

-0 PROTVENME TEN LS. (OCVE YL COMET HCONE - ALUMIN M HYDRONIDE -
TRISOALM EDTA - CELLLN (CF UM - PALMITIC ACID - MMW
FLIGRPHLOGORTE - POLYM ETHYLSILSES RN E -

DRSTEARYLDUMOBIUM CELCRIDE - SYNTHETIC
muuu BT- IB‘ m Hw MET YL FARAEEN -

Other Information
M protact this product in this containar from axoessie haat and
direct sun.

or Comments?

Questions
Call todl free 1-800-908-7503




clé de peau
BEAUTE
THE FOUNDATION
BROAD SPECTRUM SPF 21
SUNSCREEN

B10
| Drug Facts
Active Ingredients Purpose
OCTINOXATE 3.9% Sunscreen
TITANIUM DIOXIDE 3.3% Sunscreen
Uses

W helps prevent sunbum
W if usad as dmected with other sun profection massunes (ses Diractions),

decreases e risk of skin cancer and early skin aging caused by the sun »

&

|
BHISEIDO Mmommouusr |
|
|

mlm @
II.HI U.8A
GLO. 13887 |
www.cledep eau-beaute.com DAILY USE|
R \
7 30852136977

13697-41-5040
AAA

— i

|
|
|
| | Drug Facts (continued) -
: Warnings
| | Do not use on damaged or broken skin
| When using this product keep out of ayes. Rirse with water to
| ) remove.
| | Stop use and aska doctor i rash ooours
| meumumnmmmmu
| medical help or contact a Poison C
| |pirections
Fon,
| [ ] berally 15 minutes before
| lﬂﬂruﬁu‘lmllﬂmwm
| Ereapply ot least every 2 hours
ESun fime in the sun increases
| 'ylwrrhﬁoldhmw-ﬂ skin To decmeass tflis
i sk, ragularly use a sunscrean specrum SPF ol 15
I or higher and other sun including:
| I_nl__ﬂmhhlm_‘mmmmm—zpm
| _luhl:hnmdrsmﬂa.m a doctor >
|

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - B20

clé de peau
BEAUTE

the foundation



BROAD SPECTRUM
SPF 21
SUNSCREEN

27mL NET WT. 1 OZ.



the foundation

B20

clé de peau

BEAUTE

the foundation

BROAD SPECTRUM
SPF 2
SUNSCREEN

27mL NET WT. 10Z

.‘D—'"ﬂ' Facts (continued)

mﬁm redients

= BUTYLENE GIYCOL - GIYCERIN - 150 HEGDECAME -
:mmmum CETYL PEG/FRE- 11 DO ETHICO) NE -
DNPHENYLSIL COM Fel BN YL TRAME THECONE - TREWALOSE - TOCOPHERYL ACETATE -
SODIUM HYPLURDBATE - DIMETHICON EMNYL DM ETHICON E CRUSSPOCYMER -
BUPLENRAM FALCATIM ROUT EXTRACT « 30 D0JM ACETYLATED HYALURONATE -
P JPRG-1.477 EAMET B ETHER - RO ROM BRI FRANT EXTRACT - POLVORA
Y DROLYZED) COMCHIOLIN Fxd TEIN + FNDROLYZED 0K - DEXTRN PALMITATE-

FPEE-0) POLYDAMETHY LS CVE ThY L DIMET BCOME - ALUMN B EYDROOMDE - STEARICACID -
TRESCEALIM EDTA - CELLLN (FF (M- PALMTIC AD- mmw:-
DISTEARYL DIMONUM CHICRIDE - SYNTH ETIC FLUORPHLOGIRTE - POLYM ETHYLSILSESRBCUNE
ISOFROPYL ALCOSOL - BT - THEAMNE - POLY JLACON E-2 - Pl ENCIE THANCL - METHYLPARABEN -
FRAGRANCE - TITANMGM DEADE - IRON (NDES- MICA -

Other Information
W protect this product in this container from expesshe haat and
direct sun.

or Commenis?

Questions
Call todl free 1-800-908-7503




clé de peau
BEAUTE
THE FOUNDATION
BROAD SPECTRUM SPF 21
SUNSCREEN

|
|
|
|
|
|
| B20
. | Drug Facts
| Active Ingredients Purpose
| OCTMOMATE 3.9% Sunscrean
| TITANIUM DIOXIDE 3.3% Sunscreen
| Uses
| M helps prevent sunbum
Hif used as directed with other sun proiection measures (ses Directions),
decreases fhe risk of skin cancer and early skin aging caused by the sun >

Mﬂm;w-\
730852136984

N

.

13698-41-5040 /
AAA

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - B30

clé de peau
BEAUTE

the foundation
BROAD SPECTRUM

m Facts (continued)

Warnings
|_For sxtemal use only

| Do not uas on damaged or broken skin
When using this product keep out of eyes. Rinse with water to
|_remove.

| Stop use and ask a doctor if msh ooours
:::‘:Iﬂnlu-h of children. If product is swallowed, get

hdgoruuuniu Poison Cantrol Gunbrm awey.

hmmmﬂ;lmln_?amlmm
H:-:' mllﬂ-l‘l‘:l I:':? 0 deo! -~k




SPF 21
SUNSCREEN

27mL NET WT. 1 OZ.



the foundation

B30

clé de peau

BEAUTE

the foundation

BROAD SPECTRUM
SPF 21
SUNSCREEN

27mL NETWT. 102

ﬂ Facts (continued)

Inactive ingredienis

WATER -  BUTYLENE GIYCOL » GIYCETIN - 50 HECADECANE -

CETYL ETHYLHEAN OATE - CETYL PETPRG- 1)1 DIMETHIGOME -

DUPHERTLSILONY P{ENYL TRAME THICOME - TREBALCSE - TOCOPEERYL ACETATE -

SOBIUM B EROMATE - AMETHICINE MY D MET CON E CRISSPOIYVER -

BUPLEURIM FALCATUM ROOT FTRACT - S001/M ACETYLATED HHALUGONATE -

PEG/PRG-14/7 DIMETHYL ETHER - ROSAI FRAET EXTRACT < POLYOUATERREM-51 -
HYDROLYZED) CONCHIOUN FRATBN - MYDROLYZED SEK - DETRN PAIMITATE -

PEG-3 POCYTIMETHY LS ORYETHYL COMETHICONE - ALIUMINUM EYDROINDE - ml:m

TRESOOIM EETA - CELLUL GSE GUM - PALMITI AGID - DSO0IM STEAROYL GLUTIMATE:

DFSTEARYL DIMCHUM CALORIEE - SYNTHETIC FLICRPELOGORTE - _mml:

mn_m <BHT: IIH m[—! » P ENCICIE THANCL - MET HYLFARABEN -

Other Information
B protact this product in this container from exnessive haat and
direat sun.

