
LAPCOS FRESH DAILY SUN- octinoxate, octisalate cream  
LAP CO.,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.

----------

ACTIVE INGREDIENT
Active ingredients: Ethylhexyl Methoxycinnamate 7.0%, Ethylhexyl Salicylate 4.5%

INACTIVE INGREDIENT
Inactive ingredients: Water,Glycerin,Dicaprylyl Carbonate,Butyl Methoxydibenzoylmethane,Alcohol
Denat.,Aloe Barbadensis Leaf Water,Water,Calendula Officinalis Flower Extract,Gentiana Lutea Root
Extract,Achillea Millefolium Extract,Artemisia Absinthium Extract,Arnica Montana Flower
Extract,Silica,Glyceryl Stearate,PEG-100 Stearate,Triceteareth-4 Phosphate,Glycol Stearate,PEG-2
Stearate,Glyceryl Caprylate,Tromethamine,Polyacrylate-13,Caprylyl
Glycol,Polyisobutene,Acrylates/C10-30 Alkyl Acrylate Crosspolymer,Polysorbate 20,Caprylic/Capric
Triglyceride,Lecithin,Cetearyl Alcohol,Carbomer,Alcohol,Disodium
EDTA,Phenoxyethanol,Potassium Sorbate,Fragrance(Parfum)

PURPOSE
Purpose: Sunscreen

WARNINGS
Warnings: For external use only Avoid contact with eyes. Discontinue use if signs of irritation or
rashes appear. Replace the cap after use. Keep Out of Reach of Children

DESCRIPTION
Uses: - Helps prevent sunburn - Higher SPF gives more sun protection

Directions: - Apply generously and as needed. - Children under 6 months of age : Ask a doctor. -
Reapply as needed or after towel drying, swimming or sweating.

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL



LAPCOS FRESH DAILY SUN  
octinoxate, octisalate cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:71379 -0 10



LAP CO.,LTD

Route  of Adminis tration TOPICAL

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

O ctino xa te  (UNII: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51) Octino xate 3.50  g  in 50  mL

O ctisa la te  (UNII: 4X49 Y0 59 6 W) (OCTISALATE - UNII:4X49 Y0 59 6 W) Octisa la te 2.25 g  in 50  mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Glycerin  (UNII: PDC6 A3C0 OX)  

Packaging

# Item Code Package Description Marketing  Start
Date Marketing  End Date

1 NDC:71379 -0 10 -
0 2 1 in 1 CARTON 0 4/0 1/20 17

1 NDC:71379 -0 10 -0 1 50  mL in 1 CONTAINER; Type 0 : No t a  Co mbinatio n
Pro duct

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 0 4/0 1/20 17

Labeler - LAP CO.,LT D (689041115)

Registrant - LAP CO.,LT D (689041115)

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

LAP CO.,LTD 6 8 9 0 41115 re label(71379 -0 10 )

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

Co smax, Inc 6 8 9 0 49 6 9 3 manufacture(71379 -0 10 )
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