CLE DE PEAU BEAUTE LONG-LASTING HYDRATING VEIL- avobenzone, octinoxate, and
octocrylene emulsion
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.

clé de peau BEAUTE LONG-LASTING HYDRATING VEIL

Drug Facts

Active ingredients Purpose
AVOBENZONE 2.5% Sunscreen
OCTINOXATE 7.4% Sunscreen
OCTOCRYLENE 2.0% 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.

Flammable: Do not use near heat, flame, or while smoking.

Directions

For sunscreen use:
apply liberally 15 minutes before sun exposure
use a water resistant sunscreen if swimming or sweating
reapply at least every two hours
Sun Protection Measures. Spending time in the sunincreases 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:
e limit time in the sun, especially from 10 a.m. — 2 p.m.
e wear long-sleeve shirts, pants, hats, and sunglasses
¢ childrenunder 6 months: Ask a doctor

Inactive Ingredients

WATER=SD ALCOHOL 40-B=BUTYLENE
GLYCOL=GLYCERIN*DIMETHICONE=TALC-METHYL METHACRYLATE
CROSSPOLYMER*BARIUM SULFATE=PEG/PPG-19/19 DIMETHICONE*HYDROGENATED
POLYISOBUTENE=ERYTHRITOL=XYLITOL*TREHALOSE=ARGANIA SPINOSA KERNEL
OIL=XANTHAN GUM=POLYQUATERNIUM-51=GLYCINE=PEG/PPG-14/7 DIMETHYL
ETHER=TRIMETHYLSILOXYSILICATE*ROSA ROXBURGHII FRUIT EXTRACT=ANGELICA
ACUTILOBA ROOT EXTRACT=HYDROLYZED CONCHIOLIN PROTEIN*HYDROLYZED
SILK-DIMETHICONE/VINYL DIMETHICONE CROSSPOLYMER=PERILLA OCYMOIDES LEAF
EXTRACT=PPG-17=DISODIUM EDTA=TRIETHANOLAMINE*PEG-60 GLYCERYL
ISOSTEARATE=CARBOMER-=SILICA*ACRYLATES/C10-30 ALKYL ACRYLATE



CROSSPOLYMER=SODIUM METAPHOSPHATE=BHT=TOCOPHEROL=SODIUM

CITRATE=SODIUM METABISULFITE=THEANINE=CITRIC
ACID*POLYMETHYLSILSESQUIOXANE=ALUMINUM
HYDROXIDEsTRIETHOXYCAPRYLYLSILANE-METHYLPARABEN=PHENOXYETHANOL*FRAGRANCE=IRON
OXIDES*TITANIUM DIOXIDE=MICA=

Other information

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 - 30 mL Tube Carton
clé de peau
BEAUTE

LONG-LASTING
HYDRATING VEIL

BROAD SPECTRUM
SPF 21
SUNSCREEN

30mL 1 FL. OZ.
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Drug Facts (continued)

Directions

I Sun Protection Measures.
Spending time in the sun
Increases your risk of skin
cancer and early skin aging. To
decrease this risk, regularly use
a sunscreen with a Broad
Spectrum SPF of 15 or higher
and other sun protection
measures including: «limit time
in the sun, especially from 10
am. - 2 pm. - wear long-sleeve
shirts, pants, hats, and
sunglasses MM children under 6
months: Ask a doctor

Inactive Ingredients

WATER- SD ALCOHOL 40-8-BUTYLENE
GLYCOL- GLYCERIN- DIVETHICONE
TALC- METHYL METHACRYLATE
CROSSPOLYMER  BARIUM SULFATE
PEG/PPG-14/19 DIMETHICONE -
HYDROGENATED POLYISOBUTENE-
ERYTHRITOL: KYLITOL- TREHALOSE-
ARGANIA SPINOSA KERNEL OIL:
HANTHAN GUM - POLYQUATERNIUM-31 -
GLYCINE- PEG/PPG-H/T DIMETHYL
ETHER - TRIMETHYLSILOXYSILICATE-
ROSA ROXBURGHI FRUIT EXTRACT
ANGELICA ACUTILOBA ROQT EXTRACT-
HYDROLYZED CONCHICLIN PROTEIN-
HYDROLYZED §ILK-
DIMETHICONE/VINYL DIMETHICONE
CROSSPOLYMER:- PERILLA OCYMOIDES
LEAF EXTRACT-PPG7- »

clé de peau

BEAUTE

LONG-LASTING
HYDRATING VEIL

BROAD SPECTRUM
SPF 21
SUNSCREEN

30mL | FL. OZ.
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Drug Facts (continued)

Inactive Ingredients
DISODICM EDTA-TRIETHANOLAMIE-
PEG-50 GLICERYL ISOSTEARATE-
CARBOWER- SILICA-ACRYLATES/
CI-30 ALKYL ACRYLATE
CROSSPOLYIAER- SOIM
METAPHOSPHATE-BHT-
TOUOPHEROL-SUDIUM CITRATE:
SODIUA METABISULFTTE- THEANIE
CITRIC ACID-
POLYMETHYLSILSESQUIOKANE:
ALUMINUM EYDROKDE-
TRIETHOUCAPRILY SILANE
ETHYLPARABEN- PHENCIVETHANOL:
FRAGRANCE-1RON OMDES - TTANUN
DIODE- ICk:

Other Information

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

Questions or Comments?
Call toll free
|-800-906-7503
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http://cpbl982 com/16183CP

See our website
for more information.
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Active Ingredients
AVOBENZONE 2.5% ...