Questions or Comments?
Call toll free 1-800-808-7503




clé de peau
BEAUTE

THE FOUNDATION
BROAD SPECTRUM SPF 21
SUNSCREEN
B30
| Drug Facts
Active Ingredients Purpose
OCTINOXATE 3.9% Sunscreen

Whelps prevent sunbum
B usad as dmected with other sun proction measures (ses Direclions),
decreases the risk of skin cancer and sarly skin aging caused by the sun »

%
i
zggg
()

T
|
|
|
|
|
|
|
|
|
|
: TITANIUM DIOXIDE 3.3% Sunscreen
|
|
|
|
|
|
|
|
|
|
|

**ﬂﬂﬁ@mwmﬂ—\
7 3085213699 1

Drug Facts (continued) -
Warnings
| For sxtemal uss only
| Do not uss on damaged or broken skin
'When using this product keep out of ayes. Rinse with water to
|_remove.

| Stop use and aska doctor if rash ooours
Kesp out of reach of children. If product is swallowad, get

mndnllhdgorwmtl Poison Control Oon-rm away.

Dlmcﬂnm

l.pplylmly 15 minues before sun
mmmummwm

lr-pﬂrtlu-imkm

ESun MMMlulnhmlm

Cancet kin
ﬁ"“"’* und-:l.:: ;ﬂmwms

\ massmmn _//

— e

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - BF20

clé de peau
BEAUTE

the foundation
BROAD SPECTRUM




SPF 21
SUNSCREEN

27mL NET WT. 1 OZ.



the foundation

BF20

clé de peau

BEAUTE

the foundation

BROAD SPECTRUM
SPF 21
SUNSCREEN

2ImLNETWT. 10Z

m Facis (continued)

Inactive ggmmm
WATER -  BUTYLENE GIYCOL » GIYCERIN + 190 BEUAECAME -
CETVL ETHYLHEXAMOATE - CETYL PEE/FPEG- 011 DOMETH GO ME -

DAFHE N SILCOY P ENYE TRAME THICONE - TREWALOSE - TOCOPHERYL ACETATE -

‘SODILIM PR URDNATE - DOMETHICON EMANL DM ETH CON E CROSSPOLYMER «

BUPLEURIM FALCATUM R0OT EXTRACT - S0D0M ACETYLATED EYALERONATE -

PG PFG-1 47 DNMET YL ETHER « ROSA ROHBURIGEH! FRAAT EXTRACT - POLYORIATERRIUM-51 *

HYDROEYZED COMCHIOLIN PR TEN + MYDROLYZED SLK - DEXTRN PALMITATE «

-3 PODDIMETHYLSL QWUE THYL DNMETHICONE - ALUMN UM HYDRODIDE - STEARICACID -

TRISOBAM EETA - CELLU (5F GAM - PALMITIC ACID - DESOD(M STEMRDYL GLUTIMATE -
FLUORFHLOGORTE - POLYM ETHYLSILSESQRACHANE -

DUSTEARYLDIMORUM CHLORIDE - SYNTHENC
IS0FR0 PYL ALCORGL ~EM T - TH EAMINE - POLYSLICONE-2 - Pl ENGOE THANCL - METHYLPARABEN -

Other Information
B protact this product in this container fom exnessive haat and
direct sun.

or Comments?

Questions
Call 1ol free 1-800-806-7503




clé de peau
BEAUTE
THE FOUNDATION
BROAD SPECTRUM SPF 21
SUNSCREEN

]
|
|
|
|
| BF20
. | Drug Facts
| Active lng'mdbms Purpose
| OCTNOXATE Sunscreen
i TITANLM NOWDES-% Sunscreen
| Uses
| M helps prevent sunbum
| Wit used as directed with other sun profection measures (see Directions), >
| decreases the risk of skin cancer and sarly skin aging causad by the sun
|
|
| BHISEIDO mm&wmmusr ‘@
NEW
| MADE U 3!.
| GLO. 13700
= I www.cledepsau-beaute.com bany use
- o
a - Ny \
730852137004
|| 3
y
\ 13700-41-5040
S AAR ¥

| Drug Facts {continued)

Warnings

| Do not wse on damaged or broken skin
When using this product keep out of eyes. Rinse with water to
| [Bmove.

| Stop use and ask a doctor if rash ooours

Keep outof reach of children. If product is swallowed, get
naduull'dgurumtl mcmmm LS

Directions
FFOr, suhscorpen use:
mapply Eberally 15 minutes before sun
Husa a water resistant mllﬂmmurm
Mreapply at lsast every 2 hours
ESun Protection Measures, Spending fme in the sun increases
Kwrrﬂul‘dhmlm-ﬂzalh To decmass
sk, specrum SPF of 15

PRINCIPAL DISPLAY PANEL - 27 mL Jar Carton - WB20

clé de peau
BEAUTE

the foundation




BROAD SPECTRUM
SPF 21
SUNSCREEN

27mL NET WT. 1 OZ.



the foundation

WB20

clé de peau

BEAUTE

the foundation

BROAD SPECTRUM
SPF 21
SUNSCREEN

27mL NETWT. 102

M Facts (continued)

Inactive ingredients

WATER - ~ BUTYLEMNE GIYCOE - GIYCERIN - 150 HEGADECAME -
CETYL ETHYL HEXAN OATE - CETYIL PE/FPG- 10U DOM ETHICO BE -

DNPHENYLSIL COM Fel YL TRAME THICONE - TREWALOSE - TOCOPHERYL ACETATE -
SODIUM HYS ERONATE - [YMETMCONE/MNYL DM ETHICEN E CRUSSPOTYUER -
BUPLENRAM FALCATIM ROOT EXTRACT « 0 D0/ M ACETY LATED HYALURONATE -

PEG-3 PECYDNMETHYLSL O THY L DMETHCORE - ALUMEN M YDRENIDE - STEARICACID -
TRESCEIUM EDTA - CELLAL 0CF GUM - PALMITIC AGID - BESOOMM STEXRD YL GNTAMATE -
DNSTEARM DACRUM CALCRIDE - SYNTH ETIC FLUORP ARG ATE - POCYMETHM SUSESOMGUIE
FRAGRANCE » TITAMIGM DEDYDE - IRON CHEES - MECA »

ISOPROPYL AL COMOL - BT « THERMINE - FOLYJLACONE-2 - P ENCOME THANCL - MET YL PARABEN -

Other Information
W protect this product in this container from expessive heat and
direct sun.

or Commenis?

Questions
Call tol fres 1-800-306-7508




SHISED0 AMERICAS CORPORATION DIST.
NEW NY 10022
MADE N USA

|
|
| GLD. 13701
|
|

I
|
! clé de peau |
' BEAUTE |
' THE FOUNDATION |
| BROAD SPECTRUM SPF 21 i
| SUNSCREEN |
| WB20 i
|
. | Drug Facts :
| | Active ingredients Purpose |
| OCTIMOXATE 3.9% Sunscreen |
| TITANLM DIOXIDE 3.3% Sunscreen |
| Uses |
| M helps prevent sunbum i
| Wil usad as directed with other sun profection measures (see Directions), >
| decreases the risk of skin cancer and sarly skin aging causad by the sun |
|
|
I
|
|
|
|

ﬂd"!‘-f'm 10mm/t— \

7 30852 13701 1

| Drug Facts (continued) il
Warnings
 For e xtsmal use oniy

| Do not use on damaged or broken skin
‘When using this product keap out of eyes. Rinse with water to
|_remowve.

| Stop use and ask a doctor if rash ocours
Mmﬂuﬂﬂmummlaudmd.gl

nudulhdgurumll'olmn Gon-rm .

