GARNIER OMBRELLE SPF 30 COMPLETE LIGHTWEIGHT- homosalate,
octocrylene, octisalate, avobenzone, drometrizole trisiloxane and
terephthalylidene dicamphor sulfonic acid lotion

L'OREAL USA PRODUCTS INC

Drug Facts

Active ingredients
Homosalate 10%
Octocrylene 5.5%

Octisalate 5%

Avobenzone 3%
Drometrizole Trisiloxane 2.5%

Terephthalylidene Dicamphor Sulfonic Acid 0.5%

Caution

For external use only. Do not use on damaged or broken skin. If rash occurs,
discontinue use and consult a health care practitioner. Keep out of eyes. Rinse with
water to remove. Keep out of reach of children. If swallowed get medical help or contact
a Poison Control Centre right away. Do not expose babies and young children directly to
the sun. Avoid contact with textiles.

Directions

Apply generously and evenly 15 minutes before sun exposure. Reapply at least every 2
hours. Use a water resistant sunscreen if swimming or sweating. For use on children
less than 6 months of age, consult a health care practitioner.

Others

Aqua, Glycerin, Alcohol Denat., Styrene/Acrylates Copolymer, Dimethicone, Propylene
Glycol, PEG-100 Stearate, Glyceryl Stearate, Silica, Synthetic Wax, Phenoxyethanol,
Sodium Polyacrylate, Triethanolamine, Stearic Acid, Caprylyl Glycol, Palmitic Acid, PEG-8
Laurate, Xanthan Gum, Tocopherol, Disodium EDTA



TECHNOLOGIE

L& systéme filtrant breveté de Ombrelle®,
avec |3 technologle Mexory(® et autres filtres
sulalres, procure une protection INA/IVE

4 large spectre efficace.

BENEFICES

« *0mbrel e® FPS 30 Soin Complet &st un sain
hydratant complet pour 2 corps et L2 visage.

« Satecture [gers et non grasse 5'absorbe
rapidement et Lalsse (a peau douce et
canfortzile.

« [ette formule bypoallergénique ne contient
i parfum ni colorant.

« Cattz Ltion alde & prévenir (es coups
e salell

MODE D'EMPLOI

Appliquer généreusement et uniformément 15
minutes avant I'exposttion au solefL Appliguer
e noweau au moins toutes Les 2 heures
Utiliser un &cran salaire résistant 3 eau lors

1 une actité aquatique ou STLY 3 ranspiration.
Pour les enfants agés de moins de & mals,
consulter un professionnel de [3 santé.

MISE EN GARDE

Pour usage externe seulement Ne pas utilser
sur une peau endommageée ou présentant des
1Esions. En présence d'une énuption cutanée,
cesser [utilisation et consulter un professionnel
e 13 sant. Butter tout contact avec les yeux
Ringer 3 L 'eau le cas échéant. Garder hors de
portée des enfants. En cas d'ingestion,
consulter un médecin immédiatement ou
appeler un cantre antipoison. Ne pas expnser
e bébés et les |zunes enfants directement au
solell. Eriter Le contact avec les textiles.

GARNICR®
Piennier de la protection solaire depuis 1936

www.ombrelle.ca

1888 9-O0MBREL

Mexary!® & a reqistered trademark | est une
marque d commence dépasée de L Oréal SA.
Imp. by f par Ombrellz Canada, Montreal HAT TKG
2026516

GARNICR®

™ OMBRELLE

LIGHTWEIGHT LOTION

un Poecten
Canadian
Association

Hypoallergenic
Fragrance free
Colorant free
Quick absorption

BROAD-SPECTRUM

MEXORYL® i
TECHNOLOGY | LYA;UYB

and other sunscreen filters

120 mL

DIN 02410044

TECHNOLOGY

Ombrelle®s patented Filtenng system with
Mesoryl® technology and other sunscreen
filters provides effective broad-spectrum
UVAJUVE pratection.

BENEFITS

= mbrelle® SPF 20 Complete 15 3 complete
molsturizing care for the body and face.

= |t ght, non-greasy teture [ quickly
absorbed and will leave the skin soft and
comfartable.

= This typoallergentc farmula Is fragrance
and colorant free

= This Iotion helps prevent sunburn.

DIRECTIONS

Hpply generousty and evenly 16 minutes
bedre sun exposure. Reapply at least every 2
hours. llse a water resistant sunscreen If
swimming or aweating. For nse on children
Iess than & months of age, consul 2 health
CArE practitioner.

