SKIN DEFENSE MAKEUP SPF-15- octinoxate octisalate oxybenzone lotion
JAFRA COSMETICS INTERNATIONAL

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

SKIN DEFENSE MAKEUP SPF-15

SUNSCREEN ACTIVE INGREDIENT (SPF 15):
OCTINOXATE/ETHYLHEXYL METHOXYCINNAMATE, OCTISALATE/ETHYLHEXYL
SALICYLATE, OXYBENZONE/BENZOPHENONE-3

PURPOSE: SUNSCREEN

OTHER INGREDIENTS: WATER/AQUA, BUTYLENE GLYCOL, ISOPROPYL ISOSTEARATE,
DI-PPG-3 MYRISTYL ETHER ADIPATE, STEARIC ACID, POTASSIUM CETHYL PHOSPHATE,
HYDROGENATED PALM GLYCERIDES, GLYCERYL STEARATE, LECITHIN,
POLYETHYLENE, METHYL METHACRYLATE COPOLYMER, SILICA, DIMETHICONE,
SODIUM HYALURONATE, TREHALOSE, SODIUM PCA, POLYQUATERNIUM-51, UREA,
GLYCERIN, AVENA SATIVA (OAT) KERNEL EXTRACT, POLYSORBATE 20,
TRIETHANOLAMINE, TAGETUS ERECTA (AFRICAN MARIGOLD) EXTRACT, IPOMOEA
DIGITATA (FINGERLEAF MORNING GLORY) EXTRACT, PROPYLENE GLYCOL,
MACROCYSTIS PYRIFERA EXTRACT, HYDROLYZED WHEAT PROTEIN, PVP, DMDM
HYDANTOIN, BIOSACCHARIDE GUM-4, MAGNESIUM ALUMINUM SILICATE, XANTHAN
GUM, CHONDRUS CRISPUS (CARRAGEENAN) EXTRACT, FRAGRANCE/PARFUM,
PANTHENOL, TOCOPHERYL ACETATE, PEG-4 LAURATE, IODOPROPYNYL
BUTYLCARBAMATE, TRISODIUM EDTA [MAY CONTAIN, +/-: TITANIUM DIOXIDE/CI 77891,
IRON OXIDES/CI 77491/C1 77492/C1 77499] [FRAGRANCE/PARFUM CONTAINS:
CITRONELLOL, ALPHA-ISOMETHYL IONONE, GERANIOL, LIMONENE, LINALOOL].

SPF 15 PROTECTS AGAINST DAMAGING ULTRAVIOLET RAYS. MATTE FINISH. SHEER TO
MEDIUM COVERAGE.

TO USE: SMOOTH ON WITH FINGERS OR SPONGE.

CAUTION: FOR EXTERNAL USE ONLY. AVOID CONTACT WITH EYES.
DISCONTINUE USE IF SIGNS OF IRRITATION OCCUR.

KEEP OUT OF REACH OF CHILDREN.

JAFRA

SKIN DEFENSE MAKEUP SPF 15



MAKE-UP MIT
SCHUTZFUNKTION SPF 15

FONDOTINTA DIFESA
PELLE SPF 15

To use: Smooth on with fingers or sponge,
Caution: For external use only. Avoid contact with
eves, Discontinue use if slgns of Irritation occur,
Keep out of reach of children. Clinically, Allergy
and Irritancy tested, Dermatologist testad,

Instrucciones de uso: Aplicar suavemente
con las yemas de |os dedos o con una esponja
para maquillaje.

Precauciones: Solo para uso externo, Evite el
contacto con los ojos. Descontiniie su uso si
Rubiere ifritacion, Mo se deje al alcance de los
nifos. Clinicamente probado contra alergia e
irritacidn. Probado dermatolégicamente.

Anwendung: Mit den Fingern oder einem
Schwammchen auftragen.

Warnung: MNur fir den externen Gebrauch.
Kontakt mit den Augen vermeiden, Nicht
weiter verwenden falls Unvertraglichkeiten
auftreten. Aufier Reichweite von Kindern
aufbewahren. Klinisch auf Allergien und

Unvertriglichkeiten getestet. Dermatologisch
getestet,

Uso: Applicare con la punta delle dita o con
una spugnetta,

Attenzione: solo per usa esterno. Evitare il
contatto con gli occhi, Sospendere I'uso in caso
di irritazione. Tenere fuori dalla portata dei
bambini, Clinicamente testato contro allergie ed
irmitazioni. Testato dermatologicamente.