Directions
Fon sunscreen use:
mapply iberally 15 minutes belore sun exposune
Huse a water resistant sunscreen if swimming or sweating
Ereapply ot least every 2 hours
H5un Protection Measures. Spending lnlnhmlmm
Haurrhﬁddhmlrﬂ-n‘xﬂh To decmass tfis
sk, regularly use a sunsoreen mwrunal‘Folis

or higher and other sun protection measwres ind
“mnmm&m
“wear

Bchidran under 8 months: Ask a doctor >

\ 1mnmm /“

CLE DE PEAU BEAUTE THE FOUNDATION 110

octinoxate and titanium dioxide cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-315




Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTINO XATE (UNIL: 4Y5P7MUDS51) (OCTINOXATE - UNIL:4Y5P7MUDS1) OCTINOXATE 1228 mg in 27 mL
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNI:15FIX9 V2JP) TITANIUM DIO XIDE 1039 mg in 27 mL

Inactive Ingredients

Ingredient Name
WATER (UNIE 059 QFOKOOR)
DIMETHICO NE (UNIE: 92RU3N3Y10)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
GLYCERIN (UNIE: PDC6A3C00X)
ISOHEXADECANE (UNIL 918 X10 UF1E)
CETYL ETHYLHEXANO ATE (UNIL: 1346 47WMX4)
CETYL PEG/PPG-10/1 DIMETHICO NE (HLB 5) (UNIE: 035JKJ76 MT)
DIPHENYLSILO XY PHENYL TRIMETHICO NE (UNIL: 445128 B12)
TREHALO SE (UNI:: B8 WCK70T71)
.ALPHA.-TO COPHEROL ACETATE, DL- (UNI: WRIWPI7EW8)
HYALURONATE SODIUM (UNI: YSE9PPT4TH)
DIMETHICO NE/VINYL DIMETHICO NE CRO SSPOLYMER (SOFT PARTICLE) (UNI: 9E4CO0W6C5)
BUPLEURUM FALCATUM ROOT (UNIL: X04E310LUY)
SODIUM ACETYLATED HYALURONATE (UNI: WN66R7GL93)
PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)
RO SA RO XBURGHII FRUIT (UNI: CVT1AA87FF)

POLYQUATERNIUM-51 (2-METHACRYLO YLO XYETHYL PHO SPHO RYL CHO LINE/N-BUTYL METHACRYLATE;
3:7) (UNI: EL9825H961)

DEXTRIN PALMITATE (CORN; 20000 MW) (UNI: 89B2BSF913)

PEG-9 POLYDIMETHYLSILO XYETHYL DIMETHICO NE (UNIL: TYP8 1E471F)
ALUMINUM HYDRO XIDE (UNI: 5QB0T2IUNO)

STEARIC ACID (UNIL: 4ELV7Z65AP)

EDETATE TRISO DIUM (UNIE: 4201P921MB)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED FORM (UNI: K6790BS311)
PALMITIC ACID (UNI: 2V16 EO95HI1)

DISODIUM STEARO YL GLUTAMATE (UNIE: 45ASM2L11M)
DISTEARYLDIMO NIUM CHL O RIDE (UNIE: OM9573ZX3X)
POLYMETHYLSILSESQUIO XANE (4.5 MICRONS) (UNIE: 59Z907ZB69)
ISOPROPYL ALCOHOL (UNI: ND2M416302)

BUTYLATED HYDRO XYTOLUENE (UNIE: 1P9D0Z171K)

THEANINE (UNIE: 8021PR16QO)

PHENO XYETHANOL (UNII: HIE492ZZ3T)

METHYLPARABEN (UNIE: A218 C7HI9T)

FERRIC O XIDE RED (UNIL: 1K09F3G675)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)

MICA (UNI: VB AIAW0880)

Strength



Packaging

# Item Code Package Description Marketing Start Date
1 NDC:58411-315-50 1in 1 CARTON 08/01/2017
1 27 mL in 1 JAR; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph final part352 08/01/2017

CLE DE PEAU BEAUTE THE FOUNDATION 010

octinoxate and titanium dioxide cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:58411-316

Ingredient Name Basis of Strength Strength

OCTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUD51) OCTINOXATE

1228 mg in 27 mL

TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNII:15FIX9 V2JP) TITANIUM DIO XIDE 1039 mg in 27 mL

Inactive Ingredients

Ingredient Name
WATER (UNIL: 059 QFOKOOR)
DIMETHICO NE (UNI: 92RU3N3Y10)
BUTYLENE GLYCOL (UNI: 3XUS85K0RA)
GLYCERIN (UNIE: PDC6A3C00X)
ISOHEXADECANE (UNIE: 918 X1IOUFIE)
CETYL ETHYLHEXANOATE (UNIE: 134647WMX4)
CETYL PEG/PPG-10/1 DIMETHICO NE (HLB 5) (UNIL: 035JKJ76 MT)
DIPHENYLSILO XY PHENYL TRIMETHICO NE (UNIE: 1445128 B12)
TREHAL O SE (UNI: B WCK70T7I)
.ALPHA.-TO COPHEROL ACETATE, DL- (UNI: WRIWPI7EW8)
HYALURONATE SODIUM (UNI: YSE9PPT4TH)
DIMETHICO NE/VINYL DIMETHICO NE CROSSPOLYMER (SOFT PARTICLE) (UNI: 9E4CO0W6C5)
BUPLEURUM FALCATUM ROOT (UNIL: X04E310LUY)
SODIUM ACETYLATED HYALURONATE (UNIE: WN66R7GL93)
PEG/PPG-14/7 DIMETHYL ETHER (UNIL: 6 DNW9T7YT2)
RO SA ROXBURGHII FRUIT (UNII: CVT1AA87FF)

Strength

POLYQUATERNIUM-51 (2-METHACRYLO YLOXYETHYL PHO SPHORYL CHO LINE/N-BUTYL METHACRYLATE;

3:7) (UNI: EL9825H961)
DEXTRIN PALMITATE (CORN; 20000 MW) (UNI: 89B2BSF913)
PEG-9 POLYDIMETHYLSILO XYETHYL DIMETHICO NE (UNI: TYP8 1E471F)



ALUMINUM HYDRO XIDE (UNIL: 5QB0T2IUNO)

STEARIC ACID (UNI: 4ELV7Z65AP)

