CLARINS BROAD SPECTRUM SPF 50 SUNSCREEN BODY HYDRATION, COMFORT-
avobenzone, homosalate, octinoxate, octisalate, octocrylene lotion
Laboratoires Clarins

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.

CLARINS - BROAD SPECTRUM SPF 50+ Sunscreen Body Lotion Spray Hydration, comfort

Drug facts

Active ingredients
AVOBENZONE 3%
HOMOSALATE 10%
OCTINOXATE 7.5%
OCTISALATE 5%
OCTOCRYLENE 10%

Purpose

Sunscreen

Uses:

* helps prevent sunburn
* 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 notuse

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:

« apply liberally 15 minutes before sun exposure
« apply to all skin exposed to the sun



* children under 6 months: Ask a doctor

* Sun Protection Measures. Spending time in the sunincreases your risk of skin cancer and early skin
aging. To decrease this risk, regularly use a sunscreen with broad spectrum SPF of 15 or higher and
other sun protection measures including:

* limit time in the sun, especially from 10 a.m. — 2 p.m.

» wear long-sleeved shirts, pants, hats and sunglasses

* reapply at least every 2 hours

* use a water resistant sunscreen if swimming or sweating

Other information:

* protect this product from excessive heat and direct sun

Questions or comments?
Call 1-866-252-7467 Monday-Friday, 8 a.m. to 5 p.m.

Inactive ingredients

AQUA/WATER/EAU . BUTYLOCTYL SALICYLATE . STYRENE/ACRYLATES COPOLYMER .
BUTYLENE GLYCOL . POLYGLYCERYL-6 STEARATE . POLYESTER-7 .

NEOPENTYL GLYCOL DIHEPTANOATE . ALOE BARBADENSIS LEAF JUICE .
DIETHYLHEXYL SYRINGYLIDENEMALONATE . PARFUM/FRAGRANCE . POLYSILICONE-15
.MANNITOL . POTASSIUM CETYL PHOSPHATE . PHENOXYETHANOL . PEG-8 LAURATE .
DIMETHICONE . GLYCERIN . POLYGLYCERYL- 6 BEHENATE . DISODIUM EDTA .
ETHYLHEXYLGLYCERIN . TOCOPHERYL ACETATE . POLYACRYLATE CROSSPOLYMER-6 .
SODIUM DEHYDROACETATE . CAPRYLIC/CAPRIC TRIGLYCERIDE . TOCOPHEROL

. DIMETHICONOL . CYCLODEXTRIN . PISUM SATIVUM (PEA) EXTRACT . CASSIA ALATA
LEAF EXTRACT . FAEX EXTRACT/YEAST EXTRACT/EXTRAIT DE LEVURE . DEXTRIN .
HYDROLYZED ADANSONIA DIGITATA EXTRACT . BHT . OLEA EUROPAEA (OLIVE) LEAF
EXTRACT . T-BUTYL ALCOHOL . PLATANUS OCCIDENTALIS BARK EXTRACT . CITRIC
ACID . POTASSIUM SORBATE . SODIUM BENZOATE. [S2031C]

Package Labeling: (58668-3330-0)
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Drug facts (continued) / Informacién
sobre el producto (continuacicn)

Inactive ingredients / Ingredientes inac-
tivos: AQUANVATER/EAL - BUTYLOCTYL SALICYLATE -
5 COPOLYMER - BUTYLENE GLYCOL -

