THE SPF 18 FLUID TINT- octinoxate, homosalate, and avobenzone lotion
MAX HUBER RESEARCH LAB INC

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.

THE SPF 18 FLUID TINT
SUNSCREEN MAKEUP

WARNING
Keep out of eyes.
Stop use if irritation occurs.

Keep out of reach of children.

ACTIVE INGREDIENTS
OCTINOXATE 7.50% - HOMOSALATE 3.50% - AVOBENZONE 3.00%

INGREDIENT'S

WATER\AQUA\EAU - DIMETHICONE - PENTYLENE GLYCOL - BUTYLENE GLYCOL - C12-15
ALKYL BENZOATE - ACRYLATES COPOLYMER - HYDROGENATED LECITHIN -
OCTYLDODECYL NEOPENTANOATE - LAMINARIA OCHROLEUCA EXTRACT - CRITHMUM
MARITIMUM EXTRACT - CHONDRUS CRISPUS (CARRAGEENAN) EXTRACT : TRITICUM
VULGARE (WHEAT) FLOUR LIPIDS - MALACHITE - TOURMALINE - CHOLESTEROL -
LINOLEIC ACID - CAPRYLIC/CAPRIC TRIGLYCERIDE - ISOHEXADECANE - SILICA -
SYNTHETIC WAX - PVP/HEXADECENE COPOLYMER - DIPROPYLENE GLYCOL
DIBENZOATE - PPG-15 STEARYL ETHER BENZOATE - MAGNESIUM ALUMINUM SILICATE -
CELLULOSE GUM - XANTHAN GUM - ACRYLAMIDE/SODIUM
ACRYLOYLDIMETHYLTAURATE COPOLYMER - TOCOPHERYL ACETATE - CHOLETH-24 -
CETETH-24 - POLYSORBATE 80 - FRAGRANCE (PARFUM) - DISODIUM EDTA -
PHENOXYETHANOL - POTASSIUM SORBATE - LIMONENE - GERANIOL - LINALOOL -
HYDROXYCITRONELLAL - CITRONELLOL - BENZYL SALICYLATE - CITRAL - TITANIUM
DIOXIDE (CI77891) - IRON OXIDES (CI 77491, C1 77492, CI1 77499) <ILN35019>

PRINCIPAL DISPLAY PANEL - 50 ml Bottle Carton
LA MER

the spf 18 fluid tint

1.7 FL. OZ. LIQ./50 ml e



FLUIDE DE LA MER™




the spf 18 fluid tint
le fluide teinté spf 18

The SPF 18 Fluid Tint This water-borne formula is
designed with photonic gemstones to capture beneficial
light while diverting potentially damaging light. Designed
for daily use, it absorbs instantly into the skin to provide
broad spectrum UVA/UVB protection and adds a touch of
caolor for a smooth, even finish.

WARNING: Keep out of eyes. Stop use if irritation occurs.
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keep out of reach of children.

Le Fluide Teinté SPF 18 Cette formule aqueuse fait
appel @ un complexe & base de sphéres photonigues qui
permet & la peau de capturer I'énergie de la lumigre, tout
en assurant une réelle protection anti UVA et UVB. Enngu
pour une utilisation quotidienne, le fluide est absorbé
instantanément sur |a peau et apporte un soupgon de
couleur pour un fini lisse et régulier.

ATTENTION: Eviter tout contact avec les yeux. Suspendre
['utilisation en cas d'irritation. Tenir hors de portée des enfants.

Das getinte SPF 18 Sonnenschutz-Fluid Dieses
federleichte Fluid enthdlt lichtabsorbierende Edelsteine,
die wohltuende Lichstrahlen einfangen und gleichzeitig
potenziell schédigende Lichstrahlen ahhlucken.%as fiir den
téglichen Gebrauch entwickelte Fluid zieht sofort in die
Haut ein und bietet umfangreichen UVA/UVB-Schutz. Die
leichte Tonung wverleiht der Haut ein geschmeidiges
ebenmiBiges Erscheinungsbild.

ACHTUNG: Augenkontakt vermeiden. Falls Hautirritationen
auftreten, das Produkt nicht weiter anwenden. Ausser
Reichweite von Kindern aufbewahren.

Il Fluido Colorato SPF 18 Questa formula a base
d'acqua @ stata ideata con gemme fotoniche per catturare
la luce benefica e deviare al tempo stesso quella
potenzialmente dannosa. |deata appositamente per |'uso
guotidiano, viene assorbita istantaneamente e fornisce
protezione UVA/UVB ad ampio spettro, aggiungendo un
tocco di colore per un aspetto uniforme e |evigato.

