GARNIER OMBRELLE SPF 60 FACE ULTRA LIGHT- octocrylene, titanium
dioxide, avobenzone, drometrizole trisiloxane and terephthalylidene
dicamphor sulfonic acid lotion

L'Oreal USA Products Inc

Drug Facts

Active ingredients
Octocrylene 10%

Titanium Dioxide 4.15%
Avobenzone 3.5%
Drometrizole Trisiloxane 3%

Terephthalylidene Dicamphor Sulfonic Acid 3%

Caution

For external use only. Discontinue use if skin irratation develops or increases. If irritation
persists, consult a doctor. Avoid contact with eyes. If contact occurs, rinse thoroughly
with water. Keep out of reach of children. Before use on children under 6 months,
consult a doctor. Do not expose babies and young children directly to the sun. Avoid
contact with textiles.

Directions

Apply generously 15 to 30 minutes before sun exposure. Reapply at least every 2 hours
or after swimming, washing, towel drying or perspiring heauvily.

Others

Aqua, Propylene Glycol, Glycerin, Cyclopentasiloxane, Triethanolamine, Isopropyl
Palmitate, Stearic Acid, VP/Eicosene Copolymer, Dimethicone, Acrylates/C10-30 Alkyl
Acrylate Crosspolymer, Aluminum Hydroxide, Carbomer, Disodium EDTA, Glyceryl
Stearate, Glycine Soja, Hydroxypropyl Methylcellulose, Methylparaben, PEG-100 Stearate,
Phenoxyethanol, Propylparaben, Stearyl alcohol, Tocopherol



PROTECTION UVA-UVB
A LARGE SPECTRE BREVETEE
AVEC TECHNOLOGIE MEXORYL®"

Le systéme filtrant brevets de Ombrelle® avec La technologie
Mauﬂt'etautmfiltres solaires pracure une protection
B & large spectre efficace.

BENEFICES

» Dmbrel|e® Créme Visage FPS 6[I contenant lﬂvﬁnmlneE
revitelisante * estcangue
pour |a peeu délicate du vmge

» Sa texkure [égére est développée pour une sensation de confort
& lapplication et un toucher non gres. Teeture idéale pour Les

eax nomales d séches.

. Elle sabsorbe rapidement et n'abstrue pas les pores.

» Cette formule bydratante aide & prévenir |apparence des signes
duvieillissement de o peau et peut Etre I.I‘tITISBB Chague jour.

= [ette créme h#mallemenmue est non comédogene et ne
contient ni parfum ni colorant

» Les écrans salaires que contient ce produit pandent
citéres établis par [Assaciation canadienne o dermatolgie.

MODE D’EMPLOI

Appliquer pénéreusement 15 & 10 minutes avant | Exposition au
soleil. Appliquer de nowveau le produit au mains toutes les

1 heures, aprés La baignade, e bain, le séchage & la senviette
DU apres i transpiré abondamment.

MISE EN GARDE

Pour usage externe seulement. Cesser d'utiliser si une irritation
e L& peau se développe ou devient plus sévére. i Lirritation
persiste, consulter un médecin. Byiter tout contact avec les

. En tas de contact, rincer abondamment avec de l=au.
enir hars de La portée des enfants. Avant o utiiser sur un
enfant de moins de & mais, conzulter un médecin. Ne pas
exposer les bebés et Les jeures enfants directement au solgil.
Briter le contact avec les tectiles.

GARNICR®
Pionnier de la protection solaire depuis 1936,
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PATENTED BROAD-SPECTRUM
UVA-UYB PROTECTION WITH
MEXORYL® TECHNOLOGY

Ormbrella®s patented filtering system with Mexry [ technalogy
and other sunscreen filters provides effective broad-spectrum
IN&/NB protection.

BENEFITS

» [Imbrel|e® Face Cream SPF 60 containg revitelzing vitamin E
antioxidant** and & specifically formulated forthe delicate
shin of the face.