EARATE - POLYESTER-7 NEHPEHI"1L

: DIETH\"LHEKYL SYRING‘r'!.IDEr-lEF'IELLDMATE :
UM/FRAGRANCE - POLYSILICONE-15 - MANNITOL -
POTASSIUM CETYL PHOSPHATE - PHENCXYETHANOL -
PEG-8 LAURATE - DIMETHICONE - GLYCERIN - POLY-
GLYCERYL-6 BEHENATE - DISODIUM EDTA - ETHYLHEXYL-
GLYCERIN - TOCOPHERYL ACETATE - POLYACRYLATE
CROSSPOLYMER-6 - SODIUM DEHYDROACETATE -
GAPRYLIC/CAPRIC TRIGLYCERIDE - TOCOPHEROL -
DIMETHICONOL - CYCLODEXTRIN - PISUM SATIVUM
(PEA) EXTRACT - CASSMMTMEAF EXTRACT - FAEX
EXTRACT/YEAST EXTRACT/EXTRAIT DE LEVURE - DEX-
TRIN - H‘I’UHULYZED ADANSONIA DIGITATA EXTRACT -
BHT - OLEA EUROPAEA (OLIVE) LEAF EXTRACT - T-BUTYL
ALCOHOL - PLATANUS OCCIDENTALIS BARK EXTRACT -
CITRIC ACID - POTASSIUM SORBATE - SODIUM BEN-
Z0ATE. [S2031C]

CET ARTICLE NE PEUT ETRE VENDU
GQUE PAR LES DEPOSITAIRES
AGREES CLARINS
EXCLUSIVE SALE THROUGH
AUTHORIZED RETAILERS

www.clarins.com

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:

» apply liberally 15 minutes before
sun exposure

» apply to all skin exposed to the sun
* children under 6 months: Ask a
doctor

* Sun Protection Measures. Spending

time in the sun increases your risk of
cancer and early skin aging. To
decrease this risk, regularly use a
sunscreen with broad spectrum SPF
of 15 or higher and other sun pro-
tection measures including:
« limit time in the sun, especially
from 10 a.m. -2 p.m.

Other information:
» protect this product from excessive
heat and direct sun

Questions or commenis?
Call 1-866-252-7467
Monday-Friday, 8 am. to 5 p.m.
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turo de la piel ocasiona

Advertencia:

Para uso externo unicamente.

No utilizar

* en la piel lastimada.
Al utilizar este producto

* evitar el contacto con los ojos.
Enjuagar con agua para retirarlo.
Interrumpir la acion y consultar
con un médico

* en caso de irritacion.
Mantener fuera del alcance de los
nifios. En caso de ingestion, acudir
al médico o llamar al servicio nacional

formacion toxicolégica de inme-
diato.

Instrucciones:
* aplicar generosamente 15 minutos
antes de la exposicion al sol
* aplicar en toda la piel que va a ser
expuesta al sol
* para nifios menores de 6 meses,
consultar con un médico
* Recomendaciones sobre protec-
cion solar. La expo n al sol in-

ementa el riesgo ncer de piel
],r envejecimiento prematuro de
a piel. Para disminuir este riesgo,
utilizar con r l:‘:;ularidad un protector
solar con SPF 15 o superior, asi
como otras medidas de proteccién
tales como:

tar el tiempo de la exposicion,
pecialmente entre 10 a.m. y
p.m.
« utilizar camiseta de manga Iar ga,

la aphracnon por lo menos
cada 2 horas
« utilizar un protector solar resistente
al agua en caso de nadar o transpirar

Informacidn adicional:
» proteger este producto del calor
excesivo y del sol directo

¢Preguntas o comentarios? ’
Llama al 1-866-252-7467
de lunes a viernes de 8am. a5 p.m.

Join us at
www.clubclarins.com
Rejoignez-nous
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Drug facts (continued) / Informacidn
sobre el producto (continuacién)