AVVERTENZE: Evitare il contorno occhi. Sospendere |'uso in
caso di irritazione. Tenere lontano dalla portata dei bambini.

El Fluido SPF 18-Con Color Esta formula con base de
agua, incorpora en su formulacion gemas fotdnicas que
atrapan la luz beneficiosa y rechazan |a luz potencialmente
nociva. Disenado para uso diario, se absorbe al instante en
la piel y le proparciona un amplio espectro de proteccidn
contra los rayos UVA/UVB, aportando un toque de color
para un acabado suave y uniforme.

ATENCION: Evitar el contacto con |los ojos. Interrumpa su
uso si se produce irritacion. Mantener fuera del alcance de
los nifios.

ACTIVE INGREDIENTS: OCTINDXATE 7.50% = HOMOSALATE 350% =
AVOBENZOMNE 3.00%

INGREDIENTS: WATERVAQUANEAL = DIMETHICONE = PENTYLENE GLYCOL
= BUTYLENE GLYCOL = C12-15 ALKYL BENZOATE = ACRYLATES COPOLY-
MER = HYDROGENATED LECITHIN = OCTYLDODECYL NMEOPENTANOATE =
LAMINARIA OCHROLEUCA EXTRACT = CRITHMUM MARITIMUM EXTRACT
= CHONDRUS CRISPUS (CARRAGEENAN) EXTRACT = TRITICUM VULGARE
{WHEAT) FLOUR LIPIDS » MALACHITE » TOURMALINE » CHOLESTEROL »
LINOLEIC ACID = CAPRYLIC/CAPRIC TRIGLYCERIDE = |SOHEXADECAME
SILICA ® SYNTHETIC WAX * PVP/HEXADECENE COPOLYMER » DIPROPYL-
ENE GLYCOL DIBENZOATE » PPG-15 STEARYL ETHER BENZOATE = MAG-
MESIUM ALUMINUM SILICATE = CELLULOSE GUM = XANTHAN GUM e
ACAYLAMIDE/SODIUM ACRYLOYLDIMETHYLTAURATE COPOLYMER = TO-
COPHERYL ACGETATE  CHOLETH-24 = CETETH-24 = POLYSORBATE 80 =
FRAGRAMCE (PARFUM) = DISODIUM EDTA = PHENOXYETHANOL = POTAS-
SIUM SORBATE = LIMONENE = GERANIOL = LINALODL = HYDROXYCITRO-
NELLAL = CITRONELLOL = BENZYL SALICYLATE = CITRAL = TITANIUM D|-
OXIDE (CI77881) = [RON DXIDES (Cl 77491, C1 77482, C| 77453) <|LN35019=>

MAX HUBER RESEARCH LABS [NC., DIST.
MEW YORK, N.Y. 10022

LONDON WIK 3B0 » PARIS = MILAND
MADE IN BELGIUM 24WC
WwWw.lamer.com




THE SPF 18 FLUID TINT

octinoxate, homosalate, and avobenzone lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIE4Y5P7MUD51)
HOMO SALATE (UNIL: V06SV4M95S) (HOMOSALATE - UNIEV06SV4MI5S)
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX)

Inactive Ingredients

Ingredient Name
WATER (UNIE: 059 QFOKOOR)
DIMETHICO NE (UNIE: 92RU3N3Y10)
PENTYLENE GLYCOL (UNIE: 50 C1307PZG)
BUTYLENE GLYCOL (UNI: 3XUS85KO0RA)
ALKYL (C12-15) BENZOATE (UNI: A9EJ3J6 1HQ)
OCTYLDODECYL NEOPENTANO ATE (UNII: X8725R883T)
LAMINARIA O CHROLEUCA (UNIL: 4R2124HE76)
CRITHMUM MARITIMUM (UNIL: J7IHY79 BKY)
CHONDRUS CRISPUS (UNIE: OQS23HUA1X)
WHEAT (UNIL 4J210 SN84Y)
CHOLESTEROL (UNI: 97C5T2UQ7J)
LINOLEIC ACID (UNIE: 9KJL21T0QJ)
MEDIUM-CHAIN TRIGLYCERIDES (UNIL: C9H2L21V7U)
ISOHEXADECANE (UNTIL: 9 18 X10 UF1E)

