MINERAL BASED SPF 50 SUNSCREEN:- zinc oxide, titanium dioxide stick
THE KROGER COMPANY

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.

SIMPLE TRUTH KIDS' MINERAL BASED STICK SPF 50 SUNSCREEN

Active ingredients
Titanium Dioxide 7.0%, Zinc Oxide 4.7%

Purpose

Sunscreen

Uses

¢ helps prevent sunburn

e if used as directed with other sun protection measures (see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun

Warnings

For external use only

Do notuse
e ondamaged 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 swallowed, get medical help or contact a Poison Control Center right away.

Directions

e apply liberally 15 minutes before sun exposure

e reapply:

o 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
Sun Protection Measures. Spending time in the sun increases your risk of skin cancer and early
skin aging. To decrease this risk, regularly use a sunscreen with a broad-spectrum SPF of 15 or
higher and other sun protection measures including:
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o limit time in the sun, especially from 10 a.m.-2 p.m.
o wear long-sleeve shirts, pants, hats, and sunglasses

Other information

e protect this product from excessive heat and direct sun
® may stain or damage some fabrics, materials or surfaces

Inactive ingredients

beeswax, butyloctyl salicylate, caprylyl glycol, cetyl alcohol, euphorbia cerifera (candelilla) wax,
isopropyl palmitate, isostearic acid, neopentyl glycol diethylhexanoate, ozokerite, paraffin, silica

Questions or comments?

Call toll free 1-800-632-6900
SIMPLE TRUTH KIDS' MINERAL BASED STICK SPF 50 SUNSCREEN

30142-881-67
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SIMPLE TRUTH KIDS' MINERAL BASED STICK SPF 50 SUNSCREEN BLISTER PACK

30142-881-68
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* PEDIATRICIAN TESTED
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Sunscreen

WITHZINC OXIDE + TITANIUM DIOXIDE

¢ water resistant @ HnTs) 3 UVA+UVB protection
% hypoallergenic »® reef-friendly ¢ won’t clog pores
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Drug Facts

Active ingredients Purpose
Titanium Dioxide 7.0%
Zinc Oxide 4.7% } Sunscreen

Uses e helps prevent sunburn e if used as directed with other sun protection measures
(see Directions), decreases the risk of skin cancer and early skin aging caused by the sun

Warnings

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

Directions
« 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
 Sun Protection Measures. Spending time in the sun increases your risk of skin
cancer and early skin aging. To decrease this risk, regularly use a sunscreen with a
broad-spectrum SPF of 15 or higher and other sun protection measures including:
o [imit time in the sun, especially from 10 a.m. - 2 p.m.
© wear long-sleeve shirts, pants, hats, and sunglasses

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

Inactive in

beeswax, butyloctyl salicylate, caprylyl glycol, catyl alcohol, suphorbia cerifera
(candelila) wax, isopropyl palmitate, isostearic acid, neopentyl glycol diethylhexanoate,
ozokerite, paraffin, silica

Questions or commenis?
Call foll free 1-800-632-6900
DISTRIBUTED BY THE KROGER CO., CINCINNATI, OHIO 45202
1SIMPLE TRUTH PRODUCTS THAT BEAR THE NON-GMO SEAL ARE PRODUCED WITHOUT /5
GENETICALLY ENGINEERED INGREDIENTS. &
*NO PARABENS SEPARATELY ADDED TO PRESERVE THIS PRODUCT REGvOLE
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This easy-on stick glides 3
on quickly without
a sticky residue to keep
active kids moving.
This hypoallergenic,
tear-free formula helps
you keep your kids’ skin
safe while they explore,
whether it’s the beach,
pool, park or any place
under the sun.
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QUALITY GUARANTEE
800-632-6900
SeE www.simpletruth.com

FOR A COMPLETE LIST OF INGREDIENTS
THIS PRODUCT IS FREE FROM.
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MINERAL BASED SPF 50 SUNSCREEN

zinc oxide, titanium dioxide stick

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP)

ZINC OXIDE (UNI: SOI2ZLOH547) (ZINC OXIDE - UNI:SOI2LOH54Z7)

Inactive Ingredients

Item Code (Source) NDC:30142-881

Basis of Strength  Strength
TITANIUMDIOXIDE 70 mg inlg
ZINC OXIDE 47mg inlg




Ingredient Name
ISOPROPYL PALMITATE (UNIl: 8CRQ2TH6 3M)
BUTYLOCTYL SALICYLATE (UNIL: 2EH13UN8 D3)
CETYL ALCOHOL (UNIL: 936JST6JCN)
CANDELILLA WAX (UNII: WL0328HX19)
NEOPENTYL GLYCOL DIETHYLHEXANOATE (UNIl: U68ZV6W62C)
CERESIN (UNIL: Q1LS2UJO3A)
YELLOW WAX (UNIL: 2ZA36H0S2V)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)
ISOSTEARIC ACID (UNII: X33R8U0062)
PARAFFIN (UNIL: ISO0E3H2ZE)
SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)

Packaging
# Item Code Package Description
1 21?030 142-881- i) | BLISTER PACK

13.3 g in 1 CONTAINER; Type 0: Nota Combination

1 NDC:30142-881-67
Product

Marketing Information

Marketing Category Application Number or Monograph Citation
OTC monograph not final part352

Labeler - THE KROGER COMPANY (006999528)

Registrant - Fruit Of The Earth, Inc. (079559467)

Establishment
Name Address ID/FEI
Fruit Of The Earth, Inc. 080086802

Revised: 5/2020

Strength

Marketing Start Date Marketing End Date

12/06/2018

Marketing Start Date Marketing End Date
12/06/2018

Business Operations
manufacture(30142-881)

THE KROGER COMPANY
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