FRUIT OF THE EARTH SUN TOWN CITY ALOE VERA AFTER SUN WITH
LIDOCAINE HCL- lidocaine gel
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 Aloe Vera After Sun Gel with Lidocaine HCL

Active Ingredients
Lidocaine 0.8% (as Lidocaine HCI)

Purpose

External Analgesic

Uses

For the temporary relief of pain and itching associated with sunburn, minor burns, minor
cuts, scrapes, insect bites, and minor skin irritations.

Warnings

For External Use Only

[JDo not useJ]

in large quantities, particularly over raw surfaces or blistered areas

OWhen using this product[]

avoid contact with eyes. If contact occurs, rinse with water to remove.

[JStop use and ask a doctor if{]

» condition worsens ¢ symptoms persist for more than 7 days ¢ symptoms clear up and
occur again within a few days

[IKeep out of reach of children.[]

If swallowed, seek medical help or contact a Poison Control Center immediately.

Directions



e Adults and children 2 years of age and older: Apply to affected area not more than 3
to 4 times daily

e Children under 2 years of age: Ask a doctor.

[JOther information:

May stain some fabrics.

OInactive ingredients:

water, aloe barbadensis leaf juice, alcohol denat., propylene glycol, laureth-23, glycerin,
polysorbate 20, allantoin, carbomer, triethanolamine, menthyl lactate, disodium EDTA,
menthol, aleurites moluccarnus seed extract, carica papaya (papaya) fruit extract,
colocasia antiguorum root extract, mangifera indica (mango) fruit extract, passiflora
incarnata flower extract, plumeria acutifolia flower extract, psidium guajava fruit extract,
tocopheryl acetate, tocopherol, phenoxyethanol, benzyl alcohol, fragrance, Blue 1,
Yellow 5.



N2

SUN TOWN CITY"

COOLING
PAIN RELIEF

LIDOCAINE TOPICAL =
ANALGESIC GEL

SOOTHES IRRITATED SKIN =
PHTHALATE FREE =
PARABEN FREE'=

NET WT 8 OZ (227g)

- Ty
Fruit of the Earth

Welcome to Sun Town City™
from Fruit of the Earth?

We've got you covered with everythin
yuugwugd and nothing you dm'? .

An eﬂachve gel combining the cocling,

g protective properties of Aloe
"fm'u ond the anesthetic action of Lidocaine.
Provides cooling relief for sunburn,
miner burns, insect bites, skin irritatiens,
or windburned skin and 1|p:

Drug Facts

Active ingredient Purpase
Lidocaing 0,8% (&5 Lidocaing HCl) .. Extemal Analgesic
Uses For the temporary relief of pain and itching

associated with sunbum, minor burns, minor cuts,

Warnings

Far External Use Only

Do not use in quantities, particularly over raw

ﬂufmswniﬁhgu ;

When product avold contact with Im

It cmﬁﬁmur: ringe with water to

Shpmldukl#ﬁu%ﬂ;;mﬂﬂmmem
= symptoms persist for more symptoms
clear up and nccur again within a few ﬂ?;'w

Keep out of reach of children. If swallowed, seek medical
help or contact a Poison Controd Center immediately.

Hmldmmz of age and ojder: Apoly
[ ] 4
mﬂeﬁeﬂraamﬁmﬁhim.ﬂy
» Chikdren under 2 years of age: Ask a doctor.

Other information; May stain some fabrics,
Water, Noe Barhadensis Leaf Juice,

www.fote.com nﬁ‘_!ju

At FrltoftheCorth ¥ we pride ourselves
in being 100% American
owned and operated,

Follow, hng us in your photas:
Fruit of the Earth, Inc. @fate_uso

3325 W. Trinity Blve.
Grand Prairie, TX 75050 . 'i ’

*Ma porabens separately odded to preserve this produc!

JUILN
/

% 71661783645




Fiuitof the Earth ¢

N/A

UN TOWN CITY

/N3

COOLING
PAIN RELIEF

ITH LIDOCAINE HCL

UDOCAINE TOPICAL ANALGESIC GEL m
SOOTHES DRY, IRRITATED SKIN =
PHTHALATE FREE =

PARABEN FREE*m

NET WT 16 OZ (453 g)

%,

P

Welcome to Sun Town City™ from Fruit of the Earth®
We've got you covered with wurrl'hmg you want
and nothing you don't.
An offoctive gel combining the cooling, seething and
proteclive properties of Alos Vera and the anesthetic action of

Lidecaine. Provides cooling relief for sunburn, miner burns,
insect bites, skin irritatiens, or windburned skin and lips.

