LA ROCHE POSAY LABORATOIRE DERMATOLOGIQUE ANTHELIOS 60 MELT IN
SUNSCREEN MILK FACE AND BODY BROAD SPECTRUM SPF 60 WATER
RESISTANT 80 MINUTES- avobenzone, homosalate, octisalate, octocrylene
and oxybenzone lotion

L'Oreal USA Products Inc

Drug Facts

Active ingredient
Avobenzone 3%
Homosalate 10.72%
Octisalate 3.21%
Octocrylene 6%
Oxybenzone 3.86%

Purpose

Sunscreen

Uses

e 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 swallowed, get medical help or contact a Poison Control Center right away.

Directions
For sunscreen use:
@® apply generously 15 minutes before sun exposure
@ reapply:
@ after 80 minutes of swimming or sweating
@® immediately after towel drying
@ at least every 2 hours

® 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 value 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

® children under 6 months of age: Ask a doctor

Other information

protect the product in this container from excessive heat and direct sun

Inactive ingredients

water, styrene/acrylates copolymer, dimethicone, polymethylsilsesquioxane, butyloctyl
salicylate, glycerin, alcohol denat., poly C10-30 alkyl acrylate, caprylyl methicone,
trisiloxane, acrylates/dimethicone copolymer, PEG-100 stearate, glyceryl stearate,
phenoxyethanol, potassium cetyl phosphate, propylene glycol, caprylyl glycol, PEG-8
laurate, acrylates/C10-30 alkyl acrylate crosspolymer, triethanolamine, tocopherol, inulin
lauryl carbamate, disodium EDTA, p-anisic acid, xanthan gum, diethylhexyl
syringylidenemalonate, cassia alata leaf extract, maltodextrin

Questions or comments?
1-888-LRP-LABO 1-888-577-5226
Monday - Friday (9 a.m. - 5 p.m. EST)
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Drug Facts
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Uses
« halps pravanit sunburm

= if usad &8 diractad with othér sun protaction measures (ses Drectfons), decrsases:
tha risk of skin cancer and early skin aging caused by the sun

Warnings
For extanal use enly

Do not use on damaged ar broken skin
When using this product keop out of ayas. Rinse with watar to remove,
Stop use smd 2sk a doctor if rash ccours

Koep out of reach of children. If swallowsd, got macical help or contact a Poison Control
Canter right away.

Directions

= apply ganerously 15 minutes hefore sun expasure

= raapply:
= after 80 minutes of swimming or sweating
» immadiately after tawel drying
= atleast every 2 hours

« Sum Protection Moasures. Spending time in the sun increases your risk o skin
cancer and sarly skin aging. To decrease this fisk, ragularly use a sunscreen with
a Broad Spactrum SPF valus of 15 or higher and other sun protection measures
including:
» limit tima in the sun, especially from 10am. -2 p.m.
» wear long-sleeved shirts, pants, hats and sunglasses

 children under 6 monthe of age: Ask a doctor

Other information

= pretect the product in this container from excessive heat and direct sun

inactive ingredients

water, styrenefacrylates copolymer, dimethicone, polyme thylsilsesquioxane,
butyloctyl salicylate, glycerin, alcohol denat,, poly C10-30 alkyl acrylate, caprylyl
methicone, trisiloxane, acrylates/dimethicone copolymer, PEG-100 stearate,
glyceryl stearate, phenaxyethanol, potassium cetyl phosphate, propylene glycol,
capylyl glycol, PEG-B laurate, acrylates/C10-30 allyl acrylate orosspolymer,
trigthanolamine, tocopherol, inulin lauryl carbamate, disodium EDTA, p-anisic
acid, xanthan gum, diethylhexyl syringylidenemalonate, cassia alata leaf extact,
maltodextin

‘® Questions or comments?
1-800-LAP-LABD 1-888-577-5226
Manday - Friday {9 a.m. - 5 p.m. EST)

858262 6 Code FI L. D173180/1

US Patents Pending
US Patent 7,151,079
| US Patent 5,667,765




Every day, dermatologlsts observe the severe skin
damage caused by UVA and UVB ray exposure.
UVB rays mainly cause Burning.
Thaymmppad by the apidermis. Thay causa
fanning and are mainly responsibla for sunburn.
SPF or “Sun Protection Factor” is the degrea of
protection a sunscreen offers against UVB rays.

