BURN JEL- lidocaine hydrochloride gel
Water-Jel Technologies

Burn Jel

Active ingredient
Lidocaine HCI 2.0 %

Purpose

External analgesic

Uses

for the temporary relief of pain associated with minor burns

Warnings

For external use only

Do not use
e on large areas of the body
e on broken, blistered or oozing skin

When using this product
e avoid contact with eyes

Stop use and ask a doctor if

e conditions worsens

e symptoms persist for more than 7 days

e condition clears up and occurs again within a few days

Keep out of the reach of children

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

Directions

e adults and children 2 years of age and older; apply to affected area not more than 3
to 4 times daily

e spread a thick even layer over affected skin

e children under 2 years of age: consult a doctor

Other information
e store at room temperature



e you may report a serious adverse reaction to this product to 800-275-3433

Inactive ingredients

acrylates/C10-30 alkyl acrylate, carbomer, diazolidinyl urea, disodium EDTA, glycerin,
melaleuca alternifolia (tea tree) leaf oil, methylparaben, octoxynol-9, propylene glycol,
propylparaben, triethanolamine, water

Questions or comments?

1-800-275-3433 info@waterjel.com www.waterjel.com
Manufactered by Water-Jel Technologies, Inc., 50 Broad Street,
Carlstadt, NJ) 07072, USA
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Drug Facts (continued)
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BURNJEL

EXTERNAL ANALGESIC

GONTAINS
PAIN RELIEVING
LIDOCAINE HCL 2%

= Active Ingredient: Lidocaine HGL 2%

Il'l‘lll 2RERER 'II"I' Bh :..Er..'l'l'nf....‘l..'l.'. 55

* For Fast Relief of Minor Bums
* Gools and Soothes

Drug Facts

Hses for the temporary relief of pain
associated with minor burns

Warnings For external use only
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W on broken, blisterad or oozing skin
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Drug Facls

Active ingredient Purpose
Lidocane 29 HCI Extemal analgesic

Uses
far te ternparary relief of pain associated with minor burns

Warnings For external use only

Donotuse

mon lage areas of the body mon broken, blistered or 0ozing Skin
When using this product awid contact with e eyes

Stop use and ask a doctor if mcondition worsens msymptoms
persist for mare than 7 days msymptoms clear up and ocour
again within a few days

Keep out of the reach of children. If swallowed, get medical
helpar contact a Poison Control Center right away.

Directionswadults end childien 2 years of age end older:
apply to affected area not more than 34 times dailymspread

athick even layer over affected skin mchildren under 2 years:
consult adoctor

Other informationm store a rmom temﬂerature
m yO0U may report serious adverse reaction to this product to
1-500-275-3433

fnactive fnqredients acrylates/C10 30 alkyl scrylats,
carbomer, diazdlidinyl urea, discdium EDTA, glycann, melabuwca
altarnifolia teatree\ﬂleaf ail, methylparaban octoxynol-9,
propylars gl\acnl pn:\p\,flparat:en triethanolamins, watar
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Contains Pain Relieving
Lidocaine 2% HCl
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P Fast Pain Relief P Cools & Soothes
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Drug Facts

Active Ingredient Purpose
Lidocaing 2% HZl External analgesic

Uses
forthe tempo rary relief of pain associated with minor burms

Warnings For external use only

Do not use

m O [arde areas of the body

mon broken, blistered or oozing skin

When using this preduct awid contact with the eyes
Stop use and ask a doctor if

| condition worsens @ symptoms persist for more than 7
days m symptoms clear Up and occur again within a few
days

Keep out of the reach of children. If swallowed, get me-
dical help or contact & Poison Control Center right away

L

Directionsm adults and children 2 years of age and
older: apply to affected area not more than 3-4 times daily
m spread a thick even layer over affected skinm children
under 2 years: consult a doctor

WATER-JEL

vjel
EXTERNAL ANALGESIC

Contains Pain Relieving
Lidocaine 2% HCl

Other Informationa store at room ternperature
W OU may report serious adverse reaction to this product
t0 1-800-275-3433

inactive Ingredients acrylates/C10-30 alkyl
acryiate, carbormer, diazolidinyl urea, disodium ECTA,
glycerin, melaleuca altemifolia (tea tree) leaf oil,
methylparaben, octoxynol-9, propylene glycol,
propyliparaben, tristhanolamine, water

Questions or comments?
18002753433 minfo@waterel com mww waterjel com
Manufactered by Water-Jel Technologies, Inc., 50 Broad Street,

Carlstadt, NJ 07072, USA | I | | | I I |”
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BURN JEL

lidocaine hydrochloride gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:59898-200

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LIDOCAINE HYDROCHLORIDE (UNIl: V13007Z41A) (LIDOCAINE - LIDOCAINE HYDROCHLORIDE 2g
UNII:98P1200987) ANHYDROUS in 100 mL

Inactive Ingredients
Ingredient Name Strength
CARBOMER HOMOPOLYMER TYPE C (UNII: 4Q93RCW27E)
GLYCERIN (UNII: PDC6A3C00OX)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
METHYLPARABEN (UNII: A2I8C7HI9T)




TEA TREE OIL (UNII: VIF565UC2G)

DIAZOLIDINYL UREA (UNII: H5RIZ3MPW4)

TROLAMINE (UNIl: 903K93S3TK)

OCTOXYNOL-9 (UNII: 7JPC6Y25QS)

CARBOMER HOMOPOLYMER TYPE B (UNIl: HHT01Z NK31)
PROPYLPARABEN (UNII: Z8IX2SC10H)

EDETATE DISODIUM (UNII: 7FLD91C86K)

Packaging

#

Item Code

NDC:59898-
200-13

NDC:59898-
200-12

NDC:59898-
200-16

NDC:59898-
200-11

NDC:59898-
200-10

NDC:59898-
200-17

NDC:59898-
200-35

NDC:59898-
200-15

NDC:59898-
200-49

Package Description

24 in 1 CARTON

118 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

6 in 1 BOX

3.5 mL in 1 PACKET; Type 0: Not a Combination
Product

24 in 1 CARTON

59 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

1728 in 1 CARTON

3.5 mL in 1 PACKET; Type 0: Not a Combination
Product

3.5 mL in 1 PACKET; Type 0: Not a Combination
Product

25in 1 BOX

3.5 mL in 1 PACKET; Type 0: Not a Combination
Product

10 in 1 KIT

3.5 mL in 1 PACKET; Type 0: Not a Combination
Product

Marketing Information

Marketing Start
Date

04/17/2010

04/17/2010

04/17/2010

04/17/2010

04/17/2010

04/17/2010

04/17/2010

Marketing
Category

OTC Monograph Drug MO017

Application Number or Monograph
Citation

Labeler - waterjel Technologies (155522589)

Establishment
Name Address ID/FEI
Water-Jel Technologies 155522589

Marketing Start
Date

04/17/2010

Marketing End
Date

Marketing End
Date

Business Operations

manufacture(59898-200)
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