LA ROCHE POSAY LABORATOIRE DERMATOLOGIQUE ANTHELIOS 60 FACE
LIGHT FLUID SUNSCREEN BROAD SPECTRUM SPF 60 WATER RESISTANT 80
MINUTES- avobenzone, homosalate, octisalate and octocrylene lotion
Cosmetique Active Production

Drug Facts

Active ingredients
Avobenzone 3%
Homosalate 10%
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

Flammable until dry.

Avoid fire, fllme and heat during application.

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:
e shake well before use
e apply generously 15 minutes before sun exposure

e reapply:

@ after 80 minutes of swimming or sweating
® immediately after towel drying
@ at least every 2 hours

e 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
e 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, cyclopentasiloxane, alcohol denat., silica, dicaprylyl ether, styrene/acrylates
copolymer, PEG-30 dipolyhydroxystearate, dimethicone, cyclohexasiloxane,
polymethylsilsesquioxane, nylon-12, dicaprylyl carbonate, diethylhexyl
syringlyidenemalonate, phenoxyethanol, lauryl PEG/PPG-18/18 methicone, sodium
chloride, caprylyl glycol, PEG-8 laurate, isostearyl alcohol, poly C10-30 alkyl acrylate,
disteardimonium hectorite, p-anisic acid, caprylic/capric triglyceride, disodium EDTA,
cassia alata leaf extract, maltodextrin, propylene carbonate, sodium
dodecylbenzenesulfonate, tocopherol

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 mgredients Purpose
Ayobenzona 3% ... Sunscreen
Homosalate 10% oo SUNSETEET
Ochsalate 5% Sunscreen
Octocrylene?%. ... Sunscreen

Uses

« helps prevent sunbum :

«+1f used as diractad with other sun protaction
measures [see Directons), decreases tha nsk of
skin cancer and early skin aging caused by the sun

Warnings
For external use nnly

Hammable until dry. Svoid fire, flame and heat
during apalication

Do not use on damaged or broken skin

When using this product keep out of eyes Hinse
with water to remove

Stop use and ask a doctor if rash occurs

Keep out of reach of children. [f swallowed, get medical
helg or contact & Paison Control Canter rigntaway.
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Directions

For sunscreen use

+ shake well before use

+ apply generously 15 minutes before sun exposure

% feaEDh‘ . . .

- artar B0 minutes of swimming or sweating
« immediately after towel drying
+ 3t legstevery 2 hours o

+ Sun Protection Measures Spending imein the
sun increases your risk of skin cancer and early skin
aging. Jo decrease this nsk reFuIarIy 138 3 Sunscreen
with a Broad Spectrum SPFvalue of 15 o higher and
otfier sun protecton measures inchding:
« limit time in the sun, especially from 0a.m. -2 pm
«wiear long-sleaved shirts, Fants, hats and sunglasses

« children under 6 months of age: Ask a doctor

T R VR T AT VR,

[ Other information _
« protect the product in this container from sxcessive heat
and direct sun

Inactive ingredients

weater, cydopentasioxane, slcohol denat, silica, dcapedd ether,
styrene/acrylates copobimer, PEG-30 dipolytydrosystearate,
dimetticone, cyolohexasiloane, polyrmetilsilsesqu aane,
nylon-12, dicaprylyl carbonate, d|ethylheﬁgl
synnoylidenemalonate, phenoyethanal, laued FEGFPG-18/18
mmeticona sodum chionde, capryld alycol, PEG-Blaurats,
1s0stearyl aloohol, poly C10-30alkyl acrate, dsteardimanium
hectonte, p-amsic acd, caprdic/tapnc tokeenide, disadium
EOTA, cassia alata leaf extract, maltodexdnn, propylene
caonate, sodurm dodecylbenz enesulfonate, tocopheral
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‘B Questions or comments?
1-888-LRP-LABQ 1-888-577-5226

Monday - Friday (33 m. -5 pm. EST)
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Drug Facts

Active mgredients Purpose
Ayobenzona 3% ... Sunscreen
Homosalate 10% oo SUNSETEET
Ochsalate 5% Sunscreen
Octocrylene?%. ... Sunscreen

Uses

« helps prevent sunbum :

«+1f used as diractad with other sun protaction
measures [see Directons), decreases tha nsk of
skin cancer and early skin aging caused by the sun

Warnings
For external use nnly

Hammable until dry. Svoid fire, flame and heat
during apalication

Do not use on damaged or broken skin

When using this product keep out of eyes Hinse
with water o remove

Stop use and ask a doctor if rash occurs

Keep out of reach of children. [f swallowed, get medical
helg or contact & Paison Control Canter rigntaway.
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Directions

For sunscreen use

+ shake well before use

+ apply generously 15 minutes before sun exposure

% feaEDh‘ . . .

