LA ROCHE POSAY LABORATOIRE DERMATOLOGIQUE ANTHELIOS UV TONE
BROAD SPECTRUM SPF 50 SUNSCREEN- avobenzone, homosalate, octisalate
and octocrylene lotion

L'Oreal USA Products Inc

Drug Facts

Active ingredients
Avobenzone 3%
Homosalate 7%
Octisalate 5%

Octocrylene 7%

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 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

- reaply at least every 2 hours

- use a water resistant sunscreen if swimming or sweating

- Sun Protection Measures. Spending time in the sun increases your risk of skin
cancer and early skin aging. To decrease the 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, glycerin, C15-19 alkane, niacinamide, propanediol, C12-22 alkyl
acrylate/hydroxyethylacrylate copolymer, tocopherol, sodium stearoyl glutamate,
cetearyl alcohol, sclerotium gum, hydroxyacetophenone, caprylyl glycol, sodium starch
octenylsuccinate, glyceryl stearate, jojoba esters, helianthus annuus (sunflower) seed
wax, hydroxypropyl starch phosphate, trisodium ethylenediamine disuccinate, pentylene
glycol, diethylhexyl syringylidenemalonate, cassia alata leaf extract, maltodextrin, sodium
hydroxide, caprylic/capric triglyceride, polyglycerin-3, citric acid

Questions or comments?
1-888- LRP-LABO 1-888-577-5226
Monday - Friday (9a.m. -5 p.m. EST)
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LABORATOIRE DERMATOLOGIQUE

S50

BROAD SPECTRUM
SPF 50

ANTHELIOS
UV TONE

DAILY INVISIBLE
SUNSCREEN

HELPS PROTECT AGAINST
SUN DAMAGE*
PROMOTES VISIBLY EVEN
COMPLEXION

CELL-OX SHIELD®
UVA/UVB Protection + Antioxidants
[+NIACINAMIDE]

+when used as directed with other
sun protection measures.

12 Bl G2 =50 mil

Active ingredients: Avobenzone 3%, Homosalate 7%,
Octisalate 5%, Octocrylene 7%.

Purpose: Sunscreen.

I
I
I
I
Uses: Helps prevent sunburn. If used as directed with other sun |
protection measures (see Directions), decreases the risk of skin
cancer ar]d early skin again 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. Hinse with water

t0 remove. |
Stop use and ask a doctor if rash occurs, |
Keep out of reach of children. If swallowed, get medical help or I
contact a Poison Control Center right away.

Directions |
For sunscreen use: Apply generously 15 minutes before sun I
exposure. Reappply at least every 2 hours. Use a water resistant |
sunscreen if swimming or sweating.

Sun Protection Measures. Spending time in the sun increases |
vour 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. I

Other information |
Protect the product in this container from excessive heat and direct SunI

Questions or comments?

1-888-LRP LABO 1-888-577-5226 Monday - Friday (9 a.m.- 5 p.m. EST)|
Made in USA of US and/or Imported Ingredients,

Distribution reservedto 3612624021261

La Roche-Posay agreed

distributors

L'Oréal USA S/D, Inc., Dist.,

10 Hudson Yards

New York, NY 10001

TSA 75000 93584

STOUEN CEDEXFR
2864686
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B PIONEERTNSUN — — |
LISEOTECTION RESEARCH FOR
OVER 30 YEARS.

Every day, dermatologists observe:
skin damage caused by UVA and
|U\-'B rays.

JUVB rays mainly cause Burning.
[They cause tanning and are

mainly responsible for sunburn,
[SPF or “Sun Protection Factor” |
is the degree of protection a I
sunscreen offers against UVB rays

UvA rays mainly cause Skin Aging
or Sun Allergies. UVA rays directly
icontribute to skin aging (wrinkles,
sagging, dark spots) and are the

#1 cause of sun intolerances |
':{al lergies). I

ﬁuth UWVA and UVE rays have been
roven to cause damage to skin
icells, including DNA, and can
jweaken the immune system, This
amage can potentially lead to
the development of skin cancer, :

La Roche=-Posay is dedicated
to providing photostable,
broad-spectrum protection
hrough the use of CELL-0X
HIELD, a synergistic combination
of UMA/UVE filters combined
with antioxidants.

iy

Scan me to learn more about
anthelios UV Tone SPF 50,

| ESE O Ooeasso
&
(2] FA‘P) :

Made in USA of US and/ar Imported Ingredients.
Ba12626021247,

Digtribution reserved to La Roche-Posary

agreed distributors.