# |t3 light texture is developed for 8 comfortable application anda
non-greasy finish. deal tecturs for noml. to dry skin.
» |t absorbs quickly and does not clog pares.

= This moisturizing formula helps prevent the appearance
of skin aging signs and can be used every day.

 This hypaallergenic cream is non-comedogenic, fragrance and
tolorant fres.

» The sunscreens: in this product meet the criteria established by
the Canadian Dermatol gy Associatian.

DIRECTIONS

Apply generausly 15 to 30 minutes hefore sun ecposure. Reapply
it least every I hours, or after swimming, washing, bowel drying
or perspiring hezwily.

CAUTION

Far external use anly. Discontinue use if skin iritation develops
or increases. If imitation persists, consult a doctor. Avoid
cantact with eyes. If contact occurs, finss thoroug hly with
wiater. Keep out of reach of children. Before use on children
under & manths, consult & doctor. Do not expose babies and
young children directly to the sun. Avoid contact with tediles.

GARNICR®
Sun protection pioneer since 1936,

292591/2 - Active
Ingredients Actifs (w/w):

[ctacrylene: 10%, Titanium Diwide: §.15%, Avberzone: 15%,
Drmetrizale Trisiloxane (Mecoryl® KL|: 3%, Terephthalylidenz
Dicamphor Sutfanic Acid | Mexaryt® SX). 3%,

Others/Autres:

ua, Propylene Glyccl, Blycarin, ek asilmeane, Triethanalamine,
fgnpmw[vﬁhlmnaﬁismﬁnhc% Eicosene Copolymer,
Dimethicone, Acrylstes/C10- 30 Alkyl lu:r{lahe Crosspal
Alurminum H;drm(de Enrhomer DBﬂﬂII.II'H Ull(ihmryl rate
Blycine Soja, Hyd
PE5-100 Stearste, Phe ethnnd. Proj l;aral:erl Simr){
Meohol, Tocopherol. Code FI L K&HEI%

*With Mecary® tachnalogy and piher sunscreen fiters.
** Casmetic ingradient: vitamin E [Tocaphercl]
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PATENTED BROAD-SPECTRUM
UVA-UVB PROTECTION WITH
MEXORYL® TECHNOLOGY

Ormbrella®s patented filtering system with Mexry [ technalogy
and other sunscreen filters provides effective broad-spectrum
IN&/NB protection.

BENEFITS

» [Imbrel|e® Face Cream SPF 60 containg revitelzing vitamin E
antioxidant** and & specifically formulated forthe delicate
shin of the face.

# |t3 light texture is developed for 8 comfortable application anda
non-greasy finish. deal tecturs for noml. to dry skin.

» |t absorbs quickly and does not clog pares.

= This moisturizing formula helps prevent the appearance
of skin aging signs and can be used every day.

= This hypaallergenic cream i non-comedogenic, fragrance and
tolorant fres.

» The sunscreens: in this product mest the criteria established by
the Canadian Dermatol gy Associatian.

DIRECTIONS

Apply generously 15 to 30 minutes before sun ecposure. Reapply
it least every I hours, or after swimming, washing, bowel drying
or perspiring hezwily.

CAUTION

Far external use anly. Discontinue use if skin iritation develops
or increases. If imitation persists, consult a doctor. Avoid
cantact with eyes. If contact occurs, finss thoroug hly with
wiater. Keep out of reach of children. Before use on children
under & manths, consult & doctor. Do not expose babies and
young children directly to the sun. Avoid contact with tediles.

GARNICR®
Sun protection pioneer since 1935,

292591/2 - Active

Ingredients Actifs (w/w):

[ctacrylene: 10%, Titanium Diwide: §.15%, Avberzone: 15%,
Drmetrizale Trisiloxane (Mecoryl® KL|: 3%, Terephthalylidenz
Dicamphor Sutfanic Acid | Mexary!® 5] 1%.