OCTINOXATE 7.4% .....
... Sunscreen

OCTOCRYLENE 2.0%

eases the risk of
by the sun

Warnings
For external use only

Purpose

.. Sunscreen
.. Sunscreen

When using this product keep out o

water to remove,

Flammable: Do
smoking.

Directions

For sunscreen use:

W apply liberally 15 minutes before
M use a water resistant suns

avobenzone, octinoxate, and octocrylene emulsion

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Sun Exposure

Item Code (Source)

NDC:58411-623



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AVOBENZONE (UNII: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 0.795 g in 30 mL
OCTINOXATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUD51) OCTINOXATE 2.38 g in 30 mL
O CTO CRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM) OCTOCRYLENE 0.635 g in 30 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIE: 059 QFOKOOR)

BUTYLENE GLYCOL (UNI: 3XUS85K0RA)

GLYCERIN (UNII: PDC6A3C00X)

DIMETHICO NE (UNIE: 92RU3N3Y10)

TALC (UNI: 7SEV7J4R1U)

METHYL METHACRYLATE/GLYCOL DIMETHACRYLATE CROSSPOLYMER (UNI: EG97988M5Q)
BARIUM SULFATE (UNIL: 25BB7EKE2E)

PEG/PPG-19/19 DIMETHICO NE (UNI: EHHY0CO7TL)

HYDRO GENATED POLYBUTENE (1300 MW) (UNI: 7D1YQ9 YSEZ)
XYLITOL (UNI: VCQO006KQ1E)

ERYTHRITOL (UNI: RA96B954X6)

PPG-17 (UNIE: OV0Q322E0U)

EDETATE DISODIUM (UNI: 7FLD9 1C86K)

TROLAMINE (UNIL: 903K93S3TK)

PEG-60 GLYCERYL ISOSTEARATE (UNI: WQP0973914)
METHYLPARABEN (UNII: A218 C7HIST)

CARBOMER HO MO PO LYMER, UNSPECIFIED TYPE (UNIL: 0 ASMM30 7FC)
TREHALO SE (UNI: BSWCK70T7I)

ARGAN OIL (UNI: 4V59 G5UW9X)

SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)

CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CRO SSLINKED) (UNI: 59 TL3WG5CO)
SODIUM POLYMETAPHO SPHATE (UNIL: PIBM4ZH95L)

BUTYLATED HYDRO XYTO LUENE (UNIE: 1P9D0Z171K)

XANTHAN GUM (UNI: TTV12P4ANEE)

.ALPHA.-TO COPHEROL (UNI: H4N855PNZ1)

SODIUM CITRATE, UNSPECIFIED FORM (UNIE: 1Q73Q2JULR)

SODIUM METABISULFITE (UNI: 4VON5FNS3C)

POLYQUATERNIUM-51 (2-METHACRYLO YLO XYETHYL PHO SPHORYLCHO LINE/N-BUTYL METHACRYLATE;
3:7) (UNI: EL9825H96J)

FERRIC O XIDE RED (UNII: 1K09F3G675)

FERRIC O XIDE YELLOW (UNI: EX438 02MRT)

FERRO SOFERRIC O XIDE (UNII: XMO0M8 7F357)

GLYCINE (UNIE: TE7660X01C)

THEANINE (UNIE: 8021PR16 QO)

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

PHENO XYETHANOL (UNIE: HIE492ZZ3T)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

CITRIC ACID MO NOHYDRATE (UNIL: 2968 PHW8 QP)

TRIMETHYLSILO XYSILICATE (M/Q 0.6-0.8) (UNIL: 5041RX63GN)
ROSA ROXBURGHII FRUIT (UNI:: CVT1AA87FF)

MICA (UNI: V8 AIAW0880)

ANGELICA ACUTILOBA ROOT (UNI: 3W51R3EK30)
POLYMETHYLSILSESQUIO XANE (4.5 MICRONS) (UNIE: 59Z907ZB69)
DIMETHICO NE/VINYL DIMETHICO NE CRO SSPOLYMER (SOFT PARTICLE) (UNI: 9E4CO0W6C5)
PERILLA FRUTESCENS LEAF (UNI: TAL5881Y68)

ALUMINUM HYDRO XIDE (UNI: 5QBOT2IUNO)

TRIETHO XYCAPRYL YLSILANE (UNI: LDC331P08E)



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-623-60 1in 1 CARTON 01/01/2021
1 30 mL in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/01/2021

Labeler - SHISEDO AMERICAS CORPORATION (193691821)

Revised: 11/2020 SHISEIDO AMERICAS CORPORATION
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