L'Oréal USA /0, Inc. Dist., 10 Hudson Yards,
New York, NY 10001,

La Roche-Posay Laboratoire Dermatologigue

|CAI 86270 La Roc! , France

ITS4 75000 93584 ST OUEN CEDEX FR I
mwww.laroche-posay.us |

LA ROCHE-POSAY

LABORATOIRE DERMATOLOGIQUE

NEW

S50

BROAD SPECTRUM
| SPF 50

ANTHELIOS
UV TONE

SDAILY INVISIBLE
SUNSCREEN

HELPS PROTECT AGAINST
SUN DAMAGE.*

Refines skin's appearance

| Promates visibly radiant,

I even complexion

CELL-OXSHIELD”

UWA/UVE Pretection + Antioxidanis

[+NIACINAMIDE]

Fragrance-free
| Switable for all skin tones
| Tested on sensitive skin

*when used as directed with other
sun protection measures

1.7 FL.OZ - 50 ml

— e = —

/ANTHELIOS UV TONE 50 !

PROPERTIES.
1. Designed for all skin tones, and
Ifot unevenly pigmented skin,
Invisible, barely-there finish is ideal
Ifor protecting against the effects of
Idaily sun exposure, Pravides I
hydrating sun protection while |
minimizing white cast.
2. Formulated to Even Skin Tone
'with Niacinamide,
Srnooths skin and evens out skin
hone for a visibly radiant complexion,
is innovative sunscreen has a I
lightweight, non-greasy texture that !
blends easily into skin leaving a dewy
finish,
3.CELL-OX SHIELD TECHNOLOGY
UVA/UVE Protection + Antioxidants

:Broad Spectrum UV Filters |
Combines photostable UVA/UVB |
filters chosen for their synergistic
effect to deliver broad=spectrum
protection,

Powerful Antioxidant Protection
With Senna Alata, a tropical leaf
lextract known to defend skin cells’ |
against damaging free radicals I
caused by the sun that can
accelerate skin aging.

RESULTS.

Decreases the risk of skin cancer
land early skin aging caused by the
lsun if used as directed with other |
sun protection measures |
[see Directions),

"upper layers of skin

DAILY INVISIBLE SUNScreen | | | Drug Facts
Package: Active ingredients Purpose
E] | skinype: Al hnbarion 3% s
| Texture: Light Lotion 85}?&53% gg‘éggﬂ
i Application: Face Uses

= helps prevent sunbum

« if umed as directed with ofher sun probection
measures seq Nrections ), decregses the
rigk of skin cancer and early skin aging
causad by the sun

Warnings
For external use only
Do not use on damaged or broken skin

‘When this product keep out of eyes.
Ringe with waler 1o remove.

Stop use and ask a doctor if rash ooous

Keep out of reach of children, ¥ sualoved,
get medical help or contact a Poison Control
Center night aveay.

Directions
For sunscreen use:
= apply generously 15 minutes before sun
EXpasLIE
« reapply at keast every 2 hours
+ Usa a watar resistant sunscrean if
swimming or sweating
» Sun Protection Measures, Spending lime
inthe sun increases your sk of skin cancer
and early skin aging.To decrease this risk,
regularly use a sunscreen with a Broad
Spectrum SPF valug of 15 or higher and
other sun protection measures including:
= [imit ime in the sun, especially from
10am. - 2 p.m.
+ weear long-skeeved shirts, pants, hats and
sunglasses
= children under 6 manths of age; Ask a doctoe

Other information
» protect the product in this container from
ENCessive heat and direct sun
Inactive ingredients
wiater, glycerin, C15-19 alkana
niacinamide, propanediol, C12-22 alkyl
acrylateydrosyethylacrylate copolymes,
tocopheral, sodium stearoyl ghtamate,
cetearyl akcohol, scleratium gum,
hydroxyacetophenone, caprydyl ghycol,
sodium starch octenylsuccinate, ghycany
stearate, jojoba esters, hekanthus annuus
{sunflcwer) seed wai, hydroxypropyl starch
phosphats, trisodium ethylenediamine
disuccanate, pentylane glycol, diathylhesy
syningybdenemalonate, cassia alata leaf
extract, malodextrn, sodium hydrowde,
caprylic/capc trigheceride, polyglycenn-3,
citric acd

FRAGRANCE-FREE
PARABEN-FREE
ALLERGY TESTED
NON=-COMEDOGENIC
DERMATOLOGIST TESTED
FOR SAFETY

‘& Questions or comments?
1-888-LAP-LABO 1-888-577-5226
Maonday - Friday (9 a,m, - 5 p.m, EST)

I
2067502 B Code FJ.L.: V70041234111
catil WALeirbens [t



APIONEERTNSUN — |
PROTECTION RESEARCH FOR
OVER 30 YEARS.

