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Active ingredients
Octinoxate 2.0%
Titanium Dioxide 3.5%

Purpose
Sunscreen

Uses
Helps prevent sunburn. Higher SPF gives more sunburn protection.

Warnings
For external use only.

When us ing this  product:
keep out of eyes. Rinse with water to remove.

Stop use and see a doctor
if rash or irritation develops and lasts.

Directions
Apply evenly before sun exposure. Children under 6 months of age: ask a doctor. Reapply as needed or
after towel drying, swimming or sweating.

Other Information
Moderate sun protection product. Sun alert: Limiting sun exposure, wearing protective clothing, and
using sunscreens may reduce the risks of skin aging, skin cancer, and other harmful effects of the sun.

Inactive ingredients :
WATER, (AQUA), DIMETHICONE, CYCLOPENTASILOXANE, PEG-4, ETHYLENE/ACRYLIC
ACID COPOLYMER, MYRISTYL LACTATE, TALC, HDI/TRIMETHYLOL HEXYLLACTONE



CROSSPOLYMER, ISODODECANE, ALCOHOL, CAPRYLYL DIMETHICONE ETHOXY
GLUCOSIDE, ISONONYL ISONONANOATE, CAPRYLYL GLYCOL, POTASSIUM SORBATE,
PHENOXYETHANOL, DISTEARDIMONIUM HECTORITE, STEAROYL INULIN, PEG-10
DIMETHICONE, HEXYLENE GLYCOL, DIMETHICONE/VINYL DIMETHICONE
CROSSPOLYMER, SILICA, CETYL DIMETHICONE, OCTADECENEDIOIC ACID, YEAST
AMINO ACIDS, UREA, ETHYLHEXYL PALMITATE, TRIETHOXYCAPRYLYLSILANE,
TAURINE, INOSITOL, TREHALOSE, BETAINE, LAURETH-4, SODIUM HYALURONATE,
SILICA DIMETHYL SILYLATE, BUTYLENE GLYCOL. MAY CONTAIN: MICA (CI 77019),
TITANIUM DIOXIDE (CI 77891), IRON OXIDES (CI 77491, CI 77492, CI 77499).
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octinoxate, titanium dioxide liquid

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:5138 6 -725

Route  of Adminis tration TOPICAL

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

O CTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51) OCTINOXATE 20  mg  in 1 mL

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNII:15FIX9 V2JP) TITANIUM DIOXIDE 35 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength



WATER (UNII: 0 59 QF0 KO0 R)  

DIMETHICO NE (UNII: 9 2RU3N3Y1O)  

CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

PO LYETHYLENE GLYCO L 2 0 0  (UNII: R9 5B8 J26 4J)  

ETHYLENE (UNII: 9 1GW0 59 KN7)  

MYRISTYL LACTATE (UNII: 1D8 22OC34X)  

TALC (UNII: 7SEV7J4R1U)  

HEXAMETHYLENE DIISO CYANATE (UNII: 0 I70 A3I1UF)  

ISO DO DECANE (UNII: A8 28 9 P6 8 Y2)  

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

ISO NO NYL ISO NO NANO ATE (UNII: S4V5BS6 GCX)  

CAPRYLYL GLYCO L (UNII: 0 0 YIU5438 U)  

PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

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

HEXYLENE GLYCO L (UNII: KEH0 A3F75J)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

O CTADECENEDIO IC ACID (UNII: 56 5ZMT5QRG)  

UREA (UNII: 8 W8 T178 47W)  

ETHYLHEXYL PALMITATE (UNII: 28 6 59 9 330 9 )  

TRIETHO XYCAPRYLYLSILANE (UNII: LDC331P0 8 E)  

TAURINE (UNII: 1EQV5MLY3D)  

INO SITO L (UNII: 4L6 452S749 )  

TREHALO SE (UNII: B8 WCK70 T7I)  

BETAINE (UNII: 3SCV18 0 C9 W)  

LAURETH-4  (UNII: 6 HQ8 5579 8 J)  

HYALURO NATE SO DIUM (UNII: YSE9 PPT4TH)  

SILICA DIMETHYL SILYLATE (UNII: EU2PSP0 G0 W)  

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

MICA (UNII: V8 A1AW0 8 8 0 )  

FERRIC O XIDE RED (UNII: 1K0 9 F3G6 75)  

FERRIC O XIDE YELLO W (UNII: EX438 O2MRT)  

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

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:5138 6 -725-0 0 1 in 1 CARTON

1 30  mL in 1 TUBE

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

OTC mo no graph no t fina l part352 12/12/20 13

Labeler - Napoleon Perdis  Cosmetics , Inc (023271316)
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