MEILJER - avobenzone, octocrylene, oxybenzone lotion
Energizer Personal Care LL.C

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

Active Ingredients

Avobenzone 0.5%
Octocrylene 2.0%
Oxybenzone 1.5%

Purpose

Sunscreen

Uses

Helps prevent sunburn

Warnings

Skin Cancer/Skin Aging Alert: Spending time in the sunincreases your risk of skin cancer and early
skin aging. This product has been shown only to prevent sunburn, not skin cancer or early aging. For
external use only. Do notuse 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

if rash occurs

Keep out of reach of children

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

Directions
e apply liberally 15 minutes before sun exposure

reapply

after 80 minutes of swimming or sweating
immediately after towel drying

at least every 2 hours

children under 6 months of age: Ask a doctor

Other Information

Protect this product from excessive heat and direct sun. May stain some fabrics,



Inactive Ingredients

Water, Diisopropyl Adipate, Mineral Oil, Propylene Glycol, Petrolatum, Polyglyceryl-3
Methylglucose Distearate, Caprylyl Glycol, Cetyl Alcohol, Glyceryl Stearate, PEG-100 Stearate,
VP/Eicosene Copolymer, Acrylates/C10-30 Alkyl Acrylate Crosspolymer, Triethanolamine, Benzyl
Alcohol, Theobroma Cacao (Cocoa) Seed Butter, Butyrospermum Parkii (Shea) Butter, Cocos
Nucifera (Coconut) Oil, Glycine Soja (Soybean) Oil, Helianthus Annuus (Sunflower) Seed Oil,
Disodium EDTA, Camellia Sinensis Leaf Extract, PEG-8 Dimethicone, Aloe Barbadensis Leaf Juice
Powder, Daucus Carota Sativa (Carrot) Root Extract, Musa Sapientum (Banana) Fruit Extract,
Octyldodecanol, Retinyl Palmitate, Silica, Tocopheryl Acetate, Ascorbic Acid, Sodium
Propoxyhydroxypropyl Thiosulfate Silica, Phenoxyethanol, Methylparaben, Propylparaben, Fragrance.
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MEILJER
avobenzone, octocrylene, oxybenzone lotion
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:63354-028

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 0.5mL in 100 mL
O CTO CRYLENE (UNIl: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM) OCTOCRYLENE 2mL in 100 mL
OXYBENZONE (UNI: 9500S7VEQY) (OXYBENZONE - UNI:9500S7VEQY) OXYBENZONE 1.5 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNI: 059 QFOKOOR)

DIISOPROPYL ADIPATE (UNI: P7E6 YFV72X)
MINERAL OIL (UNI: T5L8 T28 FGP)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
PETROLATUM (UNIL: 4T6 HI2BN9 U)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)
CETYL ALCOHOL (UNIE: 936JST6JCN)
GLYCERYL MONOSTEARATE (UNIE: 230 0U9 XXE4)
PEG-100 STEARATE (UNIE: YDO IN1999R)
CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CRO SSLINKED) (UNIL: 59 TL3WG5CO)
TROLAMINE (UNIL: 903K93S3TK)

BENZYL ALCOHOL (UNI: LKG8494WBH)
COCOA BUTTER (UNI: 5120 YT1CRR)

SHEA BUTTER (UNIE: K49 155WL9Y)
COCONUT OIL (UNI: Q9L0O73W7L)
SOYBEAN OIL (UNI: 241ATL177A)

SUNFLO WER OIL (UNI: 3W1JG795YI)
EDETATE DISODIUM (UNIE: 7FLD9 1C86K)
GREEN TEA LEAF (UNI: W2ZUIRY8BO0)
PEG-8 DIMETHICO NE (UNI: GIA7T7640D)
ALOE VERA LEAF (UNI: ZY8 128 3H0 X)
CARROT (UNIL: L56 Z1JK48 B)

BANANA (UNIL: 4AJZ4765R9)
OCTYLDODECANOL (UNI: 46 IN106 14Y)
VITAMIN A PALMITATE (UNI: 1DIKONOVVC)
SILICO N DIO XIDE (UNI: ETJ7Z6 XBU4)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
ASCORBIC ACID (UNII: PQ6 CK8PDOR)
PHENO XYETHANOL (UNIL: HIE492ZZ3T)
METHYLPARABEN (UNIE: A218 C7HI9T)
PROPYLPARABEN (UNIL: Z8IX2SC10H)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:63354-028-57 295 mL in 1 BOTTLE

Marketing Information



Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 01/01/2012

Labeler - Energizer Personal Care LLC (021718141)

Revised: 1/2012 Energizer Personal Care LLC
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