Drug Facts
Active ingredient
Lidocaine 0.8% (as Lidocaine HCI)

Uses For the temporary relief of pain and Hehing
agsociated with sunburn, minor burns, minor cuts, scrapes,
Insect bites, and minor skin Iritations.

Warnings

For Exiernal Use Only

Do not use in large quantities, particulardy over raw surfaces or
blistered araas

When using this product avoid contact with eyes. If contact
oceurs, ringe with waler to remove.

Stop use and ask a doctor if = condition worsens * symptoms
persist for more than 7 days = symploms dear up and ocowr
again within a few days

Keep out of reach of children, If swallowed, seek medical
help or contact a Poison Control Canter immediately,

nmmmungmm and okder: Apply to affected
. jii]
area not more than 3 tmg}iﬂy
 [Children under 2 years of age: Ask a doctor.
ﬂﬂwm May stain some fabrics.
s Waler, Ake Barbadensis Leal Juice,

Mnuhnl Demat, ni Glycol, Launeth-23, Glycerin, Pugtwm
20, Allantoin, ﬁamrru.r Triethanalamine, Ilunlnyr" Lactte, Disodum
EIJTA Menthol, Aleurites Moluccanus Seed Extract, Carica

I{PI ;Fl'uLtEuh'tt Colocasia mmmHmtEItmr:t
Hanglflral 3 (Mango) Frult Extract, Passiflora Incarnata Flower
EI'II'.‘t ?ﬂ;{‘mm; FIT:Mr a Pidium El.niinnlﬁ
wtract 8 t8, Tocopherol, Phemoxyethanol, Benz
All:nlml Fragrance, Blue 1, Yellow 5.

*No parobens separately added fo preserve this product

www.fote.com E@E

At ﬁl.lﬂhEul,h_jf- we pride ourselves in being
10025 American owned and operated.

Fruit of the Earth, Inc. Fﬂ”ﬂé;? “; in your photes:
3325 W. Trinity Blvd ete_usa

Grand Prairie, TX 75050 n ¥

71661783648'" 3

3

FRUIT OF THE EARTH SUN TOWN CITY ALOE VERA AFTER SUN WITH

LIDOCAINE HCL

lidocaine gel

Product Information
Product Type
Route of Administration TOPICAL

HUMAN OTC DRUG

Item Code (Source)

NDC:62217-070




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

LIDOCAINE (UNII: 98PI1200987) (LIDOCAINE - UNII:98P1200987) LIDOCAINE

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)
ALOE VERA LEAF (UNII: ZY81Z83H0X)
ALCOHOL (UNIl: 3K9958V90M)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
LAURETH-23 (UNIIl: N72LMW566G)
POLYSORBATE 20 (UNIl: 7T1F30V5YH)
GLYCERIN (UNIl: PDC6A3CO0X)
ALLANTOIN (UNII: 3445277G0Z)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
CARBOMER INTERPOLYMER TYPE A (55000 CPS) (UNIl: 59TL3WG5CO)
TROLAMINE (UNIl: 903K93S3TK)
MENTHYL LACTATE, (-)- (UNIl: 2BF9E65L7I)
BENZYL ALCOHOL (UNII: LKG8494WBH)
EDETATE DISODIUM (UNII: 7FLD91C86K)
MENTHOL (UNII: L7T10EIP3A)
.ALPHA.-TOCOPHEROL, DL- (UNIl: 7QWA1RIO01)
PLUMERIA RUBRA FLOWER (UNII: 8P7XXY759H)
MANGO (UNII: 1629I3NR86)
GUAVA (UNII: 74070D6VGO)
PAPAYA (UNIl: KU94FIY6)B)
PASSIFLORA INCARNATA FLOWER (UNII: K8F3G29S6Z)
COLOCASIA ESCULENTA ROOT (UNII: H7B71Q0GO0D)
ALEURITES MOLUCCANA SEED (UNII: J87W3E7VW)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C YELLOW NO. 5 (UNII: [753WB2F1M)

Packaging
# Item Code Package Description Marketing Start
Date
1 NDC:62217-070- 227 g in 1 BOTTLE; Type 0: Not a Combination 12/09/2019
80 Product
2 NDC:62217-070- 453 g in 1 BOTTLE; Type 0: Not a Combination 12/09/2019
68 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monograph not 13,9 12/09/2019

final

8mg inlg

Strength

Marketing End
Date

Marketing End
Date
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