EDETATE TRISODIUM (UNIL: 4201P921MB)
CARBOXYMETHYLCELLULO SE SODIUM, UNSPECIFIED FORM (UNIL: K6790BS311)
PALMITIC ACID (UNIL: 2V16 EO95H]1)

DISODIUM STEARO YL GLUTAMATE (UNIL: 45ASM2L11M)
DISTEARYLDIMO NIUM CHLORIDE (UNII: OM9573ZX3X)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNII: 59Z907ZB69)
ISOPROPYL ALCOHOL (UNII: ND2M416302)

BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)

THEANINE (UNIL: 8021PR16QO)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)

METHYLPARABEN (UNII: A2I8C7HIST)

FERRIC O XIDE RED (UNIL: 1KO9F3G675)

FERRIC OXIDE YELLOW (UNIL: EX438 O2MRT)

FERRO SOFERRIC O XIDE (UNII: XMOMS8 7F357)

MICA (UNI: VBA1AW0880)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:58411-316-50 1in 1 CARTON 08/01/2017

1 27 mL in 1 JAR; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date
OTC monograph final part352 08/01/2017

CLE DE PEAU BEAUTE THE FOUNDATION 020

octinoxate and titanium dioxide cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:58411-317

Ingredient Name Basis of Strength Strength

OCTINOXATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUD51) OCTINOXATE

1228 mg in 27 mL

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP) TITANIUM DIO XIDE 1039 mg in 27 mL

Inactive Ingredients

Ingredient Name
WATER (UNI: 059QF0KOOR)

Strength



DIMETHICO NE (UNIL: 92RU3N3Y10)

BUTYLENE GLYCOL (UNI: 3XUS85KO0RA)

GLYCERIN (UNI: PDC6A3C00X)

ISOHEXADECANE (UNIE: 9 18 X10 UFIE)

CETYL ETHYLHEXANOATE (UNIL: 134647WMX4)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNIE: 035JKJ76 MT)
DIPHENYLSILO XY PHENYL TRIMETHICO NE (UNIL: 445L28 B12)
TREHALO SE (UNI: B8 WCK70T7I)

.ALPHA.-TO COPHEROL ACETATE, DL- (UNI: WRIWPI7EW8)
HYALURONATE SODIUM (UNI: YSE9 PPT4TH)

DIMETHICO NE/VINYL DIMETHICONE CROSSPOLYMER (SOFT PARTICLE) (UNI: 9E4CO0W6C5)
BUPLEURUM FALCATUM ROOT (UNIE: X04E310LUY)

SODIUM ACETYLATED HYALURONATE (UNI: WN66R7GL93)
PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)

RO SA ROXBURGHII FRUIT (UNI: CVT1AA8 7FF)

POLYQUATERNIUM-51 (2-METHACRYLO YLOXYETHYL PHO SPHORYLCHO LINE/N-BUTYL METHACRYLATE;
3:7) (UNI: EL9825H9617)

DEXTRIN PALMITATE (CORN; 20000 MW) (UNIL: 89B2BSF913)

PEG-9 POLYDIMETHYLSILOXYETHYL DIMETHICO NE (UNIL: TYP8 1E471F)
ALUMINUM HYDRO XIDE (UNIL: 5QB0T2IUNO)

STEARIC ACID (UNIL: 4ELV7Z65AP)

EDETATE TRISO DIUM (UNIL: 4201P921MB)

CARBOXYMETHYLCELLULO SE SODIUM, UNSPECIFIED FORM (UNII: K6 790BS311)
PALMITIC ACID (UNII: 2V16 EO95H1)

DISODIUM STEARO YL GLUTAMATE (UNIL: 45ASM2L11M)
DISTEARYLDIMO NIUM CHLORIDE (UNII: OM9573ZX3X)
POLYMETHYLSILSESQUIO XANE (4.5 MICRONS) (UNI: 59Z2907ZB69)
ISOPROPYL ALCOHOL (UNII: ND2M416302)

BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)

THEANINE (UNIL: 8021PR16QO)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)

METHYLPARABEN (UNII: A2I8C7HIST)

FERRIC O XIDE RED (UNIL: 1IKO9F3G675)

FERRIC OXIDE YELLOW (UNII: EX438 02MRT)

FERRO SOFERRIC O XIDE (UNII: XMOMS8 7F357)

MICA (UNI: VBA1IAW0880)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-317-50 1in 1 CARTON 08/01/2017

1 27 mL in 1 JAR; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date

OTC monograph final part352 08/01/2017



CLE DE PEAU BEAUTE THE FOUNDATION 030

octinoxate and titanium dioxide cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-318

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTINOXATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUD51) OCTINOXATE 1228 mg in 27 mL
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNII:15FIX9 V2JP) TITANIUM DIO XIDE 1039 mg in 27 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL 059QF0KOOR)

DIMETHICONE (UNIL: 92RU3N3Y10)

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

GLYCERIN (UNII: PDC6A3C00X)

ISOHEXADECANE (UNIL: 918 X10UF1E)

CETYL ETHYLHEXANOATE (UNII: 134647WMX4)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNI: 035JKJ76 MT)
DIPHENYLSILOXY PHENYL TRIMETHICONE (UNIIL: 1445128 B12)
TREHALO SE (UNIL: BSWCK70T71I)

.ALPHA.-TOCOPHEROL ACETATE, DL- (UNIl: WR1IWPI7TEW8)
HYALURONATE SODIUM (UNII: YSE9 PPT4TH)

DIMETHICO NE/VINYL DIMETHICONE CROSSPOLYMER (SOFT PARTICLE) (UNII: 9E4CO0W6C5)
BUPLEURUM FALCATUM ROOT (UNI: X04E310LUY)

SODIUM ACETYLATED HYALURONATE (UNI: WN66R7GL9 3)
PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)

RO SA ROXBURGHII FRUIT (UNII: CVT1AA87FF)

POLYQUATERNIUM-51 (2-METHACRYLO YLO XYETHYL PHO SPHO RYLCHO LINE/N-BUTYL METHACRYLATE;
3:7) (UNI: EL9825H961)

DEXTRIN PALMITATE (CORN; 20000 MW) (UNIL: 89B2BSF913)

PEG-9 POLYDIMETHYLSILOXYETHYL DIMETHICO NE (UNI: TYP8 1E471F)
ALUMINUM HYDRO XIDE (UNIL: 5QB0T2IUNO)

STEARIC ACID (UNI: 4ELV7Z65AP)

EDETATE TRISODIUM (UNIL: 4201P921MB)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED FORM (UNI: K6790BS311)
PALMITIC ACID (UNII: 2V16 EO95H1)

DISODIUM STEARO YL GLUTAMATE (UNIL: 45ASM2L11M)
DISTEARYLDIMO NIUM CHLORIDE (UNII: OM9573ZX3X)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNII: 59Z2907ZB69)
ISOPROPYL ALCOHOL (UNII: ND2M416302)

BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)

THEANINE (UNIL: 8021PR16QO)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)

METHYLPARABEN (UNII: A2I8C7HIST)



