LUBRICAINE- lidocaine 4% gel
ESBA LABORATORIES INC.

LUBRICAINE

Active Ingredient

Lidocaine 4% w/w

Purpose

Topical Anesthetic

Uses

For the temporary relief of pain and itching

Warnings

For external use only.

When using this product

e do not use in or near the eye

e do not use in large quantities, particularly over raw surfaces or blistered areas
e do not exceed recommended dosage unless directed by a doctor

Stop use and ask a doctor if
e allergic reaction occurs

e condition worsens or does not improve within seven days
e symptoms clear up and return within a few days

e you notice any unusual effects

Keep out of the reach of children

If swallowed, get medical help or contact a Poison Control Center right away (1-800-222-
1222)

Directions

Adults and children 12 years and older: apply a fingertip amount (approximately 1 inch
strip) to affected area no more than 3 to 4 times a day

Other Information



e Store at room temperature 20-25 °C (68-77 °F)
e Tamper evident: do not use if foil under cap is damaged or mising.
e Child-Resistant Cap: push down and turn to open

Inactive Ingredients

Allantoin, Aloe Barbadensis Leaf Extract, Benzyl Alcohol, Citric Acid, Dehydroacetic Acid,
Dipotassium Glycyrrhizinate, Lactic Acid, Natural Flavors, Potassium Sorbate, Purified

W ater, Stevia Rebaudiana Extract, Vaccinium Macrocarpon (Cranberry) Fruit Extract,
Xanthan Gum.

Questions

Call toll-free in USA & Canada 800-677-9299 9 am to 5 pm Eastern Time M-F or visit
www.esbalabs.com

Lidocane 4% in an al naturd gel ( J NDC 6305-727-04
FREE OF . « Alcohol + Glycerin

@ f oy o Kuldons » Ponabierid W =7 ?s‘r (m‘ (X

"

= Artifcel coie, v of iragrance e
= Peirolpum dermgliimid A
+ Arsrnal peoducts

Lidocalag 4%.,.oorsrmnrrnrsnanness Topdeal Anteibatlc T
Use For temporary rellel of paln and lichlag.

Drug Facts :
Peeli - f @

For external mee caly. /
When wing ihls prodect & do not wse In or sear the epe

& do not uee b large guaniitles, particulurdy over raw 'j
suraces or Bllsoored srex & dx not enceed necommended f_/
deiage snles Seand by 3 docier. I_, -

Sa5p upk and ik 3 dsceed If @ sl MeR0Uon Socun — "\‘

# condizion worsens of doek mot improve wishin prven e % Lidocoine 4%
diyi @ iymplom < o 56d retirn within 3 few dins
® pou nadloe any enupsdl effect

Epox s mesuesiza s | Topical Anesthetic Gel
Jmyy [ 1-B00-22T-1212).

Divections C n
& Adubts snd children 12 years snd aldery Jpgly 3 J i FH.'.II Gﬁd |1"-‘Ch|l"lg

Magerilp amount {(approximately | Inch strip) ta O dall botamical moistunzers
allfected area no more ithan ¥ to 4 tleees 2 day. 3

Other Information 2 cptirmd pH to alrminate odor
LE BO-255C [GA-TFFF]. C i

 TamposEutdoms o mc e Il e cap & bk o e, Q water based - non staning

® Child-Reslseas Cap: push down and 1wrm 1o open.

Lacels Agid, Magural F‘lnnﬂ. Potaidlem Serbate™,
Parilled Waser, Sorvia Rabosdlang Exmacn®, Vacclaium

e e l"\ | , ORGANIC Aloe Vera
?gg?mm: 'C.lrud-l 800-677-9299 \ i M'Fi:’ E:?gﬁ?g;
'M“ﬂmwﬂﬂﬂﬂ of Licorice
= Ehoaior s il T Fintndl prindie purtis v mil il oyl
[Ty FLEF TS rgEne Seevis papact

i Maode with Organic Ingredients
| ESBA Labs Inc.
T e AR

..... 4 Oz (N3 grams)

LUBRICAINE

lidocaine 4% gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:63135-727




Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
LIDOCAINE (UNII: 98P1200987) (LIDOCAINE - UNII:98P1200987)

Inactive Ingredients

Ingredient Name
LACTIC ACID, DL- (UNIl: 3B8D35Y75S4)
GLYCYRRHIZINATE DIPOTASSIUM (UNII: CA2YOFE3FX)
STEVIA REBAUDIUNA LEAF (UNIl: 6TC6NN0876)
POTASSIUM SORBATE (UNII: 1VPU26JZZ4)
BENZYL ALCOHOL (UNII: LKG8494WBH)
DEHYDROACETIC ACID (UNII: 2KAG279R6R)
VANILLA (UNIl: Q74T35078H)
ALOE VERA LEAF (UNIIl: ZY81Z83H0X)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
XANTHAN GUM (UNII: TTV12P4NEE)
CRANBERRY (UNIl: 0MVO31Q3QS)
ALLANTOIN (UNII: 3445277G0Z)

Packaging
# Item Code Package Description

1 04 Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
OTC Monograph Drug MO017

Labeler - EsBA LABORATORIES INC. (963303490)

Registrant - £sBA LABORATORIES INC. (963303490)

Revised: 9/2024

NDC:63135-727- 113 g in 1 TUBE; Type 0: Not a Combination

Basis of Strength Strength

LIDOCAINE 49 inl100g
Strength
3.5g in100g
1g in100g
1g in100g
0.5g in100g

0.54 g in100 g
0.06 g in 100 g
1g in100g
0.5g in100g
0.3g in100g
39 in100g
59 in100g
0.49g in100g

Marketing Start Marketing End
Date Date

09/03/2019

Marketing Start Marketing End
Date Date

09/03/2019

ESBA LABORATORIES INC.



	LUBRICAINE
	Active Ingredient
	Purpose
	Uses
	Warnings
	When using this product
	Stop use and ask a doctor if
	Keep out of the reach of children
	Directions
	Other Information
	Inactive Ingredients
	Questions

