FRUIT OF THE EARTH SUN TOWN CITY SPF 50 ZINC SUNSCREEN- octocrylene,
zinc oxide 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 Sun Town City SPF 50 Zinc Sunscreen

Active ingredients
Zinc Oxide 5.0%, Octocrylene 4.0%

Purpose

Sunscreen

Uses

* helps prevent sunburn ¢ if used as directed with other sun protection measures (see
[IDirections), decreases the risk of skin cancer and early skin aging caused by the sun

[JWarnings

For external use only

[lDo not use []

* on damaged or broken skin.

OWhen using this product[]

» keep out of eyes. Rinse with water to remove.

[JStop use and ask a doctor if{]

e rash occurs.

[IKeep 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:

* after 80 minutes of swimming or sweating
* immediately after towel drying

* at least every 2 hours

e Children under 6 months of age: Ask a doctor

e 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 value of 15 or higher and other sun protection measures
including:

* limit time in the sun, especially from 10 a.m.-2 p.m.

» wear long-sleeved shirts, pants, hats, and sunglasses

[JOther information
e protect the product in this container from excessive heat and direct sun
e may stain or damage some fabrics, materials or surfaces

OInactive ingredients

water, ethylhexyl stearate, disopropyl adipate, cetyl dimethicone, cetyl PEG/PPG-10/1
dimethicone, hydrogenated castor oil, polyglyceryl-4 isostearate, hexyl laurate, beeswakx,
isohexadecane, phenoxyethanol, silica, ethylhexylglycerin, triethoxycaprylylsilane,
dimethicone, sodium chloride, disodium EDTA, aloe barbadensis leaf powder, sodium
ascorbyl phosphate, tocopherol, fragrance.



<
Fruit of the Earth ¥

NA

SUN TOWN CITY"

Z/\}

\ .

S

1FL Oz 9.6 mL) -

.,

Welsema b8 Sun Tewn City™ Irem Fruit of the Earih®
' ot e corered = g e weed e rotheg P den't

Farsbes & Fhshalate fren®

Hid e b i g D plidvn s B Cutindiata’

YL PR T S IF ST O) ST S T —
Trs B ) Ding Bomnirean =% pher =0 gl -tol meborirg pesca e tr—diragrg
el e ageng LIALYE e Vimemony | oand bl qaemdsnt brna cnabaaly. Dol e o
e, e e S ek b el

Dvug Facts
ST

DT = Seign provect b © 2 oid 0 Srecied e cher i
SrENET Sy | Dewcipnr dwcremin) B ik o we pop

e gl o g Chesl B

Warniegs

Tor el o onlly

Bu b i =~ F 10 il O Bt P

Wi s it el ¢ 0387 D00 T P T T8
$top wee ef 2k & doctor M = ragh oo,
i:-'pﬂld'i'l:i'ﬁ':ﬁ""u analoers ;r‘:.r"dr.‘ 'it r wrla! 1
Faaer Corbof Do gt mam,

ervctions
= gl el th montn Bt o mseme
= Ry

+ W ) P D ey g

v =g e AP el B g

]
= Crilone oo § mreeg of Bt g coae
= fas Frotction Mitidwreh, Soovig 150 £ B A Fohels v i
of i crroe o el par agng, 1o decrenae P s, meguby L 1
Raregr i y Benad Specinem 5 el of 15 o e o] e e
ST Shinrr Adlladeg

= it Lk 8 O s, migacially o 0 e - F B,

WS [CPGetiey e (A Fat wed Ergiee

= pEUDI] Pal Priskl o Tl COPTI P b ticiel b i ] 1

= iy piEn o STmigE sore e aeerah. x ertici

inactive iInpreciesdy  ere el dEREL Saoed KO
aorsll Ao cofel MR deelerd Syerapewed tmie 3l
bl eraaEs cwryl Bare Seersm mctaridecse

B thhmﬂ' tripfcaeoigriblidy deetora
el i T ] S ]
sttt Bl R

Denitiond o commints T
Call il i 1-B0C-0- TP

N T A T e B T
Ct— -

wrorw fute com =
A Podi! B L F e et vt s bevirg
LI Amrcan, pernedl ard sparaied
P ol vl i, By Wiy Bl
HE19 . By Bl L

FT1661

o

el Wil b

i I moese o age- iy ooty o Sem Fratection Meagerer,
B St SPF vl of U o Pl B Ot Dottt b

Somncing frea P P W Persie war gk O g e i iy ki gy
rokeing e i e e, ipcaaty bom 1M, - P, wea

BROAD SPECTRUM
SPFSOTINC

SUNSCREEN

o |

ot X
& imbiing, mmadansty 3T e .#'mm.mum
Bhig.fuk, oty oae
w-nmn;

FRUIT OF THE EARTH SUN TOWN CITY SPF 50 ZINC SUNSCREEN

octocrylene, zinc oxide lotion

Product Information




Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:62217-075

Ingredient Name Basis of Strength Strength

OCTOCRYLENE (UNIl: 5A68WGF6\WM) (OCTOCRYLENE - UNII:5A68WGF6WM) OCTOCRYLENE
ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE

Inactive Ingredients

Ingredient Name
ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)
ALOE VERA LEAF (UNII: ZY81Z83H0X)
EDETATE DISODIUM (UNIl: 7FLD91C86K)
DIISOPROPYL ADIPATE (UNII: P7E6YFV72X)
POLYGLYCERYL-4 ISOSTEARATE (UNII: 820DPX33S7)
HEXYL LAURATE (UNIl: 4CG9FOWO01Q)
CETYL DIMETHICONE 25 (UNIl: U4AS1BWAZB)
CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNII: 035)K]76MT)
WHITE WAX (UNII: 7G1J5DA97F)
DIMETHICONE (UNII: 92RU3N3Y10)
ISOHEXADECANE (UNII: 918X10UF1E)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
ETHYLHEXYL STEARATE (UNIl: EG3PA2K3K5)
HYDROGENATED CASTOR OIL (UNIIl: ZF94APSMEY)
SODIUM ASCORBYL PHOSPHATE (UNII: 8365)G51DR)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
.ALPHA.-TOCOPHEROL, DL- (UNIl: 7QWA1RIO01)
TRIETHOXYCAPRYLYLSILANE (UNII: LDC331PO0S8E)
WATER (UNIl: 059QFOKOOR)

Packaging
# Rem Code Package Description Marketing Start
Date
1 NDC:02217-075 4 i 1 carTON 01/20/2020
1 NDC:62217-075- 29.6 mL in 1 JAR; Type 0: Not a Combination
42 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monagraph not 355 01/20/2020

final

40 mg in 1 mL
50 mg inl1mL

Strength

Marketing End
Date

Marketing End
Date



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

Revised: 7/2021 Fruit of the Earth, Inc.
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