Others/Autres:

Aqua, Propylene Glyeol, Blycerin, ek asilmeane, Triethanalamine,
Isnnprnw almﬂa{zc.“StechmEIEicmne Copokymer,
I]imethtnne..\try{ate&fﬁl[l-3ll.lalky1hcr{lm Ernssnnlgmer.
Alurninurm Hydrocide, Carbomer, Disadiurn EOTA, Glycenyl Stearate,
Bycine Soja, Hyd oyl Methylcellulose, Methyl paraben,
PE5-100 Stearste, Phencoyethancl, Propyparaben, Stearl
Aleohol, Tocopherol. Code FIL: KA&'III.%

*With Mecary® tachnalogy and piher sunscreen fiters.
** Casmetic ingradient: vitamin E [Tocaphercl]
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GARNIER OMBRELLE SPF 60 FACE ULTRA LIGHT
octocrylene, titanium dioxide, avobenzone, drometrizole trisiloxane and terephthalylidene
dicamphor sulfonic acid lotion

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG
TOPICAL

Active Ingredient/Active Moiety

OCTOCRYLENE (UNII: 5A68WGF6WM) (OCTOCRYLENE - UNII:5A68WGF6WWM)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2)P)

AVOBENZONE (UNIl: G63QQF2NOX) (AVOBENZ ONE - UNII:G63QQF2NOX)

DROMETRIZOLE TRISILOXANE (UNIIl: HC2284511X) (DROMETRIZOLE

Ingredient Name

TRISILOXANE - UNII:HC2284511X)

Item Code (Source)

NDC:49967-813

Basis of Strength Strength

OCTOCRYLENE 100 mg
in 1 mL
TITANIUM DIOXIDE 41.5 mg
in 1 mL
AVOBENZ ONE 35 mg
in 1 mL
DROMETRIZ OLE 30 mg
TRISILOXANE in 1 mL




ECAMSULE (UNIIl: M94R1PM439) (ECAMSULE - UNI:M94R1PM439) ECAMSULE

Inactive Ingredients

Ingredient Name
water (UNIl: 059QFOKOO0R)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
GLYCERIN (UNIl: PDC6A3COO0X)
CYCLOMETHICONE 5 (UNIl: OTHT5PCIOR)
TROLAMINE (UNIl: 903K93S3TK)
ISOPROPYL PALMITATE (UNIl: 8CRQ2TH63M)
STEARIC ACID (UNII: 4ELV7Z65AP)
VINYLPYRROLIDONE/EICOSENE COPOLYMER (UNII: 035MV9S1C3)
DIMETHICONE (UNII: 92RU3N3Y10)
ALUMINUM HYDROXIDE (UNIl: 5QB0T2IUNO)
CARBOXYPOLYMETHYLENE (UNIl: 0ASMM307FC)
EDETATE DISODIUM (UNIl: 7FLD91C86K)
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
SOYBEAN OIL (UNIl: 241ATL177A)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
METHYLPARABEN (UNII: A2I8C7HIIT)
PEG-100 STEARATE (UNIl: YDO1N1999R)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
PROPYLPARABEN (UNII: Z8IX2SC10H)
STEARYL ALCOHOL (UNII: 2KR89I14H1Y)
TOCOPHEROL (UNII: ROZB2556P8)

CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNII: 59TL3WG5CO)

Packaging
# Item Code Package Description Marketing Start
Date
1 NDC:49967-813- 75 mL in 1 TUBE; Type 0: Not a Combination 10/10/2011
01 Product
2 NDC:49967-813- 6 mL in 1 TUBE; Type 0: Not a Combination 10/30/2013
02 Product
3 NDC:49967-813- 90 mL in 1 TUBE; Type 0: Not a Combination 10/10/2011
03 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
export only 10/10/2011

Labeler - L'oreal USA Products Inc (002136794)

30 mg
in1mL

Strength

Marketing End
Date

Marketing End
Date



Establishment

Name Address ID/FEI Business Operations
L'OREAL USA, INC 624244349 manufacture(49967-813)

Revised: 12/2023 L'Oreal USA Products Inc
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