CAUTION

For extemal use only. Do not use on damaged
or broken skin. If rash occurs, discantinue use
and consult a health care practitioner. Keep
outof eyes. Rinsewith water to remove. Keep
out of reach of children. If swallmed get
medical help or contact & Pokon Cantrol
Centre right away. Do not expose bables and
young children direcdly 1 he sun. Avoid
contactwith textiles.

GARNICR"
Sun pretection pieneer since 1935

884364 - Active
Ingredients Actifs (w/w):
Homosalate:10%, Dctocrylene: 5.5%,
Octisalate: 5%, Avobenzone: 3%, Drometrizole
Trisilzeane (Ml ® KL 2.5%,
Terephthatylidene Dicamphor Sutfanic Acid
[Mexaryl® SX]- 0.5%

Others/Autres:

Aqus, Giycern, Aloohal Denat., StyrengfAcrylates
Copolymer, Dimethicone, Propylene Glycol,
PEG-100 Stearate, Biycenyl Stearste, Silica,
Synihetic Wax, Phenceyethanol, Sodlum
Polyacryate, Triethanolamine, Stearic Acid,
Capiytyl Glycol, Palmitic Acid, PEG-B Laurate,
Xantran Gum, Tocopherl, Disadlm EOTA.

Code F.LL: KI600243

GARNICR®

™ OMBRELLE

LOTION LEGERE

Hypoallergénique
Sans parfum
Sans colorant

Absorption rapide

TECHNOLOGIE | [
MEXORYL® |1YA:E
et autres filires solzires
Reconnu
Protection salaire
Association 120 mL
DIN 02610044

canadienne de
rmatologie




TECHNOLOGIE

Le systéme filtrant breveté de Ombrelle®,
avec |3 technologle Mexory(® et autres filtres
sulalres, procure une protection INA/IVE

4 large spectre efficace.

BENEFICES

« *0mbrel e® FPS 30 Soin Complet &st un sain
hydratant complet pour 2 corps et L2 visage.

« Satecture [gers et non grasse 5'absorbe
rapidement et Lalsse (a peau douce et

GARNICR®

canfortzile.

« [ette formule bypoallergénique ne contient
i parfum ni colorant.

« Cattz Ltion alde & prévenir (es coups
e salell

MODE D’EMPLOI

Appliquer généreusement et uniformément 15
minutes avant I'exposttion au solefL Appliguer
e noweau au moins toutes Les 2 heures
Utiliser un &cran salaire résistant 3 eau lors

1 une actité aquatique ou STLY 3 ranspiration.
Pour les enfants agés de moins de & mals,
consulter un professionnel de [3 santé.

MISE EN GARDE

Pour usage externe seulement Ne pas utilser
sur une peau endommageée ou présentant des
1Esions. En présence d'une énuption cutanée,
cesser [utilisation et consulter un professionnel
e 13 sant. Butter tout contact avec les yeux
Ringer 3 L 'eau le cas échéant. Garder hors de
portée des enfants. En cas d'ingestion,
consulter un médecin immédiatement ou
appeler un cantre antipoison. Ne pas expnser
e bébés et les |zunes enfants directement au
solell. Eeiter e contact avec les tetiles.

GARNIGR®
Pionnier de ta pretection solaire depuis 1936.

LIGHTWEIGHT LOTION

Hypoallergenic
Fragrance free
Colorant free
Quick absorption

™ OMBRELLE

+U\-’B

MEXORYL@ BROAD-SPECTRUM
(TECHNOLOGY g

and other sunscreen filters
www.ombrelle.ca
1888 9-O0MBREL Recognized
Mexoryl® & a registered rademark | est une R Frotuctiar:
mamue de commerce déposee de L Dréal SA. Canadian 120 mL
Imp. by f par Ombrellz Canada, Montreal HAT TKG Dermatology DIN 02410044
2026516 Association

TECHNOLOGY

Ombrelle®s patented flltedng system with
Memryt® technology 2nd other sunscreen
filters provides effective broad-spectrum
UVAJUVE pratection.

BENEFITS

= mbrelle® SPF 20 Complete 15 3 complete
molsturizing care for the body and face.

= |t ght, non-greasy teture [ quickly
absorbed and will leave the skin soft and
comfartable.

= This typoallergentc farmula Is fragrance
and colorant free

= This Iotion helps prevent sunburn.

DIRECTIONS

Hpply generousty and evenly 16 minutes
bedre sun exposure. Reapply at least every 2
hours. llse a water resistant sunscreen If
swimming or aweating. For nse on children
Iess than & months of age, consul 2 health
CArE practitioner.