Made in Mexico for

JAFRA Cosmetios Internatianal, Inc.

Westlzke Village, CA 91361

Distributed in EU: JAFRA Cosmetics D-B0636 Munich
www. JAFRA.com

Hecho en México para:

Distribuidora Comercial JAFRA, S.A. de C.V.

Blvd, Adolfo Lopez Mateos 515, Jﬁ

Col. Tlacopac, México, D. F., 01040 &= @
JAFRA es Marca Registrada

LDOS ANGELES - ZURICH - MUNICH

MEXICO CITY - MILAN - MOSCOW

SUNSCREEN ACTIVE INGREDEENT (SPF 15):
Oetinovate/EthyRexy| Methoxycinnamats, Octisalata/Ethylhayl
Salicylate, Daybenzone/Benzaphenone-3 OTHER INGREDIENTS:
Water/Aqua, Butylene Glycol, lsopropylIsostearate, Di-PPG-3
Meyristyl Ether Adipate, Stearic Acid, Potassium Cetyl Phosphate,
Hydrogenated Palm Glycerides, Glyceryl Stearate, Lecithin,
Palyethylzne, Methyl Methacrylate Copolymer, Silica,
Dimethicone, Sodium Hyakironate, Trahalose, Sodium PCA,
Polyquaterniem-51, Urea, Glycerin, Avena Sativa (Oat) Karmel
Extract, Palysorbate 20, Triethanolamine, Tapetus Erecta
(Aincan Marigold) Extract, Ipomoea Digitata (Fingerleaf Moming
Glary) Extract, Progylene Glycol, Macrocystis Pynfara Extract,
Hydralyzed Whaat Protein, PYP, DMOM Hydantom, Binsaccharida
Gum~4, Magnesiom Alaminum Sdizate, Xanthan Gum, Chondris
Crispus iCarrageenan) Extract, Fragrance/Parfum

Panthenal Tocopheryl Acetate, PEG-4 Laurate, lodopropynyd
Butylearbamate, Trisodium EDTA, [May Contal : Tikanium
Diaxide/Cl 77891, kron Ouides/Cl77491/CHT7492/C1 T7455]
[Fragrance/Parfum contains: Citronglkl, Alpha=|somethyl
|onang, Geraniol, Limongne, Linakanl]

INGREDIENTES: Agua, Ditwido de Titanio, Butilenglicol,
Metaicinamato de Octile, Salicilato de Octila, lsosstearato
de Isopropil, Adipate de Di-PPG=3 Miristil Etar,
Benzofenona-3, Acido Estedrico, Cetil Fosfato de Potasio;
Glicéridos de Palma Hidrogenados, Estearato de Glicanlo,
Lecitina, Poliatileno, Copolimera de Metilmetacrilato,
Silice, Dimeticona, Hialuronato de Sodio, Trehalosa, PCA
Sadica, Policuaternio-51, Urea, Glicarina, Extracto de
Semilla de Avena (Avena sativa), Polisorbato 20,
Trietanolamina, Extracto de Tagetus Erecta (African
Marignld), Extracto de Ipomoea Digitata, Propilenglical,
Extracto de Alga Marina (Macrocystis pyriferal, Proteina
Hidrolizada de Trigo, PYF, Hidantoina DMDM, Biosacéride
Goma-4,Silicato de Magnesio y Aluminio, Goma Xantén,
Extracto de carragening (Chondrus crispus), Fragancia,
Pantenol, Acetato de Tocoferilo, PEG-2 Laurato,
Yadeprapinil Buticarbamato, EDTA Tristdico. Puede
contenar, Difwido de Titanio, (xidos de Hierro. [Fragancia
contigne; Catronedal. 3-metil4- (2,6, 6-trimetil-2- ciclobaxan-1-1)
buten-2-ona, Geraniol, d-limoneno, Linalol]

Contains: Oxybanzone
Enthéli: Oxybenzon
Contiene: Oxybenzane
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i

MAQUILLAJE FACIAL LIQUIDO
EXTRA-PROTECCION *FPS 15
30 ml € 1 FLOZ(US)
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It -— — MAKE-UP MIT
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FONDOTINTA DIFESA
PELLE SPF 15

m Caution: For external use only.
1 lfwvoid contact with eves.
Discontinue use if signs of intation cceour,
d.:t Keep out of reach of children,
H

Precauciones: Producto para uso externo.
Evite el contacto con los ojos.
Descontinde su uso en caso de irritacidn,
Mo se deje al aleance de los ninos,

Warnung: Mur fir cen externen Gebrauvch.
Kontakt mit den Augen vermeiden.

