
FRUIT OF THE EARTH SPF 4 MOISTURIZING TANNING SUNSCREEN- octinoxate,
oxybenzone lotion  
Fruit of the Earth, Inc.
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.

----------

Fruit of the Earth, Inc. SPF 4 Mois turizing Tanning Sunscreen Lotion

Active ingredients
Octinoxate 2.0%, Oxybenzone 0.5%

Purpose
Sunscreen

Uses
• helps prevent sunburn • higher SPF gives more sunburn protection

Warnings
�For external use only
Do not use • on damaged or broken skin.

�When us ing this  product� keep out of eyes. Rinse with water to remove.

�Stop use and ask doctor if�
rash occurs.

�Keep out of reach of children. �If product is swallowed, get medical help right away.

Directions
apply liberally 15 minutes before sun exposure
use a water resistant sunscreen if swimming or sweating
reapply at least every 2 hours
children under 6 months: ask a doctor

Other information
• protect this product from excessive heat and direct sun 
• may stain or damage some fabrics, materials or surfaces

Inactive ingredients
water (aqua), C12-15 alkyl benzoate, PEG-8, cetearyl alcohol, acrylates/C12-22 alkyl methacrylate
copolymer, aloe barbadensis leaf juice, daucus corota sativa (carrot) root extract, arnica montana flower
extract, chamomilla recutita (matricaria) flower extract, germanium maculatum extract, cucumis sativus
(cucumber) fruit extract, euphrasia officinalis extract, tilia cordata flower extract, althaea officinalis
extract, yucca schidigera extract, dicetyl phosphate, ceteth-10 phosphate, tocopheryl acetate, sodium
ascorbyl phosphate, potassium cetyl phosphate, propylene glycol, acrylates/C10-30 alkyl acrylate



crosspolymer, hydrated silica, phenoxyethanol, potassium sorbate, caprylyl glycol, hexylene glycol,
triethanolamine, disodium EDTA, fragrance (parfum)

Questions  or comment?
Call toll free 1-800-527-7731

Fruit of the Earth, Inc. SPF 4 Mois turizing Tanning Sunscreen Lotion



FRUIT OF THE EARTH  SPF 4 MOISTURIZING TANNING SUNSCREEN 
octinoxate, oxybenzone lotion



Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 2217-0 11

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 20  mg  in 1 mL

O XYBENZO NE (UNII: 9 5OOS7VE0 Y) (OXYBENZONE - UNII:9 5OOS7VE0 Y) OXYBENZONE 5 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

YUCCA SCHIDIGERA (UNII: 0 8 A0 YG3VIC)  

CAPRYLYL GLYCO L (UNII: 0 0 YIU5438 U)  

PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  

HEXYLENE GLYCO L (UNII: KEH0 A3F75J)  

BUTYL ACRYLATE/C16 -C2 0  ALKYL METHACRYLATE/METHACRYLIC ACID/METHYL METHACRYLATE
CO PO LYMER (UNII: 7K6 8 DGG29 P)  

CETETH-10  PHO SPHATE (UNII: 4E0 5O5N49 G)  

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

SO DIUM ASCO RBYL PHO SPHATE (UNII: 8 36 SJG51DR)  

TILIA CO RDATA FLO WER (UNII: CFN6 G1F6 YK)  

CARBO MER INTERPO LYMER TYPE A ( ALLYL SUCRO SE CRO SSLINKED)  (UNII: 59 TL3WG5CO)  

EDETATE DISO DIUM ANHYDRO US  (UNII: 8 NLQ36 F6 MM)  

PRO PYLENE GLYCO L (UNII: 6 DC9 Q16 7V3)  

PO TASSIUM CETYL PHO SPHATE (UNII: 0 3KCY6 P7UT)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

TRO LAMINE (UNII: 9 O3K9 3S3TK)  

WATER (UNII: 0 59 QF0 KO0 R)  

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

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

PO LYETHYLENE GLYCO L 4 0 0  (UNII: B6 9 78 9 4SGQ)  

DIHEXADECYL PHO SPHATE (UNII: 2V6 E5WN9 9 N)  

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

HYDRATED SILICA (UNII: Y6 O7T4G8 P9 )  

CARRO T (UNII: L56 Z1JK48 B)  

ARNICA MO NTANA FLO WER (UNII: OZ0 E5Y15PZ)  

CHAMO MILE (UNII: FGL36 8 5T2X)  

CUCUMBER (UNII: YY7C30 VXJT)  

EUPHRASIA STRICTA (UNII: C9 6 42I9 1WL)  

ALTHAEA O FFICINALIS RO O T (UNII: TRW2FUF47H)  

GERANIUM MACULATUM RO O T (UNII: 9 3IXI5B6 OJ)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 2217-0 11-0 3 8 8  mL in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 5/16 /20 17



Fruit of the Earth, Inc.

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 5/16 /20 17

Labeler - Fruit of the Earth, Inc. (079559467)

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

Fruit Of The Earth Research Labo ra to ries, Inc . 0 0 8 19 3513 manufacture(6 2217-0 11)

 Revised: 8/2017
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