Inactive ingredients / Ingredientes inac-
tivos: AQUAWATER/EAU - BUTYLOCTYL SALICYLATE -
STYRENE/ACRYLATES COPOLYMER - BUTYLENE GLYCOL -
POLYGLYCERYL-6 STEARATE - POLYESTER-7 - NEOPENTYL
GLYCOL DIHEPTANOATE - ALOE BARBADENSIS LEAF
JUICE - DIETHYLHEXYL SYRINGYLIDENEMALONATE -
PARFUM/FRAGRANCE - POLYSILICONE-15 - MANNITOL -
POTASSIUM CETYL PHOSPHATE - PHENOXYETHANOL -
PEG-8 LAURATE - DIMETHICONE - GLYCERIN - POLY-
GLYCERYL-6 BEHENATE - DISODIUM EDTA - ETHYLHEXYL-
GLYCERIN - TOCOPHERYL ACETATE - POLYACRYLATE
GROSSPOLYMER-6 - SODIUM DEHYDROAGETATE -
CAPRYLIC/CAPRIC TRIGLYCERIDE - TOCOPHEROL -
DIMETHICONOL - CYCLODEXTRIN - PISUM SATIVUM
(PEA) EXTRACT - CASSIA ALATA LEAF EXTRACT - FAEX
EXTRACT/YEAST EXTRACT/EXTRAIT DE LEVURE - DEX-
TRIN - HYDROLYZED ADANSONIA DIGITATA EXTRACT -
BHT - OLEA EUROPAEA (OLIVE) LEAF EXTRACT - T-BUTYL
ALCOHOL - PLATANUS OCCIDENTALIS BARK EXTRACT -
CITRIC ACID - POTASSIUM SORBATE - SODIUM BEN-
ZOATE. [52031C)

www.clarins.com

Drug facts

Active ingredients Purpose
AVOBENZONE 3% Sunscreen
HOMOSALATE 10% Sunscreen
OCTINOXATE 7.5% Sunscreen
OCTISALATE 5% Sunscreen
OCTOCRYLENE 10% Sunscreen

Uses:

* helps prevent sunburn

« 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:
* apply liberally 15 minutes before
sun exposure
* apply to all skin exposed to the sun
e children under 6 months: Ask a
doctor
* 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 broad spectrum SPF
of 15 or higher and other sun pro-
tection measures including:

« limit time in the sun, especially

from 10 am. -2 p.m.
» wear long-sleeved shirts, pants,
hats and sunglasses

« reapply at least every 2 hours
* use a water resistant sunscreen if
swimming or sweating

Other information:
» protect this product from excessive
heat and direct sun

Questions or comments?

Call 1-866-252-7467 ‘
Monday-Friday, 8 a.m. to 5 p.m.
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Sunscreen
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Informacion sobre el producito
Ingredientes activos Funcion
AVOBENZONE 3% Proteccion solar
HOMOSALATE 10% Proteccion solar
OCTINOXATE 7.5% Proteccion solar
OCTISALATE 5% Proteccion solar
OCTOCRYLENE 10%  Proteccion solar
Uso:

* ayuda a prevenir los enrojecimien-
tos

* si se utiliza como se recomienda,
con otras medidas de proteccion (ver
Instrucciones), disminuye el riesgo de
céncer de piel y de envejecimiento
prematuro de la piel ocasionado por
el sol

Advertencia:
Para uso externo Gnicamente.

No utilizar

* en la piel lastimada.
Al utilizar este producto

* evitar el contacto con los ojos.
Enjuagar con agua para retirarlo.
Interrumpir la utilizacién y consultar
con un médico

* en caso de irritacion.
Mantener fuera del alcance de los
nifios. En caso de ingestién, acudir
al médico o llamar al servicio nacional
de informacién toxicolégica de inme-
diato.

Instrucciones:

» aplicar generosamente 15 minutos
antes de la exposicion al sol

* aplicar en toda la piel que va a ser
expuesta al sol

* para nifios menores de 6 meses,
cansultar con un médico

* Recomendaciones sobre protec-
cién solar. La exposicion al sol in-
crementa el riesgo de cancer de piel
y el envejecimiento prematuro de
la_piel. Para disminuir este riesgo,
utilizar con regularidad un protector
solar con SlgF 15 o superior, asi
como otras medidas de proteccion
tales como:

« limitar el tiempo de la exposicién,
especialmente entre 10 am. y
2p.m.

