
ALMAY SMART SHADE SMART BALANCE MAKE-UP- titanium dioxide zinc oxide liquid  
Almay, 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.

----------

Almay Smart Shade Smart Balance Make-Up

Active Ingredients :
Titanium Dioxide: 3.8%

Zinc Oxide 2.0%

Purpose

Sunscreen

Uses:
•Helps prevent sunburn 
•If used as directed with other sun protection measures (see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun

Warnings:
•For external use only 
•Do notuse on damaged or broken skin 
•When using this product: Keep out of eyes. Rinse with water to remove. 
•Stop use and ask a doctor if a rash occurs 
•Keep out of reach of children. If product is swallowed, get medical help or contact a Poison Control
center right away

Directions
•Apply liberally 15 minutes before sun exposure 
•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 increases your risk of skin cancer and early skin aging. To decrease this risk,
regularly use a sunscreen with a Broad Spectrum SPF value of 15 or higher and other sun protection
measures including: 
•Limit time in the sun, especially from 10 am - 2 pm 
•Wear long-sleeved shirts, pants, hats and sunglasses.

Inactive Ingredients
Aqua ((Water) Eau), Cyclopentasiloxane, Cyclohexasiloxane, Dimethicone, Butylene Glycol,



HDI/Trimethylol Hexyllactone Crosspolymer, Nylon-12, Cetyl PEG/PPG-10/1 Dimethicone,
PEG/PPG-18/18 Dimethicone, Talc, Disteardimonium Hectorite, Alumina, Sodium Chloride, Sodium
Hyaluronate, Fomes Officinalis (Mushroom) Extract, Glycerin, Hydrolyzed Glycosaminoglycans, Aloe
Barbadensis Leaf Juice, Tocopheryl Acetate, Vitis Vinifera (Grape) Seed Extract, Centaurea Cyanus
Flower Extract, Camellia Sinensis Leaf Extract, Panax Ginseng Root Extract, Ginkgo Biloba Leaf
Extract, Aspalathus Linearis Leaf Extract, Hydrogenated Lecithin, Trisiloxane, Moringa Pterygosperma
Seed Extract, Trimethylsiloxysilicate, Triethoxycaprylylsilane, Galactoarabinan,
Acrylonitrile/Methacrylonitrile/Methyl Methacrylate Copolymer, Methoxy
Amodimethicone/Silsesquioxane Copolymer, Palmitoyl Hydroxypropyltrimonium Amylopectin/
Glycerin Crosspolymer, Boron Nitride, Sorbitol, Alcohol Denat., Methicone, Tribehenin, Sorbitan
Sesquioleate, Silica, Ammonium Polyacryloyldimethyl Taurate, Cycloheptasiloxane, Tetrasodium
EDTA, PVP, Polysorbate 20, Polysorbate 80, Phenoxyethanol, Methylparaben, Ethylparaben,
Propylparaben
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ALMAY SMART SHADE SMART BALANCE MAKE-UP  
titanium dioxide zinc oxide liquid

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:0 311-0 70 3

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength



TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNII:15FIX9 V2JP) TITANIUM DIOXIDE 3.8  mg  in 1 mL

ZINC O XIDE (UNII: SOI2LOH54Z) (ZINC CATION - UNII:13S1S8 SF37) ZINC CATION 2 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

METHYLPARABEN (UNII: A2I8 C7HI9 T)  

ETHYLPARABEN (UNII: 14255EXE39 )  

BO RO N NITRIDE (UNII: 2U4T6 0 A6 YD)  

.ALPHA.-TO CO PHERO L ACETATE (UNII: 9 E8 X8 0 D2L0 )  

GINKGO  (UNII: 19 FUJ2C58 T)  

ASIAN GINSENG (UNII: CUQ3A77YXI)  

CENTAUREA CYANUS FLO WER (UNII: QZ239 0 38 YC)  

VITIS VINIFERA SEED (UNII: C34U15ICXA)  

MO RINGA O LEIFERA LEAF (UNII: 4WET1AWO9 B)  

MELANIN SYNTHETIC ( TYRO SINE, PERO XIDE)  (UNII: O0 CV1RMR44)  

EDETATE SO DIUM (UNII: MP1J8 420 LU)  

BUTYLENE GLYCO L (UNII: 3XUS8 5K0 RA)  

NYLO N-12  (UNII: 446 U8 J0 75B)  

CETYL PEG/PPG-10 /1 DIMETHICO NE ( HLB 1.5)  (UNII: V2W71V8 T0 X)  

PEG/PPG-18 /18  DIMETHICO NE (UNII: 9 H0 AO7T79 4)  

TALC (UNII: 7SEV7J4R1U)  

DISTEARDIMO NIUM HECTO RITE (UNII: X6 8 7XDK0 9 L)  

ALUMINUM O XIDE (UNII: LMI26 O6 9 33)  

SO DIUM CHLO RIDE (UNII: 451W47IQ8 X)  

HYALURO NATE SO DIUM (UNII: YSE9 PPT4TH)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

HYDRO LYZED GLYCO SAMINO GLYCANS ( BO VINE; 50 0 0 0  MW)  (UNII: 9 9 738 5V0 VV)  

ALO E VERA LEAF (UNII: ZY8 1Z8 3H0 X)  

LECITHIN, SO YBEAN (UNII: 1DI56 QDM6 2)  

TRISILO XANE (UNII: 9 G1ZW13R0 G)  

TRIMETHYLSILO XYSILICATE ( M/Q  1.0 -1.2 )  (UNII: 78 GX0 33D7I)  

TRIETHO XYCAPRYLYLSILANE (UNII: LDC331P0 8 E)  

GALACTO ARABINAN (UNII: SL4SX1O48 7)  

SO RBITO L (UNII: 50 6 T6 0 A25R)  

ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

METHICO NE ( 2 0  CST)  (UNII: 6 777U11MKT)  

TRIBEHENIN (UNII: 8 OC9 U7TQZ0 )  

SO RBITAN SESQ UIO LEATE (UNII: 0 W8 RRI5W5A)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

CYCLO METHICO NE 6  (UNII: XHK3U310 BA)  

CYCLO METHICO NE 7  (UNII: KCK5L8 VU47)  

PVP/VA CO PO LYMER (UNII: D9 C330 MD8 B)  

PO LYSO RBATE 2 0  (UNII: 7T1F30 V5YH)  

PO LYSO RBATE 8 0  (UNII: 6 OZP39 ZG8 H)  

PRO PYLPARABEN (UNII: Z8 IX2SC1OH)  



Almay, Inc.

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:0 311-0 70 3-0 1 30  mL in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 4/20 /20 0 9

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph fina l part352 0 4/20 /20 0 9

Labeler - Almay, Inc. (064988652)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

REVLON, INC. 8 0 9 725570 manufacture(0 311-0 70 3)
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