UVA rays mainly cause Skin Aging or Sun
Allergies.

They penetrate deeper into the skin than UVB rays
and can raach into the dermis. LVA riys directly
contributa to skin aging (wrinkles, sagging, dark
spots) and ara tha # | cusa of sun intolarances
(allergies).

Both UYA and UYB rays have been proven to cause
damage 1o skin cells, including DNA, and to weaken

the immune system. This damage can potendally lead
1o the development of skin cancer.

A pioneer in sun protaction research for avar

|5 yaars, La Rodhe-Posay, with ANTHELIOS, is
trusted by dermatologista workiwide for its
advanced formulations in UYA protection.

INew: Get instant skineare advice from
board-certlfied dermacologists.

1@ facebook com/LaRochePosayLISA

LA ROCHE-POSAY

LABORATOIRE DERMATOLOGIQUE

e e 2L

MELT-IN SUNSCREEN MILK
Fast absorbing, velvety finish
For all skin types

XL

Advanced UVA/UVB technology
+ Antioxidant protection

S50 FLOZ-150 ml

ANTHELIOS 60 sunscreen with

CELL-OX SHIELD XL™ Dmg Facis
INNOVATION Active ingredients Purpose
Anthellos 60 sunscreen with multi-patented 3% Sunscrasn
CELL-OX SHIELD XL™ Mtu’lng systern provides 10.72%. Sunscreen
& dual breskshrough innovation: Octisalate 3.21% Sunscresn
- an optimized combination of UYA/UVB filers Octocrylane 8%, Qunscraan
chosen for its more synergistic effect to deliver 0 3.86% Sunscrean
broad-spectrum protection’.
-a formula with a redu:ed number of ingredients In
& feagrance-free, paraben-fras texture adapted for Uses
even the most senaitive skin. « halps prevant sunbum
= if usad &8 diractad with othér sun protaction measures (ses Drectfons), decrsases:
Properties: tha risk of skin cancer and early skin aging caussd by the sun
+ Broad spectrum UY Illhrh] system.
:"n:mud efficacy UVA i | || warni
ler w-r rays.
 Bawneh | neitilent et i Fo anarnd e sy
With Senna Alata, a tropical leaf extract known to Do not use on damaged or broken skin
defend skin cells’ against free radicals caused by the sun P T
belantle sld::‘jru. by, ‘When esing this product keop out of ayss. Rinse with watar to remove.
Stop use smd 2sk a doctor if rash ccours

» Breakthrough texture: Fast-absorbing, non-greasy
texture leaves skin hydrated and smooth with a velveey
finish.

Results: Decreases the risk of skin cancer and early
4Kkin aging caused by the sun If used as directed with
cther sun protaction measures {see Diractions).

Dermatological safety: Anthelics 60 sunscreen has
breen rigorously tested and formulated for optimal skin
toleranca.

WATER RESISTANT (80 MINUTES)
FRAGRANCE-FREE
PARABEN-FREE
NON COMEDOGENIC

ALLERGY TESTED
DERMATOLOGIST TESTED
TESTED ON SENSITIVE SKIN

. compared to pmemmdnms:mdmm
lum:run <ombinaclon:

lppcrllymdalﬂn.

Made in USA
1972142

Distributed by La Roche-Posay LLC,
New York, NY 10017

La Roche-Posey Laboratoire Pharmaceutique:
85270 La Roche-Fosay. Franca

‘Wwww.laroche-posay.com

Koep out of reach of children. If swallowsd, got macical help or contact a Poison Control
Canter right away.

Directions

= apply ganerously 15 minutes hefore sun expasure

= raapply:
= after 80 minutes of swimming or sweating
» immadiately after tawel drying
= atleast every 2 hours