« utilizar camiseta de manga larga,
pantalén, gorra y gafas de sol

* repetir la aplicacion por lo menos
cada 2 horas

» utilizar un protector solar resistente
al agua en caso de nadar o transpirar

Informacidn adicional:
* proteger este producto del calor
excesivo y del sol directo
¢Preguntas o comentarios? >
Llama al 1-866-252-7467
de lunes a viemes de 8 am. a5 p.m.
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CLARINS BROAD SPECTRUM SPF 50 SUNSCREEN BODY HYDRATION,

COMFORT

avobenzone, homosalate, octinoxate, octisalate, octocrylene lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNIEG63QQF2NO X)
HOMO SALATE (UNIL: VO6SV4M95S) (HOMOSALATE - UNIEV06SV4M95S)
O CTINO XATE (UNI: 4Y5P7MUD51) (OCTINOXATE - UNIE4Y5P7MUD51)
OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W)
0 CTO CRYLENE (UNI: 5A68 WGF6 WM) (OCTOCRYLENE - UNIE5A68 WGF6 WM)

Inactive Ingredients
Ingredient Name
WATER (UNIE: 059 QFOKOOR)
BUTYLOCTYL SALICYLATE (UNI: 2EH13UN8D3)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
POLYGLYCERYL-6 STEARATE (UNIL: ETY9 Q8 1E2T)
POLYESTER-7 (UNIL: 0841698 D2F)
NEOPENTYL GLYCOL DIHEPTANOATE (UNII: 5LKW3C543X)
ALOE VERA LEAF (UNIL: ZY81Z83H0 X)
DIETHYLHEXYL SYRINGYLIDENEMAL O NATE (UNII: 3V5U9 7P248)
POLYSILICONE-15 (UNI: F8DRP5BB29)
MANNITOL (UNIE: 30 WL53L36A)
POTASSIUM CETYL PHO SPHATE (UNIL: 03KCY6P7UT)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
PEG-8 LAURATE (UNIL: 76208IWA10)
DIMETHICO NE (UNI: 92RU3N3Y10)
GLYCERIN (UNIL: PDC6A3C00X)
POLYGLYCERYL-6 BEHENATE (UNIL: 4T2L7QI313)
EDETATE DISO DIUM ANHYDRO US (UNIE: 8 NLQ36 F6 MM)
ETHYLHEXYLGLYCERIN (UNI: 147D247K3P)

AMMO NIUM ACRYLO YLDIMETHYLTAURATE, DIMETHYLACRYLAMIDE, LAURYL METHACRYLATE AND

Basis of Strength
AVOBENZONE
HOMOSALATE
OCTINOXATE
OCTISALATE
OCTOCRYLENE

NDC:58668-3330

Strength
30 mg in 1 mL
100 mg in 1 mL
75 mg in 1 mL
50 mg in 1 mL
100 mg in 1 mL

Strength

LAURETH-4 METHACRYLATE COPOLYMER, TRIMETHYLOLPROPANE TRIACRYLATE CROSSLINKED (45000

MPA.S) (UNIL: Q7UI0 15FF9)

SODIUM DEHYDRO ACETATE (UNII: 8W46 YN971G)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: COH2L21V7U)
TOCOPHEROL (UNI: ROZB2556P8)

PEA (UNIL: W4X7H8 GYFM)

BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)
OLEA EUROPAEA LEAF (UNII: MJ95C30H47)
TERT-BUTYL ALCOHOL (UNI: MD83SFE959)



CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8 QP)
POTASSIUM SORBATE (UNIL: 1VPU26JZZ4)
SODIUM BENZOATE (UNII: OJ245FE5EU)

Packaging

# Item Code Package Description

1 0NDC:58668-3330- 1in 1 CARTON

1 150 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination
Product

2 NDC:58668-3330- 1in 1 CARTON

1

150 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination
Product

Marketing Information

Marketing Category  Application Number or Monograph Citation
OTC monograph not final part352

Labeler - raboratoires Clarins (266317555)

Revised: 1/2019
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