BURN RELIEF GEL- lidocaine hydrochloride gel
Cross Brands Contract Filling

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.

Coolest Burn Relief 160z
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Lidocaine Hydrochloride 0.5%

Purpose



Topical Anesthetic

Uses

"SKI

| Brug Facts

E Active ingrediests
| loride 0,

| Warnimgs r

| Gther warnings .

| eaming ¥

. By il a1 Lgn

¥e. Slop wee and sk 3
v, Prsgroanesy bresed- lmsding

| Keep oot af m.ar.':‘r of Ghildren. 1 s, gel matical hag

| Direciions e
| 1 orea. Repeal appd
Jaity) k

Inactive in?redmrrrs et T 5-30 dlpl gyl
| | I.II draz] II L

i Questions or commpnis?
| 1| E55manemnskl (B55=T32-6754) | warw.zealski.com

Crics Brands Cominach Fifag, LLE
¥ vt Pl B




“SKI
SaphSki™ Coolest Burn Ralief
soothes and cools bums, scrapes
skan entations and insect bites,
armulated with Lidocaine HEL
to @id in paim and itch reliat,

:Dru'y Facls

| Active fmgredients | Puopese
1 k | T |

Uses vt g, Helw 1 ek

| Warnimgs r I i.
| Other warnings riact with yes. Slop wee and sk 3

dncler ik L
| 11 5 . Prsgroarasy bra ped- lsding
| marming: b [ —haading, pe ¥
. 0 il sa 14 1 i Ealy orr 1

| Keep out of rﬁ.?n:‘r of childrem, 1 csair di# hay

| Direciions s i | o Iyl
daiy) @ L Chik

Inaciive fﬂ?ﬂ&ﬂ'.'ﬁ'ﬁfﬁ I 10-30 ey | |
| I I {gem iz, ol
| fim gl el beesy i1, Bloa .
I [t i} byiring it o
i | pal 125 b
I

Questions or commpnis?
1| E55manemnskl (B55=T32-6754) | warw.zealski.com

Criees Brands Comivact Fillng, LLC

Temporary relief of pain and itching. Helps to relieve and soothe pain from sunburn,
minor burns, skin irritations, scrapes, insect bites.

Warnings



For external use only

Other Warnings
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Avoid Contact with eyes.

Stop use and ask a doctor if:

condition worsens, or if symptoms persist for more than 7 days or clear up and occur
again within a few days.



Pregnancy/breast-feeding warning
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If pregnant or breast-feeding, as a health care professional before use.

Do not use

in large quantity, particularly over raw surfaces or areas with blisters.




Keep out of reach of children.
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If swallowed, get medical help or contact a Poison Control Center right away.
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Directions

Adults and children 2 years or older: apply generously to the burned area. Repeat
application as often as necessary (no more than four times daily) to further extinguish
pain. Children under 2 years of age: do not use, ask a doctor
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Inactive ingredients

acrylates/C1030 alkyl acrylate crosspolymer, alcohol denatured, algae extract, aloe
barbadensis leaf juice, butylene glycol, ehtylhexylglycerin, FD&C Blue No. 1, fragrance,
glycerin, menthyl lactate, PEG-40 hydrogenated castor oil, phenoxyethanol, polysorbate
20, PPG-26-butheth-26, simmondsia chinensis (jojoba) extract, triethanolamine, water.



Questions or comments?
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Call 855-sea-n-ski (855-732-6754) or visit www.seaNski.com
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BURN RELIEF GEL

lidocaine hydrochloride gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:73440-2161

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LIDOCAINE HYDROCHLORIDE (UNII: V13007Z41A) (LIDOCAINE - LIDOCAINE HYDROCHLORIDE 2.4123 g
UNII:98P1200987) ANHYDROUS in 482.46 g

Inactive Ingredients
Ingredient Name Strength
WATER (UNII: 059QFOKOOR) 436.1 g in 482.46 g

Product Characteristics

Color blue (Clear) Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description ISRl SR Rl e

Date Date

NDC:73440- 482.46 g in 1 BOTTLE; Type 0: Not a Combination

1 5161-1 Product 02/08/2021

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph not 13,9 02/08/2021

final

Labeler - cross Brands Contract Filling (117871824)

Establishment
Name Address ID/FEI Business Operations
Cross Brands Contract Filling 117871824 label(73440-2161) , manufacture(73440-2161) , pack(73440-2161)
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