« Sum Protection Moasures. Spending time in the sun increases your risk o skin
cancer and sarly skin aging. To decrease this fisk, ragularly use a sunscreen with
a Broad Spactrum SPF valus of 15 or higher and other sun protection measures
including:
» limit tima in the sun, especially from 10am. -2 p.m.
» wear long-sleeved shirts, pants, hats and sunglasses

 children under 6 monthe of age: Ask a doctor

Other information

= pretect the product in this container from excessive heat and direct sun

inactive ingredients

water, styrenefacrylates copolymer, dimethicone, polyme thylsilsesquioxane,
butyloctyl salicylate, glycerin, alcohol denat,, poly C10-30 alkyl acrylate, caprylyl
methicone, trisiloxane, acrylates/dimethicone copolymer, PEG-100 stearate,
glyceryl stearate, phenaxyethanol, potassium cetyl phosphate, propylene glycol,
capylyl glycol, PEG-B laurate, acrylates/C10-30 allyl acrylate orosspolymer,
trigthanolamine, tocopherol, inulin lauryl carbamate, disodium EDTA, p-anisic
acid, xanthan gum, diethylhexyl syringylidenemalonate, cassia alata leaf extact,
maltodextin

‘® Questions or comments?
1-800-LAP-LABD 1-888-577-5226
Manday - Friday {9 a.m. - 5 p.m. EST)
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LA ROCHE POSAY LABORATOIRE DERMATOLOGIQUE ANTHELIOS 60
MELT IN SUNSCREEN MILK FACE AND BODY BROAD SPECTRUM SPF
60 WATER RESISTANT 80 MINUTES

avobenzone, homosalate, octisalate, octocrylene and oxybenzone lotion

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
AVOBENZONE (UNIl: G63QQF2NOX) (AVOBENZ ONE - UNII:G63QQF2NOX)
HOMOSALATE (UNIl: VO65V4M95S) (HOMOSALATE - UNII:V065V4M95S)
OCTISALATE (UNII: 4X49Y0596W) (OCTISALATE - UNII:4X49Y0596W)
OCTOCRYLENE (UNII: 5A68WGF6WM) (OCTOCRYLENE - UNII:5A68WGF6\WM)
OXYBENZONE (UNIl: 9500S7VEQY) (OXYBENZ ONE - UNI1:9500S 7VEQY)

Inactive Ingredients

Item Code (Source)

Basis of Strength

Ingredient Name

NDC:49967-864

Strength

AVOBENZ ONE 30 mg in1mL
HOMOSALATE 107.2 mg in 1 mL
OCTISALATE 32.1mg in1mL
OCTOCRYLENE 60 mg in1mL
OXYBENZONE 38.6 mg in1mL

Strength



WATER (UNII: 059QFO0KOOR)

DIMETHICONE (UNII: 92RU3N3Y10)
BUTYLOCTYL SALICYLATE (UNIl: 2EH13UN8D3)
GLYCERIN (UNII: PDC6A3CO00X)

ALCOHOL (UNII: 3K9958V90M)

TRISILOXANE (UNIIl: 9G1ZW13R0G)

PEG-100 STEARATE (UNIl: YDO1N1999R)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
POTASSIUM CETYL PHOSPHATE (UNII: 03KCY6P7UT)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)

PEG-8 LAURATE (UNII: 76208IWA10)
TOCOPHEROL (UNIl: ROZB2556P8)

P-ANISIC ACID (UNIIl: 4SB6Y7DMM3)

XANTHAN GUM (UNII: TTV12P4NEE)
MALTODEXTRIN (UNII: 7CVR7L4A2D)

Packaging

# Item Code Package Description

1 ng049967'864' 1in 1 CARTON

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

2 \DC:49967-864- 4 i 1 carTON

2 150 mL in 1 TUBE; Type 0: Not a Combination
Product

3 [DC49907:859 1 in 1 carTON

3 90 mL in 1 TUBE; Type 0: Not a Combination
Product

a NDC:49967-864- 5 mL in 1 PACKET; Type 0: Not a Combination

04 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO020

Labeler - L'0real USA Products Inc (002136794)

Establishment
Name Address ID/FEI
L'Oreal USA, Inc. 185931458

Revised: 1/2024

Marketing Start Marketing End

Date Date
01/01/2014 09/15/2025
01/01/2014 09/15/2025
01/01/2014 09/15/2025
01/01/2014 09/15/2025

Marketing Start Marketing End
Date Date

01/01/2014 09/15/2025

Business Operations
manufacture(49967-864)

L'Oreal USA Products Inc



	Drug Facts
	Active ingredient
	Purpose
	Uses
	Warnings
	Do not use
	When using this product
	Stop use and ask a doctor if
	Keep out of reach of children.
	Directions
	Other information
	Inactive ingredients
	Questions or comments?