Micht weiter verwenden, falls
Umvertraglichkeiten auftreten,

AuRer Raichwaite von Kindarn aufbewahren,

Attenzione: Solo per uso estermo.

Evitare il contatio con gli occhi.
S KI N DEFENSE Sospendere 'uso in casa di iritazione,
MAKEUP SPF 15 Tenere fuari dalla partata dei bambini,

MAQUILLAJE FACIAL LIQUIDO

EXTRA-PROTECCION FPs 15 | _[ 30ml € 1FLOZ(US)




SKIN DEFENSE MAKEUP SPF-15

octinoxate octisalate oxybenzone lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:68828-147

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

OCTINO XATE (UNIL: 4Y5P7MUDS51) (OCTINOXATE - UNIL:4Y5P7MUDS1) OCTINOXATE 6 g in 100 mL

OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 3g in 100 mL

OXYBENZONE (UNI: 9500S7VEQY) (OXYBENZONE - UNI:9500S7VEQY) OXYBENZONE 2 g in 100 mL
Inactive Ingredients

Ingredient Name Strength

WATER (UNIL 059QF0KOOR)

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

ISOPROPYL ISOSTEARATE (UNII: C67IXB9Y7T)

DI-PPG-3 MYRISTYL ETHER ADIPATE (UNI: T3248 1VTXW)
STEARIC ACID (UNIL: 4ELV7Z65AP)

POTASSIUM CETYL PHO SPHATE (UNIL: 03KCY6P7UT)
HYDRO GENATED PALM GLYCERIDES (UNII: YCZ8 EM144Q)
GLYCERYL MONOSTEARATE (UNII: 2300U9 XXE4)
LECITHIN, SO YBEAN (UNIL: 1DI56 QDM62)

ZINC OXIDE (UNII: SOI2LOH54Z7)

HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
METHYL METHACRYLATE (UNI: 1960C77688)

SILICON DIO XIDE (UNII: ETJ7Z26 XBU4)

DIMETHICONE (UNIL: 92RU3N3Y10)

HYALURONATE SODIUM (UNII: YSE9PPT4TH)

TREHALO SE (UNI: BSWCK70T71I)



SODIUM PYRROLIDONE CARBO XYLATE (UNI: 4690TG57A2)
PO LIDRONIUM CHLO RIDE (UNIL: 6716 Z5YR3G)

URFA (UNI: 8 W8T17847W)

GLYCERIN (UNI: PDC6A3C00X)

OAT (UNIL: Z6J799EAJK)

POLYSORBATE 20 (UNI: 7T1F30 V5YH)

TROLAMINE (UNIL: 903K93S3TK)

TAGETES ERECTA FLO WER (UNI: UH5X33P33E)

IPOMO EA MAURITIANA TUBER (UNI: K6 7Y2SGX79)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

MACRO CYSTIS PYRIFERA (UNI: K31S30G5C4)
HYDROLYZED WHEAT PRO TEIN (ENZYMATIC, 3000 MW) (UNIL: J2S07SBOYL)
PO VIDONE K30 (UNI: U725QWY32X)

DMDM HYDANTO IN (UNI: BYR0546 TOW)

BIO SACCHARIDE GUM-1 (UNIL: BB4PU4V09H)
MAGNESIUM ALUMINUM SILICATE (UNI: 6 M3P64VONC)
XANTHAN GUM (UNIE: TTV12P4NEE)

CHONDRUS CRISPUS (UNI: 0QS23HUA1X)

PANTHENOL (UNI: WV9CMO0O67Z)

ALPHA-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
PEG-4 LAURATE (UNI: AYFAVM3N1Z)

IODOPROPYNYL BUTYLCARBAMATE (UNIL 603P14DHEB)
EDETATE TRISO DIUM (UNIE: 4201P921MB)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

FERRIC O XIDE RED (UNIL: 1K09F3G675)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:68828-147-11 1in 1BOX

1 NDC:68828-147-67 30 mL in 1 BOTTLE

2 NDC:68828-147-10 10 in 1 BOX

2 NDC:68828-147-17 8 mL in 1 TUBE

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 04/24/2012

Labeler - JAFRA COSMETICS INTERNATIONAL (041676479)
Registrant - JAFRA COSMETICS INTERNATIONAL (041676479)

Establishment
Name Address ID/FEI Business Operations
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