CAUTION

For extemal use only. Do not use on damaged
or broken skin. If rash occurs, discantinue use
and consult a health care practitioner. Keep
outof eyes. Rinsewith water to remove. Keep
out of reach of children. If swallmed get
medical help or contact & Pokon Cantrol
Centre right away. Do not expose bables and
young children direcdly 1 he sun. Avoid
contactwith textiles.

GARNICR"
Sun protection pioneer since 1936,

884364 - Active
Ingredients Actifs (w/w):
Homosalate:10%, Dctocrylene: 5.5%,
Octisalate: 5%, Avobenzone: 3%, Drometrizole
Tristioeane (Mexoryl® KLJ: 25%,
Terephthatylidene Dicamphor Sutfanic Acid
[Mexory ® 5] 0.5%

Others/Autres:

Aqus, Giycern, Aloohal Denat., StyrengfAcrylates

Copolymer, Dimethicone, Propylene Glycol,
PEG-100 Stearate, Biycenyl Stearste, Silica,
Synihetic Wax, Phenceyethanol, Sodlum
Polyacryate, Triethanolamine, Stearic Acid,
Capiytyl Glycol, Palmitic Acid, PEG-B Laurate,
Xantran Gum, Tocopherl, Disadlm EOTA.
Code F.LL: KI600243

GARNICR®

™ OMBRELLE

LOTION LEGERE

Hypoallergénique
Sans parfum
Sans colorant

Absorption rapide

TECHNOLOGIE | [
64 EXORYL® |P¥A¥B.
et autres filires solzires
Reconnu
Protection solaine
Association 1 20 m L
canadienne de DIN 02610044
dermatologie

GARNIER OMBRELLE SPF 30 COMPLETE LIGHTWEIGHT

homosalate, octocrylene, octisalate, avobenzone, drometrizole trisiloxane and terephthalylidene

dicamphor sulfonic acid lotion

Product Information
Product Type

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

HUMAN OTC DRUG

Item Code (Source)

HOMOSALATE (UNIl: VO65V4M95S) (HOMOSALATE - UNII:VO6SV4M95S)

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

octisalate (UNIl: 4X49Y0596W) (OCTISALATE - UNII:4X49Y0596W)

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

DROMETRIZOLE TRISILOXANE (UNIIl: HC22845]1X) (AVOBENZ ONE -

UNI:G63QQF2NOX)

ECAMSULE (UNIIl: M94R1PM439) (ECAMSULE - UNII:M94R1PM439)

NDC:49967-012

Basis of Strength Strength
HOMOSALATE 100 mg
in 1 mL
OCTOCRYLENE 55 mg
in1mL
. 50 mg
octisalate in1mL
AVOBENZ ONE 30 mg
in1 mL
DROMETRIZOLE 25 mg
TRISILOXANE in1mL
ECAMSULE 5mg in1mL




Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QF0KOOR)
GLYCERIN (UNIl: PDC6A3C0O0X)
ALCOHOL (UNII: 3K9958V90M)

Strength

STYRENE/ACRYLAMIDE COPOLYMER (500000 MW) (UNII: 5Z24DP0246A)

DIMETHICONE (UNII: 92RU3N3Y10)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
PEG-100 STEARATE (UNII: YDO1N1999R)
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
TROLAMINE (UNIIl: 903K93S3TK)
STEARIC ACID (UNII: 4ELV7Z65AP)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
PALMITIC ACID (UNII: 2V16EO95H1)
PEG-8 LAURATE (UNII: 76208IWA10)
XANTHAN GUM (UNII: TTV12P4NEE)
TOCOPHEROL (UNII: R0OZB2556P8)
EDETATE DISODIUM (UNII: 7FLD91C86K)

Packaging

# Item Code Package Description

1 NDC:49967- 120 mL in 1 BOTTLE; Type 0: Not a Combination
012-01 Product

2 NDC:49967- 240 mL in 1 BOTTLE; Type 0: Not a Combination
012-02 Product

3 NDC:49967- 200 mL in 1 PACKAGE; Type 0: Not a Combination
012-03 Product

a NDC:49967- 90 mL in 1 TUBE; Type 0: Not a Combination
012-04 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
export only

Labeler - L'OREAL USA PRODUCTS INC (002136794)

Establishment
Name Address ID/FEI
L'OREAL USA, INC 624244349

Marketing Start Marketing End
Date Date

09/25/2013
09/25/2013
09/25/2013

09/25/2013

Marketing Start Marketing End
Date Date

09/25/2013

Business Operations
manufacture(49967-012)
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