
PRESTIGE CAVIAR ESSENTIAL BARRIER EYE CREAM- dimethicone cream  
FW1 R&D_Branch
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
Dimethicone 5.00%

Skin Protectant

An eye treatment that moisturizes and helps minimize the look of dark circles,
shadows, and puffiness

Apply liberally as needed onto skin

For external use only.
Do not use on damaged or broken skin.
When using this product, keep out of eyes. Rinse with water to remove
Stop using and ask a doctor if rash occurs.

Keep out of reach of children.

If product is swallowed, get medical help or contact a Poison Control Center right away.

Caviar Extract, Petrolatum, Glycerin, Butyrospermum Parkii (Shea) Butter, Ceresin, Phenyl
Trimethicone, Water, Polyglyceryl-2 Dipolyhydroxystearate, Cetyl PEG/PPG-10/1 Dimethicone,
Butylene Glycol, Niacinamide, Pentylene Glycol, Beeswax, Sodium Chloride, 1,2-Hexanediol, Silica,
PEG-7 Dimethicone, Hydroxystearic Acid, Phenoxyethanol, Fragrance(Parfum), Disodium EDTA,
Adenosine, Iron Oxides (CI 77499), Aqua, Hydrolyzed Rice Protein, Sodium Benzoate, Superoxide
Dismutase, Glycine Soja (Soybean) Protein, Polydecene, Saccharide Isomerate, Sodium Dextran Sulfate,
Potassium Sorbate, Caprylic/Capric Triglyceride, Sorbitan Laurate, Squalane, Hydrogenated Lecithin,
Viscum Album (Mistletoe) Fruit Extract, Ceramide 3, Hydroxyethylcellulose, Acetyl Dipeptide-1 Cetyl
Ester, Sodium Citrate, Citric Acid, Prunus Persica (Peach) Flower Extract



PRESTIGE CAVIAR ESSENTIAL BARRIER EYE CREAM  
dimethicone cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:70 519 -0 0 1

Route  of Adminis tration TOPICAL

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

DIMETHICO NE (UNII: 9 2RU3N3Y1O) (DIMETHICONE - UNII:9 2RU3N3Y1O) DIMETHICONE 1.5 mg  in 30  mL

Inactive Ingredients
Ingredient Name Strength

CAVIAR, UNSPECIFIED (UNII: 0 20 K6 HLU0 O)  



PETRO LATUM (UNII: 4T6 H12BN9 U)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

SHEA BUTTER (UNII: K49 155WL9 Y)  

CERESIN (UNII: Q1LS2UJO3A)  

PHENYL TRIMETHICO NE (UNII: DR0 K5NOJ4R)  

WATER (UNII: 0 59 QF0 KO0 R)  

PO LYGLYCERYL-2  DIPO LYHYDRO XYSTEARATE (UNII: 9 229 XJ4V12)  

CETYL PEG/PPG-10 /1 DIMETHICO NE ( HLB 2 )  (UNII: V2W71V8 T0 X)  

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

NIACINAMIDE (UNII: 25X51I8 RD4)  

PENTYLENE GLYCO L (UNII: 50 C130 7PZG)  

YELLO W WAX (UNII: 2ZA36 H0 S2V)  

SO DIUM CHLO RIDE (UNII: 451W47IQ8 X)  

1,2 -HEXANEDIO L (UNII: TR0 46 Y3K1G)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

12 -HYDRO XYSTEARIC ACID (UNII: 9 33ANU3H2S)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

EDETATE DISO DIUM (UNII: 7FLD9 1C8 6 K)  

ADENO SINE (UNII: K72T3FS56 7)  

FERRO SO FERRIC O XIDE (UNII: XM0 M8 7F357)  

SO DIUM BENZO ATE (UNII: OJ245FE5EU)  

LEDISMASE (UNII: 0 78 6 H5RV0 T)  

SO Y PRO TEIN (UNII: R44IWB3RN5)  

HYDRO GENATED DIDECENE (UNII: 0 48 B9 8 MT5O)  

SACCHARIDE ISO MERATE (UNII: W8 K377W9 8 I)  

PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  

MEDIUM-CHAIN TRIGLYCERIDES  (UNII: C9 H2L21V7U)  

SO RBITAN MO NO LAURATE (UNII: 6 W9 PS8 B71J)  

SQ UALANE (UNII: GW8 9 575KF9 )  

HYDRO GENATED SO YBEAN LECITHIN (UNII: H110 9 Z9 J4N)  

VISCUM ALBUM FRUIT (UNII: P8 3EQ521R3)  

CERAMIDE NP (UNII: 4370 DF0 50 B)  

HYDRO XYETHYL CELLULO SE ( 10 0  MPA.S AT 2 %)  (UNII: R33S7TK2EP)  

ACETYL TYRO SYLARGININE CETYL ESTER (UNII: 3M7W78 X5IR)  

SO DIUM CITRATE, UNSPECIFIED FO RM (UNII: 1Q73Q2JULR)  

CITRIC ACID MO NO HYDRATE (UNII: 29 6 8 PHW8 QP)  

PRUNUS PERSICA FLO WER (UNII: 19 GWB0 JENH)  

Packaging

# Item Code Package Description Marketing  Start
Date Marketing  End Date

1 NDC:70 519 -0 0 1-
0 2 1 in 1 PACKAGE 0 6 /27/20 17

1 NDC:70 519 -0 0 1-0 1 30  mL in 1 CONTAINER; Type 0 : No t a  Co mbinatio n
Pro duct

Marketing Information



FW1 R&D_Branch

Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date
OTC mo no graph fina l part347 0 6 /27/20 17

Labeler - FW1 R&D_Branch (689605458)

Registrant - FW1 R&D_Branch (689605458)

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

Co smax, Inc 6 8 9 0 49 6 9 3 manufacture(70 519 -0 0 1)

 Revised: 6/2017
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