LA ROCHE POSAY LABORATOIRE DERMATOLOGIQUE ANTHELIOS 60
BREAKOUT FREE OIL FREE FACE DRY TOUCH BROAD SPECTRUM SPF 60
SUNSCREEN WATER RESISTANT 80 MINUTES- avobenzone, homosalate,
octisalate and octocrylene lotion

L'Oreal USA Products Inc

Drug Facts

Active ingredient
Avobenzone 3%
Homosalate 15%
Octisalate 5%

Octocrylene 7%

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, silica, dicaprylyl carbonate, styrene/acrylates copolymer, butyloctyl salicylate,
methyl methacrylate crosspolymer, nylon-12, PEG-100 stearate, glyceryl stearate,
perlite, beeswax, ammonium polyacryloyldimethyl taurate, phenoxyethanol, PEG-8
laurate, behenyl alcohol, sodium stearoyl glutamate, chlorphenesin, p-anisic acid,
xanthan gum, tocopherol, disodium EDTA, arachidyl alcohol, diethylhexyl
syringylidenemalonate, propylene glycol, cassia alata leaf extract, maltodextrin, stearyl
alcohol, t-butyl alcohol, caprylic/capric triglyceride

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

Active mgredrents Purpose
Aobenzone 3% Surnsereen
Homosalate 15% Sunscreen
DESAIEE B% e DUTSETEET
OCCBNE 7% SUISETEEN
Uses

+ helps prevent sunburm

+ 1 uysed as directed with other sunprotectionmeasures
(see Drections), decreasesthe nak of skincancerand
early skin aging caused bythe sun

Warnings

For external use only

Do notuse ondamaged orbroken skin
Whenusmathis produst keepout of eyes. Ainse with
weaterto (eroye.

Stop use and ask adoctor if rash ocours
Keepoutof reach of chldren, [f sl owed, oet medical
fielp or eontact & Poison Control Denter nght away.

thrections
Forsunsereenuse:
+ apply?eneruuslw 5minutes before sun exposure

* reapply o )
’afpergtlmmulesmswmmmgursweatmg
+ immediately af ter towal drying
* gt (st eyery Zhours
+ SunProtection Measures. Spendingtime nthe sun
inereases yourriskof skincancer and early skinaging
Todecrease this nsk, regularhyuse 8 sunseresnwith a
Broad Spectum SPFvalue of 1hor higher and olher sun
protectionmeasures ineluding:
*limittime nthe sun, especiallyfrom 10am -2 p m
+ weear long-sleevad shirs, pants, hats and sunglasses
« children uridar B months of age: Ask adoctor

Otherinfermation ]
~ﬁmtectlhepr0ducl inthis containerfrom exze ssive
gt and direc sun

Inactive ingredients
water, silica, dicaprylyl carbonate, styreneyacrylates copolymer,
hutérluzgl salicylate, methyl methacy tecrosspalymer, mylork 12,
PEG-100 stearate, ghceryl stearate, perlite, beesws, anm monum
Eulyac \uf(ld\melml taurate, phenoryethanal, PEG-8 laurate,
eheryl alcohol, sodwm stearoyl glutamate, chiorphenesin,
pranisE acid, santhian gurm, tacaphierl, diodium EDTA, arachidy|
alcohol, diethylhesy| syringylidenemalonate, propylene g beal
casai alata leat extract, maltodextnin, steard alcohal, - buty|
alcohol caprylcaprc ingleeride

B Queshons or comments!
1-888-LRPLABO 1-888-577-5226
Wionday-Friday(Sa m.-5p.m EST)

80843313 Code FIL.L: 01791092
1_US Pat. Pending —_ |
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Drug Facts: Active ingredients: Avobenzone
3%, Homosalate 15%, Octisalate 5%,
Octocrylene T'h. Purpose: Sunscreen. Use:
Helps prevent sunburn. Wamnings: For

