DRAGON PAIN NUMBING ROLL-ON- lidocaine hydrochloride liquid
Genomma Lab USA

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.

Dragon® Pain Numbing Roll-On

Drug Facts

Active ingredient
Lidocaine HCI 4%

Purpose

Topical analgesic

Use
= For the temporary relief of pain

Warnings

For external use only

Do not use
= on large areas of the body, particularly over raw surfaces or blistered areas
= on wounds or damaged skin

When using this product

= use only as directed

avoid contact with eyes

do not apply tight bandages

do not apply a heating pad to treated skin
do not use in large quantities

Stop use and ask a doctor if
= condition worsens or symptoms persist for more than 7 days
= symptoms clear up and occur again within a few days

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children to avoid accidental ingestion. If swallowed, get
medical help or contact a Poison Control Center immmediately.

Directions



= use only as directed

= adults and children 12 years of age and older: apply to affected area not more than 3
to 4 times daily

= children under 12 years of age: ask a doctor

Other information
s store at room temperature.
= close cap tightly after use.

Inactive ingredients

Acrylates / C10-30 Alkyl Acrylate Crosspolymer, Alcohol Denat., Aminomethyl Propanol,
C30-45 Alkyl Cetearyl Dimethicone Crosspolymer, Caprylyl Methicone, Cetearyl Alcohol,
Ceteth-20 Phosphate, Decolorized Aloe Barbadensis Leaf Juice, Dicetyl Phosphate,
Dimethicone, Disodium EDTA, Ethylhexylglycerin, Glyceryl StearateSE, Phenoxyethanol,
Steareth-21, Water

Questions or comments?
Call toll free 1-877-994-3666

Distributed by
Genomma Lab USA, Inc.,
Houston, TX 77027

PRINCIPAL DISPLAY PANEL - 71 g Container Carton
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NET WT 2.5 oz (71 g)



Lidocaine HCI 4% /
. Lidocaina HCl 4%

Informacion del Medicamento

Ingrediente activo Proposito
LIGOCAIN HL 4% ... ATESHESICO TEDICO

Uso
W Para el alivio temporal ded dolor

Advertencias
S6lo para uso externo

No se utilice

m En grandes cantidades especialmente sobre pieles con
ampalias

m En heridas o piel danada

Cuando use este producto

W U8 50l como 58 indica

m =vite e contacto con los ojos

m o apligue vendajes apretados

m o aplique aimohadillas de calefaccidn 2 la piel ratada

m o utilice en grandes cantidades

Deje de usar y prequnte a un médico si:

W L2 condicion empeora.o ks siniomas persisten mas de 7 dés

W Lo sintomas disminuyen y VUElven a ocurir dentro de
unos dias

51 estd embarazada o amamantando, consuliz con un
profesional de la salud antes de usario.

Manténgase fuera del alcance de los nifios. Sise
i E ingiere, obtenga ayuda medica o comuniquese con un
Anestesia el da , centro de control toxicoldgice inmediataments.
rapidamente x
Instrucciones

W utilizar seqgun indicaciones
W Adultos y nifios mayores de 12 afios: Aplicar en el drea

Lidocaine HCI 4% /
Lidocaina HCI 4%

MAX STRENGTH

MAXIMA POTENCIE

afectada no mas de 3 a 4 veces por dia
m Nifios menores de 12 afios: Consulte & su médico



W Informacion Adicional
m Almacenar a temperatura ambiente.
) m Cerrar el tapdn firmemente después de usarko.
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' I Fosfato, Aloe Barbadensis Jugo de Hojas Decolorado,
Diacetilo Fosfato, Dimeficona, Disodium EDTA,
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= Staareth-2, Agua
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DQUEA LO : ¢ Preguntas o comentarios?
: L R AP Liame lada sin costo 1-877-094-3666

Drug Facts

Active ingredient Purpose
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Use
Lidocaine HCI 4% /  For the temporary refief of pain
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DRAGON PAIN NUMBING ROLL-ON

lidocaine hydrochloride liquid

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Lidocaine hydrochloride (UNIl: V13007Z41A) (LIDOCAINE -
UNII:98P1200987)

Inactive Ingredients

Ingredient Name
Alcohol (UNII: 3K9958V90M)
Water (UNIl: 059QFOKOOR)
AMINOMETHYLPROPANOL (UNII: LU49E6626Q)
CAPRYLYL TRISILOXANE (UNII: Q95M2P1K]L)
ceteth-20 phosphate (UNIl: 921FTA1500)
Steareth-21 (UNII: 53)3F32P58)

Item Code (Source)

NDC:50066-411

Basis of Strength Strength
LIDOCAINE HYDROCHLORIDE 40 mg
ANHYDROUS inlg

Strength

Packaging
# Item Code Package Description Marketing Start
Date
1 QSC:50°66‘411' 1in 1 CARTON 07/24/2021
1 71 g in 1 CONTAINER; Type 0: Not a Combination
Product

Marketing Information

Marketing End
Date



Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC monograph not

final part348 07/24/2021

Labeler - cenomma Lab USA (832323534)

Revised: 7/2021 Genomma Lab USA
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