FERRIC O XIDE RED (UNI: 1K09F3G675)
FERRIC O XIDE YELLO W (UNI: EX438 02MRT)
FERRO SO FERRIC O XIDE (UNII: XM0 M8 7F357)
MICA (UNI: V8 AIAW0880)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:58411-318-50 1in 1 CARTON 08/01/2017

1 27 mL in 1 JAR; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph final part352 08/01/2017

CLE DE PEAU BEAUTE THE FOUNDATION 040

octinoxate and titanium dioxide cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:58411-319

Ingredient Name Basis of Strength Strength

OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUD51) OCTINOXATE

1228 mg in 27 mL

TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNIL:15FIX9 V2JP) TITANIUM DIO XIDE 1039 mg in 27 mL

Inactive Ingredients

Ingredient Name
WATER (UNIL 059 QFOKOOR)
DIMETHICO NE (UNI: 92RU3N3Y10)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
GLYCERIN (UNII: PDC6A3C00X)
ISO HEXADECANE (UNIL: 9 18 XIOUFIE)
CETYL ETHYLHEXANO ATE (UNIL: 1346 47WMX4)
CETYL PEG/PPG-10/1 DIMETHICO NE (HLB 5) (UNIL 035JKJ76 MT)
DIPHENYLSILO XY PHENYL TRIMETHICO NE (UNT: [4451.28 B12)
TREHALOSE (UNI: BSWCK70T7I)
.ALPHA.-TO COPHEROL ACETATE, DL- (UNI: WRIWPI7EW8)
HYALURONATE SODIUM (UNI: YSE9 PPT4TH)
DIMETHICO NE/VINYL DIMETHICO NE CRO SSPOLYMER (SOFT PARTICLE) (UNI: 9E4CO0W6C5)
BUPLEURUM FALCATUM ROOT (UNI: X04E310LUY)

Strength



SODIUM ACETYLATED HYALURONATE (UNI: WN66R7GL9 3)
PEG/PPG-14/7 DIMETHYL ETHER (UNIL: 6DNW9T7YT2)
RO SA ROXBURGHII FRUIT (UNIl: CVT1AA87FF)

POLYQUATERNIUM-51 (2-METHACRYLO YLOXYETHYL PHO SPHORYL CHO LINE/N-BUTYL METHACRYLATE;

3:7) (UNI: EL9825H961)

DEXTRIN PALMITATE (CORN; 20000 MW) (UNI: 89B2BSF913)

PEG-9 POLYDIMETHYLSILO XYETHYL DIMETHICO NE (UNIE: TYPS 1E471F)
ALUMINUM HYDRO XIDE (UNIL: 5Q B0 T2IUNO)

STEARIC ACID (UNIL: 4ELV7Z65AP)

EDETATE TRISO DIUM (UNIE: 4201P921MB)

CARBO XYMETHYL CELLULO SE SODIUM, UNSPECIFIED FORM (UNI: K6 790BS311)
PALMITIC ACID (UNI: 2V16 EO95HI1)

DISODIUM STEARO YL GLUTAMATE (UNIL: 45ASM2L11M)
DISTEARYLDIMO NIUM CHL O RIDE (UNI:: OM9573ZX3X)
POLYMETHYLSILSESQUIO XANE (4.5 MICRONS) (UNIL: 59Z907ZB69)
ISOPROPYL ALCOHOL (UNI: ND2M416302)

BUTYLATED HYDRO XYTO LUENE (UNIE: 1P9D0Z171K)

THEANINE (UNIE: 8021PR16QO)

PHENO XYETHANOL (UNI: HIE492ZZ3T)

METHYLPARABEN (UNIE: A218 C7HI9T)

FERRIC O XIDE RED (UNIL: 1K09F3G675)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)

MICA (UNIL: VB AIAW0880)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:58411-319-50 1in 1 CARTON 08/01/2017

1 27 mL in 1 JAR; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date
OTC monograph final part352 08/01/2017

CLE DE PEAU BEAUTE THE FOUNDATION 050

octinoxate and titanium dioxide cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:58411-320

Ingredient Name Basis of Strength Strength



O CTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUDS51) OCTINOXATE 1228 mg in 27 mL
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP) TITANIUM DIO XIDE 1039 mg in 27 mL

Inactive Ingredients

Ingredient Name
WATER (UNIL: 059 QFOKOOR)
DIMETHICO NE (UNIE: 92RU3N3Y10)
BUTYLENE GLYCOL (UNI: 3XUS85K0RA)
GLYCERIN (UNI: PDC6A3C00X)
ISOHEXADECANE (UNIL: 918 XIOUFIE)
CETYL ETHYLHEXANOATE (UNIL: 134647WMX4)
CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNIL: 035JKJ76 MT)
DIPHENYLSILO XY PHENYL TRIMETHICO NE (UNIL: [445L.28 B12)
TREHALOSE (UNI: B WCK70T7I)
.ALPHA.-TO COPHEROL ACETATE, DL- (UNI: WRIWPI7EW8)
HYALURONATE SODIUM (UNI: YSE9 PPT4TH)
DIMETHICO NE/VINYL DIMETHICONE CRO SSPOLYMER (SOFT PARTICLE) (UNI: 9E4CO0W6C5)
BUPLEURUM FALCATUM ROOT (UNIL: X04E310LUY)
SODIUM ACETYLATED HYALURONATE (UNI: WN66R7GL93)
PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)
ROSA RO XBURGHII FRUIT (UNI: CVT1AA87FF)

POLYQUATERNIUM-51 (2-METHACRYLO YLO XYETHYL PHO SPHO RYLCHO LINE/N-BUTYL METHACRYLATE;
3:7) (UNI: EL9825H961)

DEXTRIN PALMITATE (CORN; 20000 MW) (UNI: 89B2BSF913)

PEG-9 POLYDIMETHYLSILO XYETHYL DIMETHICO NE (UNIE: TYP8 1E47 1F)
ALUMINUM HYDRO XIDE (UNII: 5QB0 T2IUNO)

STEARIC ACID (UNIL: 4ELV7Z65AP)

EDETATE TRISO DIUM (UNIL: 4201P921MB)

CARBOXYMETHYLCELLULO SE SODIUM, UNSPECIFIED FORM (UNI: K679 0BS311)
PALMITIC ACID (UNIL: 2V16 EO95HI)

DISODIUM STEARO YL GLUTAMATE (UNIL: 45ASM2L11M)
DISTEARYLDIMO NIUM CHL O RIDE (UNI: OM9573ZX3X)
POLYMETHYLSILSESQ UIO XANE (4.5 MICRONS) (UNIE: 59Z907ZB69)
ISOPROPYL ALCOHOL (UNI: ND2M416302)

BUTYLATED HYDRO XYTOLUENE (UNIE: 1P9D0 Z171K)

THEANINE (UNIL: 8021PR16QO)

PHENO XYETHANOL (UNI: HIE492ZZ3T)

METHYLPARABEN (UNIE: A218 C7HI9T)

