
LEADERS SUNBUDDY DAILY MOISTURE SUNSCREEN- homosalate, octocrylene,
octisalate, avobenzone cream  
LEADERS COSMETICS 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 Ingredient: Homosalate 9.5%, Octocrylene 5.0%, Ethylhexyl Salicylate 4.5%, Butyl
Methoxydibenzoylmethane 3.0%

INACTIVE INGREDIENT
Inactive Ingredients: Water, Dipropylene Glycol, Glycerin, Niacinamide, Propanediol,
Dimethicone/Vinyl Dimethicone Crosspolymer, Hydrolyzed Wheat Protein/PVP Crosspolymer,
Argania SpinosaKernel Oil, Betula Alba Juice, Avena Sativa (Oat) Kernel Extract, Honey Extract,
Vanilla Tahitensis Fruit Extract, Portu laca Oleracea Extract, Caprylyl Methicone, Perlite, Dicaprylyl
Carbonate, Dimethicone, Glyceryl Stearate, PEG-100 Stearate, Ammonium Acryloyldimethyltaurate/VP
Copolymer, Cetearyl Glucoside, Hydroxyacetophenone, Panthenol, Tocopheryl Acetate, Sodium
Acrylate/Sodium Acryloyldimethyl Taurate Copolymer, Isohexadecane, Polysorbate 80, Dipotassium
Glycyrrhizate, Adenosine, Sorbitan Oleate, Isoceteth-10, Isoceteth-25, Sodium Phytate,
Ethylhexylglycerin, Butylene Glycol, 1,2-Hexanediol, Cetearyl Alcohol, Xanthan Gum, Disodium
EDTA, Phenoxyethanol, Potassium Sorbate, Fragrance(Parfum), Iron Oxides (CI 77492), Iron Oxides
(CI 77491), Iron Oxides (CI 77499)

PURPOSE
Purpose: Sunscreen

WARNINGS
Warning: 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 use 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.

Directions
Directions: Take an appropriate amount and apply thinly to the face and neck which is likely to be
exposed to UV rays at the final stage of skin care. Finish by tapping lightly. Apply liberally 15 min
before sun exposure. Reapply after 40min of swimming or sweating.
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homosalate, octocrylene, octisalate, avobenzone cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 9 424-58 0

Route  of Adminis tration TOPICAL

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

Ho mo sa la te  (UNII: V0 6 SV4M9 5S) (HOMOSALATE - UNII:V0 6 SV4M9 5S) Ho mo sala te 6 .6 5 g  in 70  mL

O cto crylene  (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM) Octo crylene 3.50  g  in 70  mL

O ctisa la te  (UNII: 4X49 Y0 59 6 W) (OCTISALATE - UNII:4X49 Y0 59 6 W) Octisa la te 3.15 g  in 70  mL

Avo benzo ne  (UNII: G6 3QQF2NOX) (AVOBENZONE - UNII:G6 3QQF2NOX) Avo benzo ne 2.10  g  in 70  mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Dipro pylene Glyco l  (UNII: E10 7L8 5C40 )  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 9 424-58 0 -0 2 1 in 1 CARTON 0 2/10 /20 17

1 NDC:6 9 424-58 0 -0 1 70  mL in 1 TUBE; 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 2/10 /20 17

Labeler - LEADERS COSMET ICS CO.,LT D. (689524929)

Registrant - LEADERS COSMET ICS CO.,LT D. (689524929)

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

LEADERS COSMETICS CO.,LTD. 6 8 9 5249 29 re label(6 9 424-58 0 )

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

LEADERS COSMETICS CO.,LTD. 6 8 9 8 51373 manufacture(6 9 424-58 0 )
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