
ESIKA  SILK SKIN- octinoxate and titanium dioxide powder  
Ventura International LTD
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.

----------

ēs ika
Drug Facts

Active Ingredients
Octinoxate (2%), Titanium Dioxide (4.43%)

Purpose
Sunscreen

Uses
Helps prevent sunburn.
Higher SPF gives more sunburn protection.
Provides minimum protection against sunburn

Warnings
For external use only

When using this product keep out of eyes. Rinse with water to remove.

Stop use and ask a doctor if rash and irritation develops and lasts.

Children under 6 months of age: ask a doctor.

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

Directions
Apply smootly every morning before sun exposure and as needed.
Sun protection product.

Other information
Sun alert: Limiting sun exposure, wearing protective clothing, and using sunscreens may reduce the
risk of skin aging, skin cancer, and other harmful effects of the sun.

Inactive ingredients
Talc, zea mays starch( zea mays (corn) starch), calcium carbonate, silica, zinc stearate, paraffinum
liquidum (mineral oil), CI 77019 (mica), dimethicone/methicone copolymer, octyldodecanol, alumina,
methylparaben, propylparaben, microcristallina cera (microcrystalline wax), petrolatum, phospholipids,
polyethylene, cholesterol, polyglyceryl-2 dipolyhydroxystearate, copernicia cerifera cera (copernicia
cerifera (carnauba) wax), candelilla cera (euphorbia cerifera (candelilla) wax), cera alba (beeswax),



cetearyl glucoside, cetearyl alcohol, glycosphingolipids. May contain: CI 77491 (iron oxides), CI
77492 (iron oxides), CI 77499 (iron oxides).

PRINCIPAL DISPLAY PANEL - 15 g Carton
ēs ika
Silk Skin
Face Powder SPF 9
15 g e (.53 oz.)





ESIKA   SILK SKIN 
octinoxate and titanium dioxide powder

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:1478 3-30 2

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 0 .0 2 g  in 1 g

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNII:15FIX9 V2JP) TITANIUM DIOXIDE 0 .0 44 g  in 1 g

Inactive Ingredients
Ingredient Name Strength

TALC (UNII: 7SEV7J4R1U)  

STARCH, CO RN (UNII: O8 232NY3SJ)  

CALCIUM CARBO NATE (UNII: H0 G9 379 FGK)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

ZINC STEARATE (UNII: H9 2E6 QA4FV)  

MINERAL O IL (UNII: T5L8 T28 FGP)  

MICA (UNII: V8 A1AW0 8 8 0 )  

O CTYLDO DECANO L (UNII: 46 1N1O6 14Y)  

ALUMINUM O XIDE (UNII: LMI26 O6 9 33)  

METHYLPARABEN (UNII: A2I8 C7HI9 T)  

PRO PYLPARABEN (UNII: Z8 IX2SC1OH)  

MICRO CRYSTALLINE WAX (UNII: XOF59 7Q3KY)  

PETRO LATUM (UNII: 4T6 H12BN9 U)  

CHO LESTERO L (UNII: 9 7C5T2UQ7J)  

CARNAUBA WAX (UNII: R12CBM0 EIZ)  

CANDELILLA WAX (UNII: WL0 328 HX19 )  

YELLO W WAX (UNII: 2ZA36 H0 S2V)  

CETEARYL GLUCO SIDE (UNII: 0 9 FUA47KNA)  

CETO STEARYL ALCO HO L (UNII: 2DMT128 M1S)  

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:1478 3-30 2-0 2 1 in 1 BOX

1 NDC:1478 3-30 2-0 1 15 g in 1 JAR

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

OTC MONOGRAPH NOT FINAL part352 0 6 /0 1/20 11

Labeler - Ventura International LT D (603192787)

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



Ventura International LTD

Bel Star S.A. (Co lo mbia) 8 8 0 16 0 19 7 MANUFACTURE

 Revised: 5/2011
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