FERRIC O XIDE RED (UNIL: 1K09F3G675)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SO FERRIC O XIDE (UNIL: XM0 M8 7F357)

MICA (UNIE: V8 AIAW0880)

Packaging

Strength

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:58411-320-50 1in 1 CARTON 08/01/2017
1 27 mL in 1JAR; Type 0: Not a Combination Product



Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date

OTC monograph final part352 08/01/2017

CLE DE PEAU BEAUTE THE FOUNDATION 060

octinoxate and titanium dioxide cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-321

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
O CTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIE4Y5P7MUD51)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNIL:15FIX9 V2JP)

Inactive Ingredients

Ingredient Name
WATER (UNIE: 059 QFOKOOR)
DIMETHICO NE (UNI: 92RU3N3Y10)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
GLYCERIN (UNIL: PDC6A3C00X)
ISOHEXADECANE (UNIL: 918 X10 UF1E)
CETYL ETHYLHEXANO ATE (UNIL: 1346 47WMX4)
CETYL PEG/PPG-10/1 DIMETHICO NE (HLB 5) (UNIL 035JKJ76 MT)
DIPHENYLSILO XY PHENYL TRIMETHICO NE (UNIL: 445128 B12)
TREHALOSE (UNI: BSWCK70T7I)
.ALPHA.-TO COPHEROL ACETATE, DL- (UNI: WRIWPI7EW8)
HYALURONATE SODIUM (UNI: YSE9PPT4TH)

Basis of Strength Strength
OCTINOXATE 1228 mg in 27 mL
TITANIUM DIO XIDE 1039 mg in 27 mL

Strength

DIMETHICONE/VINYL DIMETHICONE CROSSPOLYMER (SOFT PARTICLE) (UNIl: 9E4CO0W6C5)

BUPLEURUM FALCATUM ROOT (UNII: X04E310LUY)
SODIUM ACETYLATED HYALURONATE (UNI: WN66R7GL9 3)
PEG/PPG-14/7 DIMETHYL ETHER (UNIL: 6 DNW9T7YT2)

RO SA RO XBURGHII FRUIT (UNIl: CVT1AA87FF)

POLYQUATERNIUM-51 (2-METHACRYLO YLO XYETHYL PHO SPHORYL CHO LINE/N-BUTYL METHACRYLATE;

3:7) (UNI: EL9825H96J)

DEXTRIN PALMITATE (CORN; 20000 MW) (UNI: 89 B2BSF913)

PEG-9 POLYDIMETHYLSILO XYETHYL DIMETHICO NE (UNII: TYP8 1E471F)
ALUMINUM HYDRO XIDE (UNI: 5QB0T2IUNO)

STEARIC ACID (UNI: 4ELV7Z65AP)

EDETATE TRISO DIUM (UNIL 4201P921MB)

CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED FORM (UNII: K6 790BS311)

PALMITIC ACID (UNIL: 2V16 EO95H1)
DISODIUM STEARO YL GLUTAMATE (UNIL: 45ASM2L11M)



DISTEARYLDIMO NIUM CHL O RIDE (UNI:: OM9573ZX3X)
POLYMETHYLSILSESQUIO XANE (4.5 MICRONS) (UNI: 59Z907ZB69)
ISOPROPYL ALCOHOL (UNI: ND2M416302)
BUTYLATED HYDRO XYTOLUENE (UNIE: 1P9D0Z171K)
THEANINE (UNIE: 8021PR16QO)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)
METHYLPARABEN (UNIL: A218 C7HI9T)

FERRIC O XIDE RED (UNIL: 1K09F3G675)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SO FERRIC O XIDE (UNI: XM0MB8 7F357)

MICA (UNI: VB AIAW0880)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:58411-321-50 1in 1 CARTON 08/01/2017

1 27 mL in 1 JAR; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date
OTC monograph final part352 08/01/2017

CLE DE PEAU BEAUTE THE FOUNDATION B10

octinoxate and titanium dioxide cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:58411-322

Ingredient Name Basis of Strength Strength

OCTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUD51) OCTINOXATE

1228 mg in 27 mL

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP) TITANIUM DIO XIDE 1039 mg in 27 mL

Inactive Ingredients
Ingredient Name
WATER (UNIE 059 QFOKOOR)
DIMETHICO NE (UNIE: 92RU3N3Y10)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
GLYCERIN (UNIL: PDC6A3C00X)
ISOHEXADECANE (UNIE 9 18 X10 UF1E)
CETYL ETHYLHEXANO ATE (UNIL: 1346 47WMX4)

Strength



CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNIL: 035JKJ76 MT)

DIPHENYLSILOXY PHENYL TRIMETHICO NE (UNII: 445128 B12)

TREHALO SE (UNIl: BSWCK70T71I)

ALPHA.-TOCOPHEROL ACETATE, DL- (UNI: WRIWPI7TEW8)

HYALURONATE SODIUM (UNII: YSE9PPT4TH)

DIMETHICONE/VINYL DIMETHICONE CROSSPOLYMER (SOFT PARTICLE) (UNIl: 9E4CO0W6C5)
BUPLEURUM FALCATUM ROOT (UNII: X04E310LUY)

SODIUM ACETYLATED HYALURONATE (UNI: WN66R7GL9 3)

PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)

RO SA RO XBURGHII FRUIT (UNIl: CVT1AA87FF)

POLYQUATERNIUM-51 (2-METHACRYLO YLO XYETHYL PHO SPHO RYLCHO LINE/N-BUTYL METHACRYLATE;
3:7) (UNI: EL9825H961)

DEXTRIN PALMITATE (CORN; 20000 MW) (UNIL: 89B2BSF913)

PEG-9 POLYDIMETHYLSILO XYETHYL DIMETHICO NE (UNII: TYP8 1E471F)
ALUMINUM HYDRO XIDE (UNII: 5QB0T2IUNO)

STEARIC ACID (UNIL: 4ELV7Z65AP)

EDETATE TRISODIUM (UNIL: 4201P921MB)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED FORM (UNII: K6 790BS311)
PALMITIC ACID (UNIL: 2V16 EO95H1)

DISODIUM STEARO YL GLUTAMATE (UNIL: 45ASM2L11M)
DISTEARYLDIMO NIUM CHLORIDE (UNII: OM9573ZX3X)
POLYMETHYLSILSESQUIO XANE (4.5 MICRONS) (UNII: 592907ZB69)
ISOPROPYL ALCOHOL (UNI: ND2M416302)

BUTYLATED HYDRO XYTOLUENE (UNII: 1P9D0Z171K)

THEANINE (UNIL: 8021PR16QO)

PHENO XYETHANOL (UNII: HIE492ZZ3T)

METHYLPARABEN (UNII: A2I8C7HIST)

FERRIC O XIDE RED (UNII: 1IKO9F3G675)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)

FERRO SOFERRIC O XIDE (UNII: XM0MB87F357)