LA ROCHE-POSAY  extemal use only. Do not use on damaged or

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

60 Keep out of reach of children. If swallowed,
Eet medical help or contact a Paison Control

Face entern ht135way. ﬂﬁ'ﬁgﬁfnﬂs:hpplv
enerously 15 minutes before sun exposure,
EEE*E;;E; e S Heapp_h:a r 80 minutes of swimming or

i}meallng;]nmediat%hraﬂerhmgld ng; at
astevery 2hours. Sun Protection Measures.
ANTHELIOS S endingftimeinthﬂsuninureasesyuunish

CLEAR SKIN nF skin cancer and early skin aging. To
SUNSCREEN decrease this risk, regulary use a sunscreen
wih a Broad Spectrum SPFvalue of 15 0r

higher and other sun protection measures
D;izitihox S }ﬂﬂhl[ilﬂlgi ||m£t11rna in thelsun, Elspemﬂllyh‘
wi = ) o irom 10:@.m.-2 p.m, wear long-sleeved snirts,
Egﬁ,ﬁgﬁ;’g&“““ Eanﬁ, hats, and sunglasses. Children under

j months of agm Ask a doctor, Other
information; Protect the product in this
container from excessive heat and direct
sun. Comments: 1-888-577-5226
PROF.SAMPLE - NOT FOR SALE, La Roche-Pasay LLC,
10 Hudson Yards, New York, NY 10001 17
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Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
AVOBENZONE (UNIl: G63QQF2NOX) (AVOBENZ ONE - UNII:G63QQF2NOX)
HOMOSALATE (UNIl: VO6SV4M95S) (HOMOSALATE - UNII:VO65V4M95S)
OCTISALATE (UNII: 4X49Y0596W) (OCTISALATE - UNII:4X49Y0596W)
OCTOCRYLENE (UNII: 5A68WGF6WM) (OCTOCRYLENE - UNII:5A68WGF6VWM)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)
DICAPRYLYL CARBONATE (UNII: 609A3V1SUA)
BUTYLOCTYL SALICYLATE (UNII: 2EH13UN8D3)
NYLON-12 (UNII: 446U8J075B)
PEG-100 STEARATE (UNIl: YDO1N1999R)
PERLITE (UNIl: 0SG101ZGK9)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
PEG-8 LAURATE (UNII: 76208IWA10)
SODIUM STEAROYL GLUTAMATE (UNII: 65A9F4P024)
CHLORPHENESIN (UNII: 1670DAL4SZ)
P-ANISIC ACID (UNII: 4SB6Y7DMM3)
XANTHAN GUM (UNII: TTV12P4NEE)
TOCOPHEROL (UNII: ROZB2556P8)
ARACHIDYL ALCOHOL (UNIl: 1QR1QRA9BU)
DIETHYLHEXYL SYRINGYLIDENEMALONATE (UNII: 3V5U97P248)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
MALTODEXTRIN (UNIIl: 7CVR7L4A2D)
STEARYL ALCOHOL (UNII: 2KR89I4H1Y)

NDC:49967-994

Basis of Strength  Strength

AVOBENZ ONE
HOMOSALATE
OCTISALATE
OCTOCRYLENE

Packaging
# Item Code Package Description Marketing Start
Date
1 (DC49967:994 1 in 1 caRTON 01/01/2016
1 50 mL in 1 BOTTLE; Type 0: Not a Combination
Product
2 NDC:49967-994- 3 mL in 1 PACKET; Type 0: Not a Combination 01/01/2016
02 Product
3 049967994 1 in 1 carTON 01/01/2016
3 50 mL in 1 TUBE; Type 0: Not a Combination
Product
a NDC:49967-994- 3 mL in 1 TUBE; Type 0: Not a Combination 01/14/2022

04 Product

30 mg in1mL
150 mg in 1 mL
50 mg in1lmL
70 mg in1mL

Strength

Marketing End
Date



NDC:49967-994- 90 mL in 1 TUBE; Type 1: Convenience Kit of Co-

5 05 Package 05/15/2023
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO020 01/01/2015
Labeler - Loreal UsA Products Inc (002136794)
Establishment
Name Address ID/FEI Business Operations
L'Oreal USA, Inc. 185931458 manufacture(49967-994)

Revised: 7/2025 L'Oreal USA Products Inc
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