- artar B0 minutes of swimming or sweating
« immediately after towel drying
+ 3t legstevery 2 hours o

+ Sun Protection Measures Spending imein the
sun increases your risk of skin cancer and early skin
aging. Jo decrease this nsk reFuIarIy 138 3 Sunscreen
with a Broad Spectrum SPFvalue of 15 o higher and
otfier sun protecton measures inchding:
« limit time in the sun, especially from 0a.m. -2 pm
«wiear long-sleaved shirts, Fants, hats and sunglasses

« children under 6 months of age: Ask a doctor
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[ Other information _
« protect the product in this container from sxcessive heat
and direct sun

Inactive ingredients

weater, cydopentasioxane, slcohol denat, silica, dcapedd ether,
styrene/acrylates copobimer, PEG-30 dipolytydrosystearate,
dimetticone, cyolohexasiloane, polyrmetilsilsesqu aane,
nylon-12, dicaprylyl carbonate, d|ethylheﬁgl
synnoylidenemalonate, phenoyethanal, laued FEGFPG-18/18
mmeticona sodum chionde, capryld alycol, PEG-Blaurats,
1s0stearyl aloohol, poly C10-30alkyl acrate, dsteardimanium
hectonte, p-amsic acd, caprdic/tapnc tokeenide, disadium
EOTA, cassia alata leaf extract, maltodexdnn, propylene
caonate, sodurm dodecylbenz enesulfonate, tocopheral
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LA ROCHE POSAY LABORATOIRE DERMATOLOGIQUE ANTHELIOS 60
FACE LIGHT FLUID SUNSCREEN BROAD SPECTRUM SPF 60 WATER

RESISTANT 80 MINUTES

avobenzone, homosalate, octisalate and octocrylene lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:69625-496

Route of Administration TOPICAL

Active Ingredient/Active Moiety




Ingredient Name Basis of Strength  Strength

AVOBENZONE (UNIl: G63QQF2NOX) (AVOBENZ ONE - UNI:G63QQF2NOX) AVOBENZONE 30 mg in1mL
HOMOSALATE (UNIl: VO65V4M95S) (HOMOSALATE - UNII:VO65SV4M95S) HOMOSALATE 100 mg in1mL
OCTISALATE (UNII: 4X49Y0596W) (OCTISALATE - UNII:4X49Y0596W) OCTISALATE 50 mg in1mL
OCTOCRYLENE (UNIIl: 5A68WGF6WM) (OCTOCRYLENE - UNII:5A68WGF6WM)  OCTOCRYLENE 70 mg in1mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)

DIMETHICONE CROSSPOLYMER (450000 MPA.S AT 12% IN CYCLOPENTASILOXANE) (UNII:
UF7620L1W6)

ALCOHOL (UNII: 3K9958V90M)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

DICAPRYLYL ETHER (UNII: 77JZM55162Z)

STYRENE/ACRYLAMIDE COPOLYMER (MW 500000) (UNIl: 5Z4DP0246A)
PEG-30 DIPOLYHYDROXYSTEARATE (UNIl: 9713Q0S7FO)
DIMETHICONE (UNII: 92RU3N3Y10)

CYCLOMETHICONE 6 (UNIl: XHK3U310BA)
POLYMETHYLSILSESQUIOXANE (11 MICRONS) (UNII: Z570VEV8XK)
NYLON-12 (UNIl: 446U8)J075B)

DICAPRYLYL CARBONATE (UNIl: 609A3V1SUA)

DIETHYLHEXYL SYRINGYLIDENEMALONATE (UNII: 3V5U97P248)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)

LAURYL PEG/PPG-18/18 METHICONE (UNII: ZJ5527D9NX)
SODIUM CHLORIDE (UNII: 451W471Q8X)

CAPRYLYL GLYCOL (UNII: 00YIU5438U)

PEG-8 LAURATE (UNIl: 76208IWA10)

ISOSTEARYL ALCOHOL (UNIl: Q6130CQ44Y)

STEARYL ACRYLATE POLYMER (110000 MW) (UNIl: N85XDY2F7W)
DISTEARDIMONIUM HECTORITE (UNIl: X687XDKO09L)

P-ANISIC ACID (UNII: 4SB6Y7DMM3)

MEDIUM-CHAIN TRIGLYCERIDES (UNII: C9H2L21V7U)

EDETATE DISODIUM ANHYDROUS (UNII: 8NLQ36F6MM)

SENNA ALATA LEAF (UNIl: 4BXR6YZN92)

MALTODEXTRIN (UNII: 7CVR7L4A2D)

PROPYLENE CARBONATE (UNII: 8DO8K3S51E)

SODIUM DODECYLBENZENESULFONATE (UNII: 554127163Y)
TOCOPHEROL (UNIl: ROZB2556P8)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 ng069625‘496‘ 1in 1 CARTON 05/01/2020 05/01/2020
1 50 mL in 1 TUBE; Type 0: Not a Combination
Product
2 NDC:69625-496- 1 i, 1 cARTON 05/01/2020

02
- 5 mLin 1 TUBE; Type 0: Not a Combination



Product

3 [DC09625:496- 1 in 1 carTON 05/01/2020

50 mL in 1 BOTTLE; Type 0: Not a Combination

e Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO020 05/01/2020

Labeler - Cosmetique Active Production (282658798)

Establishment
Name Address ID/FEI Business Operations
Cosmetique Active Production 282658798 manufacture(69625-496) , analysis(69625-496) , pack(69625-496)
Establishment
Name Address ID/FEI Business Operations
Interspray 364829903 pack(69625-496)

Revised: 1/2024 Cosmetique Active Production
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