MICA (UNII: VBA1AW0880)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-322-50 1in 1 CARTON 08/01/2017

1 27 mL in 1 JAR; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part352 08/01/2017

CLE DE PEAU BEAUTE THE FOUNDATION B20

octinoxate and titanium dioxide cream

Product Information



Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-323

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUDS51) OCTINOXATE 1228 mg in 27 mL
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNI:15FIX9 V2JP) TITANIUM DIO XIDE 1039 mg in 27 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059QF0KOOR)

DIMETHICONE (UNIL: 92RU3N3Y10)

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

GLYCERIN (UNII: PDC6A3C00X)

ISOHEXADECANE (UNIL: 918 X10UF1E)

CETYL ETHYLHEXANOATE (UNII: 134647WMX4)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNI: 035JKJ76 MT)
DIPHENYLSILOXY PHENYL TRIMETHICONE (UNIIL: 1445128 B12)
TREHALO SE (UNIl: BEBWCK70T7I)

.ALPHA.-TOCOPHEROL ACETATE, DL- (UNIl: WR1IWPI7TEW8)
HYALURONATE SODIUM (UNII: YSE9 PPT4TH)

DIMETHICO NE/VINYL DIMETHICONE CROSSPOLYMER (SOFT PARTICLE) (UNII: 9E4CO0W6C5)
BUPLEURUM FALCATUM ROOT (UNI: X04E310LUY)

SODIUM ACETYLATED HYALURONATE (UNI: WN66R7GL9 3)
PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)

RO SA ROXBURGHII FRUIT (UNII: CVT1AA87FF)

POLYQUATERNIUM-51 (2-METHACRYLO YLO XYETHYL PHO SPHO RYLCHO LINE/N-BUTYL METHACRYLATE;
3:7) (UNI: EL9825H961)

DEXTRIN PALMITATE (CORN; 20000 MW) (UNIL: 89B2BSF913)

PEG-9 POLYDIMETHYLSILOXYETHYL DIMETHICO NE (UNI: TYP8 1E471F)
ALUMINUM HYDRO XIDE (UNIL: 5QB0T2IUNO)

STEARIC ACID (UNI: 4ELV7Z65AP)

EDETATE TRISODIUM (UNIL: 4201P921MB)

CARBOXYMETHYLCELLULO SE SODIUM, UNSPECIFIED FORM (UNIL: K6790BS311)
PALMITIC ACID (UNII: 2V16 EO95H1)

DISODIUM STEARO YL GLUTAMATE (UNIL: 45ASM2L11M)
DISTEARYLDIMO NIUM CHLORIDE (UNII: OM9573ZX3X)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNII: 59Z907ZB69)
ISOPROPYL ALCOHOL (UNII: ND2M416302)

BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)

THEANINE (UNIL: 8021PR16QO)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)

METHYLPARABEN (UNII: A2I8C7HI9T)

FERRIC O XIDE RED (UNIL: 1KO9F3G675)

FERRIC OXIDE YELLOW (UNIL: EX438 O2MRT)

FERRO SOFERRIC O XIDE (UNII: XM0MB87F357)

MICA (UNI: VBA1AW0880)



Packaging

# Item Code Package Description Marketing Start Date
1 NDC:58411-323-50 1in 1 CARTON 08/01/2017
1 27 mL in 1 JAR; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph final part352 08/01/2017

CLE DE PEAU BEAUTE THE FOUNDATION B30

octinoxate and titanium dioxide cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:58411-324

Ingredient Name Basis of Strength Strength

OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUDS51) OCTINOXATE

1228 mg in 27 mL

TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP) TITANIUM DIO XIDE 1039 mg in 27 mL

Inactive Ingredients

Ingredient Name
WATER (UNIL 059 QFOKOOR)
DIMETHICO NE (UNI: 92RU3N3Y10)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
GLYCERIN (UNII: PDC6A3C00X)
ISO HEXADECANE (UNIL: 918 XIOUFIE)
CETYL ETHYLHEXANO ATE (UNIL: 1346 47WMX4)
CETYL PEG/PPG-10/1 DIMETHICO NE (HLB 5) (UNIL: 035JKJ76 MT)
DIPHENYLSILO XY PHENYL TRIMETHICO NE (UNT: [4451.28 B12)
TREHALOSE (UNI: BEWCK70T7I)
.ALPHA.-TO COPHEROL ACETATE, DL- (UNI: WRIWPI7TEW8)
HYALURONATE SODIUM (UNI: YSE9 PPT4TH)
DIMETHICO NE/VINYL DIMETHICO NE CRO SSPOLYMER (SOFT PARTICLE) (UNI: 9E4CO0W6C5)
BUPLEURUM FALCATUM ROOT (UNI: X04E310LUY)
SODIUM ACETYLATED HYALURONATE (UNI: WN66R7GL93)
PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)
RO SA ROXBURGHII FRUIT (UNI: CVT1AA87FF)

Strength

POLYQUATERNIUM-51 (2-METHACRYLO YLO XYETHYL PHO SPHORYLCHO LINE/N-BUTYL METHACRYLATE;

3:7) (UNIL: EL9825H96J)
DEXTRIN PALMITATE (CORN; 20000 MW) (UNIL: 89B2BSF913)



PEG-9 POLYDIMETHYLSILO XYETHYL DIMETHICO NE (UNII: TYP8 1E471F)
ALUMINUM HYDRO XIDE (UNII: 5QB0T2IUNO)

STEARIC ACID (UNI: 4ELV7Z65AP)

EDETATE TRISODIUM (UNIL: 4201P921MB)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED FORM (UNII: K6 790BS311)
PALMITIC ACID (UNIL: 2V16 EO95H1)

DISODIUM STEARO YL GLUTAMATE (UNIL: 45ASM2L11M)
DISTEARYLDIMO NIUM CHLORIDE (UNII: OM9573ZX3X)
POLYMETHYLSILSESQUIO XANE (4.5 MICRONS) (UNII: 592907ZB69)
ISOPROPYL ALCOHOL (UNI: ND2M416302)

BUTYLATED HYDRO XYTOLUENE (UNII: 1P9D0Z171K)

THEANINE (UNIL: 8021PR16QO)

PHENO XYETHANOL (UNII: HIE492Z73T)

METHYLPARABEN (UNII: A2I8 C7HI9T)

FERRIC O XIDE RED (UNII: 1IKO9F3G675)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)

FERRO SOFERRIC O XIDE (UNII: XM0MB8 7F357)

MICA (UNII: VBA1AW0880)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:58411-324-50 1in 1 CARTON 08/01/2017

1 27 mL in 1 JAR; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph final part352 08/01/2017

CLE DE PEAU BEAUTE THE FOUNDATION BF20

octinoxate and titanium dioxide cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:58411-325

Ingredient Name Basis of Strength Strength

OCTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUDS1) OCTINOXATE

1228 mg in 27 mL

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNIL:15FIX9 V2JP) TITANIUM DIO XIDE 1039 mg in 27 mL