Basis of Strength
OCTINOXATE
HOMOSALATE
AVOBENZONE

NDC:65966-918

Strength
7.5mL in 100 mL
3.5mL in 100 mL
3mL in 100 mL

Strength




SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)

DIPROPYLENE GLYCOL DIBENZOATE (UNIl: 60A5ZDY410)
PPG-15 STEARYL ETHER BENZOATE (UNIL: 80D2J636 1M)
MAGNESIUM ALUMINUM SILICATE (UNII: 6 M3P64VONC)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
XANTHAN GUM (UNII: TTV12P4NEE)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8§ X80D2L0)
CHOLETH-24 (UNIL: 5UE7154043)

CETETH-24 (UNIl: 0EV3Z43Y2I)

POLYSORBATE 80 (UNI: 60ZP39ZG8H)

EDETATE DISODIUM (UNII: 7FLD9 1C86K)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)

POTASSIUM SORBATE (UNIL: 1VPU26JZZ4)

GERANIOL (UNI: L837108USY)

LINALOOL, (+/-)- (UNI: D8 1QY6I88E)

HYDRO XYCITRONELLAL (UNII: 8SQ0VA4YUR)
.BETA.-CITRONELLOL, (R)- (UNI: P010UT964K)
BENZYL SALICYLATE (UNI: WAO5MNK9TU)

CITRAL (UNII: TZEU0O9 VPP)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

FERRIC O XIDE RED (UNII: 1IKO9F3G675)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)

FERRO SOFERRIC O XIDE (UNII: XM0MB8 7F357)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65966-918-01 1in 1 CARTON

1 50 mL in 1 BOTTLE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 06/01/2005

Labeler - MAX HUBER RESEARCH LAB INC (926708694)

Establishment
Name Address ID/FEI Business Operations
ELGC K.K. 712808195 RELABEL(65966-918) , REPACK(65966-918)
Establishment
Name Address ID/FEI Business Operations
Estee Lauder Pennsylvania Distribution Center 2 828534516 MANUFACTURE(65966-918) , RELABEL(65966-918),
(PADC 2) REPACK(65966-918)

Establishment



Name Address ID/FEI Business Operations

Estee Lauder Inc. 042918826 MANUFACTURE(65966-918)
Establishment
Name Address ID/FEI Business Operations
ESTEE LAUDER COSMETICS DISTRIBUTION CENTER 208579636 REPACK(65966-918), RELABEL(65966-918)
Establishment
Name Address ID/FEI Business Operations
ESTEE LAUDER COSMETICS, LTD 253616536 MANUFACTURE(65966-918)
Establishment
Name Address ID/FEI Business Operations
ESTEE LAUDER COSMETICS, LTD 244669714 MANUFACTURE(65966-918)
Establishment
Name Address ID/FEI Business Operations
ESTEE LAUDER COSMETICS, LTD. 205952385 MANUFACTURE(65966-918)
Establishment
Name Address ID/FEI Business Operations
ESTEE LAUDER N.V. 370151326 MANUFACTURE(65966-918)
Establishment
Name Address ID/FEI Business Operations
LEN-RON MANUFACTURING DIVISION OF ARAMIS INC 809771152 MANUFACTURE(65966-918)
Establishment
Name Address ID/FEI Business Operations
NORTEC KEYSTONE 943871157 MANUFACTURE(65966-918) , RELABEL(65966-918) , REPACK(65966-918)
Establishment
Name Address ID/FEI Business Operations
NORTHTEC BRISTOL 959338336 MANUFACTURE(65966-918) , RELABEL(65966-918) , REPACK(65966-918)
Establishment
Name Address ID/FEI Business Operations
NORTHTEC KEYSTONE 949264774 MANUFACTURE(65966-918) , RELABEL(65966-918) , REPACK(65966-918)
Establishment
Name Address ID/FEI Business Operations
WHITMAN LABORATORIES, LTD. 216866277 MANUFACTURE(65966-918)
Establishment
Name Address ID/FEI Business Operations

Aveda Corporation 071352058 MANUFACTURE(65966-918)



Establishment

Name Address ID/FEI Business Operations
Pennsylvania Logistics Center 078364654 REPACK(65966-918) , RELABEL(65966-918)

Revised: 6/2012 MAX HUBER RESEARCHLAB INC



	THE SPF 18 FLUID TINT SUNSCREEN MAKEUP
	WARNING
	ACTIVE INGREDIENTS
	INGREDIENTS
	PRINCIPAL DISPLAY PANEL - 50 ml Bottle Carton

