
SUN DEFEATED SUNSCREEN - avobenzone, octocrylene, oxybenzone, octisalate lotion  
Miss ion
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 :                                                               Purpose:
Avobenzone (3.0%)..............................................................Sunscreen

Octocrylene (7.0%)...............................................................Sunscreen

Oxybenzone (4.0%)...............................................................Sunscreen

Octisalate (8.0%)...................................................................Sunscreen

Medium UVB sunburn/UVA protection
For skin highly sensitive to sunburn
Retains SPF after 80 minutes of activity

Warnings: FOR EXTERNAL USE ONLY

UV exposure from the sun increases the risk of skin cancer, premature skin aging, and other skin
damage. It is important to decrease UV exposure by limiting time in the sun, wearing protective
clothing, and using sunscreen. 

When using this product keep out of eyes. Rinse with water to remove. Do not puncture or
incinerate. Contents under pressure. Do not store at temperatures above 120 deg F.
Stop use and ask a doctor if skin rash occurs.
Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center
right away.

Directions:  Apply liberally before sun exposure. Apply and reapply, as directed to avoid lowering
protection. Reapply after 80 minutes of swimming or sweating and after towel drying. Otherwise
reapply at least every two hours. Children under 6 months: ask a doctor.

Aqua (Deionized Water), Glyceryl Stearate, Isopropyl Palmitate, Stearic Acid, PEG 100 Stearate, C 12-
15 Alkyl Benzoate, Acrylates/C12-22 Alkylmethacrylates Copolymer, Sorbitol, Marshmallow Extract,
Ivy Extract, Cucumber Extract, Elder Flower, Arnica Extract, Tocopheryl Acetate, Acrylates
Copolymer, Cetyl Alcohol, Dimethicone, VP/Hexadecene Copolymer, Aloe Barbadenis Leaf Juice,
Triethanolamine, Acrylates/C10-30 Alkyl Acrylate Crosspolymer, EDTA, Phenoxyethanol,
Ethylhexylglycerin







SUN DEFEATED SUNSCREEN  
avobenzone, octocrylene, oxybenzone, octisalate lotion

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:5170 2-114

Route  of Adminis tration TOPICAL

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

Avo benzo ne  (UNII: G6 3QQF2NOX) (Avo benzo ne - UNII:G6 3QQF2NOX) Avo benzo ne 2.79  g  in 9 3 g

O cto crylene  (UNII: 5A6 8 WGF6 WM) (Octo crylene  - UNII:5A6 8 WGF6 WM) Octo crylene 6 .51 g  in 9 3 g

O xybenzo ne  (UNII: 9 5OOS7VE0 Y) (Oxybenzo ne - UNII:9 5OOS7VE0 Y) Oxybenzo ne 3.74 g  in 9 3 g

O ctisa la te  (UNII: 4X49 Y0 59 6 W) (Octisa la te  - UNII:4X49 Y0 59 6 W) Octisa la te 7.44 g  in 9 3 g

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

GLYCERYL MO NO STEARATE (UNII: 230 OU9 XXE4)  

ISO PRO PYL PALMITATE (UNII: 8 CRQ2TH6 3M)  

STEARIC ACID (UNII: 4ELV7Z6 5AP)  

PEG-10 0  STEARATE (UNII: YD0 1N19 9 9 R)  

ALKYL ( C12 -15)  BENZO ATE (UNII: A9 EJ3J6 1HQ)  

SO RBITO L (UNII: 50 6 T6 0 A25R)  

ALTHAEA O FFICINALIS RO O T (UNII: TRW2FUF47H)  

HEDERA HELIX LEAF (UNII: ZP9 XFG71A7)  

CUCUMBER JUICE (UNII: 6 18 450 0 9 SP)  

SAMBUCUS NIGRA FLO WER (UNII: 0 7V4DX0 9 4T)  

ARNICA MO NTANA (UNII: O8 0 TY20 8 ZW)  

.ALPHA.-TO CO PHERO L ACETATE, D- (UNII: A7E6 112E4N)  

CARBO MER CO PO LYMER TYPE A (UNII: 71DD5V9 9 5L)  

CETYL ALCO HO L (UNII: 9 36 JST6 JCN)  

DIMETHICO NE (UNII: 9 2RU3N3Y1O)  

ALO E VERA LEAF (UNII: ZY8 1Z8 3H0 X)  

TRO LAMINE (UNII: 9 O3K9 3S3TK)  

EDETIC ACID (UNII: 9 G34HU7RV0 )  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:5170 2-114-0 2 1 in 1 BOX



Mission

1 NDC:5170 2-114-0 1 9 3 g 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 fina l part352 0 3/12/20 12
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