Every day, dermatologists observef
skin damage caused by UVA and |
LUVB rays.

UVB rays mainly cause Burning. |
They cause tanning and are

mainly responsible for sunburn,
SPF or “Sun Pratection Factor™ |
is the degree of protection a i
sunscreen offers against UVB rays

UVA rays mainly cause Skin Aging | |
or Sun Allergies. UVA rays directly| | |
contribute to skin aging (wrinkles,
sagging, dark spots) and are the
#1 cause of sun intolerances
(allergies).

Both UVA and UVB rays have been
proven to cause damage to skin |
cells, including DNA, and can
weaken the immune system, This
damage can potentially lead to
the development of skin cancer,

La Roche-Paosay is dedicated

to providing photostable,
broad-spectrum protection
through the use of CELL-0OX
SHIELD, a synergistic combination
of UVA/UVE filters combined
with antioxidants.,

e

iy

Scan me to learn more about
Anthelios UV Tone SPF 50,

Epd-|

iy FSC® COB2450

i

Made in USA of US and/or Inpoerted Ingredients.
3612626021247,
Digtribution reserved to La Roche-Posiy |
=greed distributors.
L'Oréial UISA 5/D, Inc, Dist,, 10 Hudson Yards,
New York, NY 10001,
La Roche-Posay Laboratoire Dermatologigue
CAl 86270 La Roche=Posay, France
TSA T5000 53584 5T OUEN CEDEX FR
www.laroche-posay.us.
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'ANTHELIOS UV TONE 50 !
DAILY INVISIBLE SUNSCREEN |

Drug Facts

Package:
=

Skin Type: All
Texture: Light Lotion
i Application: Face

PROPERTIES.

1. Designed for all skin tones, and
for unevenly pigmented skin.
Invisible, barely-there finish is ideal
Ifor protecting against the effects of
Idaily sun exposure, Pravides I
hydrating sun protection while |
minimizing white cast.

2. Formulated to Even Skin Tone
with Niacinamide.

Srnooths skin and evens out skin
hone for a visibly radiant complexion,
This innovative sunscreen has a [
lightweight, non-greasy texture that !
blends easily into skin leaving a dewy
finish,

3.CELL-OX SHIELD TECHNOLOGY
UVA/UVE Protection + Antioxidants

:Broad Spectrum UV Filters |
Combines photostable UVA/UVB |
filters chosen for their synergistic
effect to deliver broad=spectrum
protection,

Powerful Antioxidant Protection
With Senna Alata, a tropical leaf
lextract known to defend skin cells’ |
against damaging free radicals I
caused by the sun that can
accelerate skin aging.

RESULTS.

Decreases the risk of skin cancer
land early skin aging caused by the
lsun if used as directed with other |
sun protection measures |
[see Directions),

"upper layers of skin

Active ingredients Purpose

Avobenzone 3 Sunscreen
Homosalate 79 Sunscreen
Octisatate 5% Sunscreen
Octocrylene 7 Sunsc

Uses

= helps prevent sunbum

« if used as directed with ofh:
measures isee MNrecti ; 5
risk of skin cancer and early skin agir
causad by the sun

Warnings
For aute?ngal use only

Do not use on damaged or broken skin

‘When using this product keep out of eyes.
Rinse with waler [0 remove.

Stop use and ask a doctor if rash ooous

Keep out of reach of children, F salowed,

get medical help or contact a Poison Control

Center right away.

Directions

For sunscreen use:

= apply generously 15 minutes hefore sun
Expasure

« reapply at keast every 2 hours

+ usa a watar resistant sunscrean if
swimming or sweating

+ Sun Protection Measures, Spending time
in the sun incresses your rsk of skin cancer
and early skin aging.To decrease this risk,
regularly use a sunscreen with a Broad
Spectrum SPF valug of 15 or higher and
other sun protection measures including:
= [imit ime in the sun, especially from

10 a.m. - 2 p.m.
+ weear long-skeeved shirts, pants, hats and
sunglasses
» children under & months of age; Ask a doctoe

Other information
» protect the product in this container from
excessive heat and dirgct sun

