DARK DAYLIGHT TINTED RADIANCE MOISTURIZER BROAD SPECTRUM SPF 32- zinc
oxide and titanium dioxide cream
Allure Labs 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.

Drug Facts

Active Ingredients:

Zinc Oxide - 6.0%
Titanium Dioxide - 4.5%
Purpose:

Sunscreen

Uses:
e Helps prevent sunburn.
e [f used as directed with other sun protection measures, decreases the risk of skin cancer and early
skinaging caused by the sun.

Warning:
® For external use only.

Do not use:
¢ Ondamaged or broken skin.

When using this products:
e Keep out of eyes.
¢ Rinse with water to remove.

Stop use and ask a doctor:
e If rash occurs.

Keep out of reach of children:
¢ If swallowed, get medical help or contact a Poison Control Center right away.

For Sunscreen use:

Apply liberally 15 minutes before sun exposer.

Use a water resistant sunscreen if swimming or sweating.

Reapply at least every 2 hours.

Children under 6 months: ask a doctor.

Sun protection measures.Spending time in the sun increase your risk of skin cancer and early skin
aging. To decrease the risk, regularly use a sunscreen with a Broad Spectrum SPF of 15 or higher
and other sun protection measures including:

limit time in the sun, especially from 10 a.m. - 2 p.m.

e wear long sleeve shirts, pants, hats and sunglasses.

Protect this product from excessive heat and direct sun.
Call toll free 1-877-263-1625.
Inactive Ingredients: Water, Cyclopentasiloxane, C12-15 Alkyl Benzoate, Dimethicone Ployglyceryl-3,



Polydimethylsiloxyethyl Dimethicone, Dimethicone/PEG -10/15 Crosspolymer, Stearic Acid,
Aluminum Hydroxide, Sodium Chloride, Glycerin, Magnolia officinallis Bark Extract, Ectoin, Caprylyl
Glycol, Teprenone, Sodium Hyaluronate, Vitis Vinifera, (Grape) seed extract, Citrus LLimon (Lemon)
Peel Oil, Citrus Aurantium Dulcis (Orange) Peel Oil, Citrus Aurantium Bargamia (Bergamot) Fruit Oil,
Pelargonium Graviolens Flower Oil, Cymbopogon Martini Oil, Citrus Aurantifolia (Lime) Oil,
Juniperus Mexicana Oil, Citral, Anisaldehyde, Tagetes Minuta Flower Oil, Michelia Campaca Flower
Oil, Tetrahexyldecyl Ascorbate, Ergothioneine, Tocopheryl Acetate, Tocopherol, Maltodextrin,
Lecithin, Ethylhexyl Palmitate Caprylyc/Capric Triglyceride, PEG/PPG-18/18 Dimethicone,
Polyglycerin-3 Crosspolymer, Hexyl Laurate, Cyclohexasiloxane, Triethoxysilylethyl
Polydimethylsiloxyethyl Hexyl Dimethicone, Dimethicone/Venyl Dimethicone Crosspolymer,
Polyglyceryl-4 Isostearate, Cetyl PEG/PPG-10/1 Dimethicone, Silica Dimethyl Sylilate,
Triethoxycaprylylsilane, Phenoxyethanol, Ethylhexylglycerin, Butylene Glycol, Hexylene Glycol
Fragrance, Mica, Silaca, May contains: Iron Oxide, Titanium Dioxide.

Dist. by EVER LLC
Brisbane, CA 94005
Made in USA.
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DARK DAYLIGHT TINTED RADIANCE MOISTURIZER BROAD SPECTRUM
SPF 32

zinc oxide and titanium dioxide cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:62742-4150

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ZINC OXIDE (UNII: SO2LOH54Z) (ZINC OXIDE - UNIL:SOIRRLOH547)

TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP)

Basis of Strength Strength
ZINC OXIDE 60 mg in 1 mL

TITANIUM DIO XIDE 45 mg in 1 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIL: 059QFOKOOR)

CYCLOMETHICONE 5 (UNII: 0 THT5PCIOR)




ALKYL (C12-15) BENZOATE (UNI: A9EJ3J61HQ)
DIMETHICO NE (UNI: 92RU3N3Y10)

STEARIC ACID (UNIL: 4ELV7Z65AP)

ALUMINUM HYDRO XIDE (UNI: 5QB0T2IUNO)

SODIUM CHL O RIDE (UNIL: 451W47IQ8 X)

GLYCERIN (UNI: PDC6A3C00X)

MAGNOLIA OFFICINALIS BARK (UNII: 5M609NV974)
ECTOINE (UNI: 7GXZ3858RY)

ERGO THIO NEINE (UNI: BDZ3DQM98W)

CAPRYLYL GLYCOL (UNIE: 00YIU5438U)

TEPRENONE (UNIE: S8S8451A40)

HYALURONATE SODIUM (UNI: YSE9 PPT4TH)

VITIS VINIFERA SEED (UNIL: C34U15ICXA)

CITRUS LIMON FRUIT OIL (UNI: 0 HNC1J1YED)
TETRAHEXYLDECYL ASCORBATE (UNI: 9LBV3F07AZ)
CITRUS AURANTIUM FRUIT OIL (UNIE: 59JDQ5VTOT)
CYMBOPO GON MARTINI TOP (UNI: 7KIN3UZ6DU)
PELARGONIUM GRAVEOLENS FLOWER OIL (UNI: 3K0J1S7QGC)
CITRUS AURANTIIFOLIA FRUIT OIL (UNI: 7937R189CB)
TO COPHEROL (UNIE: ROZB2556P8)

CITRAL (UNI: T7EU0O9 VPP)

0O-ANISALDEHYDE (UNIL: 7CP821WF2W)

ETHYLHEXYL PALMITATE (UNI: 2865993309)
TAGETES MINUTA FLOWER OIL (UNIE: 1T0ZMUS M8 B)
MICHELIA CHAMPACA FLO WER (UNI: VOT99TIA37)
ALCOHOL (UNIE: 3K9958 V90 M)

BENZYL ACETATE (UNI: 0ECG3V79ZJ)

MALTO DEXTRIN (UNI: 7CVR7L4A2D)

MEDIUM-CHAIN TRIGLYCERIDES (UNI: COH2L21V7U)
PEG/PPG-18/18 DIMETHICO NE (UNI: 9HOAO7T794)
HEXYL LAURATE (UNI: 4CG9FI9W01Q)
CYCLOMETHICONE 6 (UNIl: XHK3U310BA)

DIMETHICO NE/VINYL DIMETHICONE CROSSPOLYMER (SOFT PARTICLE) (UNIl: 9E4CO0W6C5)

POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 2) (UNI: V2W71V8TO0 X)
SILICA DIMETHYL SILYLATE (UNII: EU2PSP0GOW)

TRIETHO XYCAPRYLYLSILANE (UNIl: LDC331P08E)

PHENO XYETHANOL (UNII: HIE492Z73T)

ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

HEXYLENE GLYCOL (UNIl: KEHO A3F75J)

MICA (UNI: VBA1IAW0880)

BRO WN IRON OXIDE (UNII: IN032N7MFO)

Packaging

# Item Code Package Description

1 NDC:62742-4150-2 1in 1 CARTON

1 NDC:62742-4150-1 30 mL in 1 TUBE; Type 0: Not a Combination Product

Marketing Start Date
12/08/2017

Marketing End Date



Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part352 12/08/2017

Labeler - Allure Labs Inc (926831603)

Revised: 12/2017 Allure Labs Inc
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