Inactive Ingredients

Ingredient Name

Strength



WATER (UNIL: 059 QFOKOOR)

DIMETHICO NE (UNI: 92RU3N3Y10)

BUTYLENE GLYCOL (UNIE: 3XUS85K0RA)

GLYCERIN (UNII: PDC6A3C00X)

ISOHEXADECANE (UNI: 9 18 XIOUFIE)

CETYL ETHYLHEXANOATE (UNIL: 134647WMX4)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNIL: 035JKJ76 MT)
DIPHENYLSILO XY PHENYL TRIMETHICO NE (UNIL: 445128 B12)
TREHALOSE (UNI: BSWCK70T7I)

.ALPHA.-TO COPHEROL ACETATE, DL- (UNI: WRIWPI7EW8)
HYALURONATE SO DIUM (UNI: YSE9 PPT4TH)

DIMETHICO NE/VINYL DIMETHICONE CRO SSPOLYMER (SOFT PARTICLE) (UNI: 9E4CO0W6C5)
BUPLEURUM FALCATUM ROOT (UNI: X04E310LUY)

SODIUM ACETYLATED HYALURONATE (UNI: WN66R7GL93)
PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)

ROSA ROXBURGHII FRUIT (UNI: CVT1AA8 7FF)

POLYQUATERNIUM-51 (2-METHACRYLO YLO XYETHYL PHO SPHORYL CHO LINE/N-BUTYL METHACRYLATE;

3:7) (UNI: EL9825H961)

DEXTRIN PALMITATE (CORN; 20000 MW) (UNI: 89B2BSF913)

PEG-9 POLYDIMETHYLSILO XYETHYL DIMETHICO NE (UNIE: TYPS 1E471F)
ALUMINUM HYDRO XIDE (UNI: 5QB0T2IUNO)

STEARIC ACID (UNIL: 4ELV7Z65AP)

EDETATE TRISO DIUM (UNIE: 4201P921MB)

CARBO XYMETHYL CELLULO SE SODIUM, UNSPECIFIED FORM (UNI: K6 790BS311)
PALMITIC ACID (UNI: 2V16 EO95H1)

DISODIUM STEARO YL GLUTAMATE (UNIE: 45ASM2L11M)
DISTEARYLDIMO NIUM CHL O RIDE (UNI:: OM9573ZX3X)
POLYMETHYLSILSESQUIO XANE (4.5 MICRONS) (UNIE: 59Z907ZB69)
ISOPROPYL ALCOHOL (UNI: ND2M416302)

BUTYLATED HYDRO XYTOLUENE (UNIE: 1P9D0Z171K)

THEANINE (UNIE: 8021PR16QO)

PHENO XYETHANOL (UNII: HIE492ZZ3T)

METHYLPARABEN (UNIE: A218 C7HI9T)

FERRIC O XIDE RED (UNIL: 1K09F3G675)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)

MICA (UNIL: VB AIAW0880)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:58411-325-50 1in 1 CARTON 08/01/2017

1 27 mL in 1 JAR; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date
OTC monograph final part352 08/01/2017

Marketing End Date

Marketing End Date



CLE DE PEAU BEAUTE THE FOUNDATION WB20

octinoxate and titanium dioxide cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-326

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUD51) OCTINOXATE 1228 mg in 27 mL
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP) TITANIUM DIO XIDE 1039 mg in 27 mL

Inactive Ingredients

Ingredient Name
WATER (UNIE 059 QFOKOOR)
DIMETHICO NE (UNIL: 92RU3N3Y10)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
GLYCERIN (UNIE: PDC6 A3C00X)
ISOHEXADECANE (UNTIE: 9 18 X10 UF1E)
CETYL ETHYLHEXANOATE (UNIL: 1346 47WMX4)
CETYL PEG/PPG-10/1 DIMETHICO NE (HLB 5) (UNIE: 035JKJ76 MT)
DIPHENYLSILO XY PHENYL TRIMETHICO NE (UNII: 1445128 B12)
TREHALOSE (UNI: BSWCK70T7I)
.ALPHA.-TO COPHEROL ACETATE, DL- (UNI: WRIWPI7EW8)
HYALURONATE SODIUM (UNI: YSE9PPT4TH)
DIMETHICO NE/VINYL DIMETHICO NE CROSSPOLYMER (SOFT PARTICLE) (UNIL: 9E4CO0W6C5)
BUPLEURUM FALCATUM ROOT (UNIE: X04E310LUY)
SODIUM ACETYLATED HYALURO NATE (UNIl: WN6 6 R7GL93)
PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)
RO SA RO XBURGHII FRUIT (UNIL: CVT1AA8 7FF)

POLYQUATERNIUM-51 (2-METHACRYLO YLO XYETHYL PHO SPHO RYLCHO LINE/N-BUTYL METHACRYLATE;
3:7) (UNI: EL9825H961)

DEXTRIN PALMITATE (CORN; 20000 MW) (UNII: 89B2BSF913)

PEG-9 POLYDIMETHYLSILOXYETHYL DIMETHICO NE (UNIL: TYP8 1E471F)
ALUMINUM HYDRO XIDE (UNIL: 5QB0T2IUNO)

STEARIC ACID (UNI: 4ELV7Z65AP)

EDETATE TRISO DIUM (UNIIL: 4201P921MB)

CARBOXYMETHYLCELLULO SE SODIUM, UNSPECIFIED FORM (UNIL: K6790BS311)
PALMITIC ACID (UNII: 2V16 EO95H1)

DISODIUM STEARO YL GLUTAMATE (UNIL: 45ASM2L11M)
DISTEARYLDIMO NIUM CHLORIDE (UNII: OM9573ZX3X)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNII: 59Z2907ZB69)
ISOPROPYL ALCOHOL (UNII: ND2M416302)

BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)

THEANINE (UNIL: 8021PR16QO)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)

Strength



METHYLPARABEN (UNII: A2I8C7HIST)

FERRIC O XIDE RED (UNII: 1IKO9F3G675)
FERRIC OXIDE YELLOW (UNIL: EX438 02MRT)
FERRO SOFERRIC O XIDE (UNII: XM0MB8 7F357)
MICA (UNII: VBA1AW0880)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:58411-326-50 1in 1 CARTON 08/01/2017

1 27 mL in 1 JAR; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph final part352 08/01/2017

Labeler - sHISEIDO AMERICAS CORPORATION (193691821)

Marketing End Date

Marketing End Date

Establishment

Name Address ID/FEI Business Operations
SHISEIDO manufacture(58411-315, 58411-316, 58411-317, 58411-318, 58411-319, 58411-320, 58411-321, 58411-
AMERICA 782677132 322,58411-323, 58411-324, 58411-325, 58411-326) , analysis(58411-315, 58411-316, 58411-317, 58411-
INC. 318, 58411-319, 58411-320, 58411-321, 58411-322, 58411-323, 58411-324, 58411-325, 58411-326)

Revised: 12/2018 SHISEIDO AMERICAS CORPORATION
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