Inactive ingredients

wiater, glycerin, C15-19 alkana
niacinamide, propanediol, C12-22 alkyd
acrylate/hydrosyethylacrylate copolymes,
tocopherd, sodium stearoyl ghiamate
cetearyl akcohol, scleratium gum,
hydroxyacetophenone, caprydyl ghycol,
sodium starch octenylsuccinate, ghycany
staarate, jojoba esters, hekanthus annuus
{sunflower) seed wax, hydroxypropyl starch
phosphata, frisodium ethylenediaming
disuccanate, pentylane glycol, diathylhesy
syringylicenemalonate, cassia alata leat
extract, malodextrn, sodium hydrowde,
caprylic/capc trigheceride, polyglycenn-3,
Ciric acd

FRAGRANCE-FREE
PARABEN-FREE
ALLERGY TESTED
NON-COMEDOQGENIC
DERMATOLOGIST TESTED
FOR SAFETY

A

‘& Questions or comments?
1-888-LRAP-LABD 1-888-577-5226
Maonday - Friday (9 a,m, - 5 p.m, EST)

|
I2f.J[J':_?5CI2 8 Code FJ.L.: V70041 2%}’“

LA ROCHE POSAY LABORATOIRE DERMATOLOGIQUE ANTHELIOS UV
TONE BROAD SPECTRUM SPF 50 SUNSCREEN

avobenzone, homosalate, octisalate and octocrylene lotion

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

Item Code (Source)

NDC:49967-212




Ingredient Name

AVOBENZONE (UNIl: G63QQF2NOX) (AVOBENZ ONE - UNI:G63QQF2NOX)
HOMOSALATE (UNIl: VO65V4M95S) (HOMOSALATE - UNII:VO6SV4M95S)

OCTISALATE (UNII: 4X49Y0596W) (ETHYLHEXYL SALICYLATE -
UNII:4X49Y0596W)

OCTOCRYLENE (UNIl: 5A68WGF6WM) (OCTOCRYLENE - UNII:5A68WGF6WM)

Inactive Ingredients

Ingredient Name
WATER (UNIIl: 059QF0KOOR)
GLYCERIN (UNIl: PDC6A3C0O0X)
C15-19 ALKANE (UNII: CI87N1IM01)
NIACINAMIDE (UNII: 25X51I8RD4)
PROPANEDIOL (UNIl: 5965N8W85T)
TOCOPHEROL (UNII: ROZB2556P8)
SODIUM STEAROYL GLUTAMATE (UNIl: 65A9F4P024)
CETEARYL ALCOHOL (UNIl: 2DMT128M1S)
SCLEROTIUM GUM (UNII: 2X51AD1X3T)
HYDROXYACETOPHENONE (UNIl: G1L3HT4CMH)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
GLYCERYL STEARATE (UNIl: 2300U9XXE4)
HYDROLYZED JOJOBA ESTERS (UNII: UDR641)W8W)
HELIANTHUS ANNUUS (SUNFLOWER) SEED WAX (UNII: 42DG15CHXV)
TRISODIUM ETHYLENEDIAMINE DISUCCINATE (UNII: YA22H34H9Q)
PENTYLENE GLYCOL (UNIl: 50C1307PZG)
DIETHYLHEXYL SYRINGYLIDENEMALONATE (UNII: 3V5U97P248)
MALTODEXTRIN (UNII: 7CVR7L4A2D)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
CAPRYLIC/CAPRIC TRIGLYCERIDE (UNIl: C9H2L21V7U)
POLYGLYCERIN-3 (UNIl: 4A0NCJ6RD6)
CITRIC ACID (UNII: 2968PHWSQP)

Basis of
Strength

AVOBENZ ONE
HOMOSALATE

OCTISALATE

OCTOCRYLENE

Packaging
# Item Code Package Description Marketing Start
Date
1 g'lDC:49967'212' 1in 1 CARTON 01/11/2024
1 50 mL in 1 TUBE; Type 0: Not a Combination
Product
2 (’;'2'3049967'212‘ 15 in 1 PACKAGE 01/11/2024
2 5 mL in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start

Strength

30 mg in1mL
70 mg in1mL

50 mg in1mL

70 mg in 1 mL

Strength

Marketing End
Date

Marketing End



Category Citation Date Date
OTC Monograph Drug MO020 01/11/2024

Labeler - L'oreal USA Products Inc (002136794)

Establishment
Name Address ID/FEI Business Operations
L'Oreal USA Products, Inc 624244349 manufacture(49967-212)

Revised: 12/2024 L'Oreal USA Products Inc



	Drug Facts
	Active ingredients
	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?

