DRAGON PAIN RELIEF- menthol, unspecified form gel
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 Relief Gel
Drug Facts

Active ingredient

Menthol 4%

Purpose

Topical analgesic

Uses
® temporarily relieves the minor aches and pains of muscles and joints associated with:
® sprains
simple backache
arthritis
strains
bruises

Warnings

For external use only

Do notuse

onwounds or damaged skin

with a heating pad

ona child under 12 years of age with arthritis-like conditions
with other ointments, creams, sprays or liniments

Ask a doctor before use if you have redness over the affected area.

When using this product
® avoid contact with eyes or mucous membranes
® do not bandage tightly

Stop use and ask a doctor if
s condition worsens or symptoms persist for more than 7 days
® symptoms clear up and occur again within a few days
® excessive skinirritation occurs

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

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center (1-
800-222-1222) right away.



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
® childrenunder 12 years of age: ask a doctor
® wash hands after use with cool water

Other information
® store at room temperature 20-25°C (68-77°F)

Inactive ingredients

Aloe Vera Leaf, Arnica Montana Flower, Camphor, Carbomer, FD&C Blue No. 1, FD&C Yellow No.
5, Isopropyl Alcohol, Methylparaben, Polysorbate 80, Potassium sorbate, Purified water, Tocopheryl
Acetate, Trolamine

Questions or comments?

Call toll free 1-877-994-3666
Monday to Friday, 8 amto 6 pm Central time.

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

PRINCIPAL DISPLAY PANEL - 56.7 g Tube Carton
MEDICINAL SCENT

GEL
DRAGON®

WITH ARNICA
PAIN RELIEF GEL
Menthol 4% topical painreliever

INFUSED WITH
ARNICA

Non-greasy gel formula

Relieves muscle, back and joint pain,
bruises, strains and sprains.

COOLING EFFECT
Fast Acting
NET. WT 2.0 0z (56.7 g)



J‘ MEDICINAL SCENT
® AROMA MEDICINAL

GEL

PAIN RELIEF GEL

GEL PARA EL ALIVIO DEL DOLOR

Menthol 4% topicalpain reliever/
Mentol, 4% analgesico topico

Informacien del medicamento

Ingredientes Activos Propasito
MENOl 4% ATRIGESICO D0

Usos

m alivia temporalmente dolores y molestias menores de
los misculos v las articulaciones asociados con

W esquinces m dolor de espalda simple m ariritis

m distensionss m contusiones

Advertencias
Unicamente para uso extemo

Mo se utilice

W &N heridas o piel dafiada m con una almenadilla térmica
W £ Nifos menares de 12 anos con afecciones similares
4 3 ariritis W con ofros unglentos, CTeMaES, AET0S0kes 0
linimentos

Consulte 3 un médico antes de usar si tiene
enrojecimiento sobre &l drea afectada,

Cuando use este producto

m evite el contacto con 1o 0jos o las membranas
muCosas

W no vends el drea

Suspenda su uso y consulte a un médico si

m [a afeccion empeora o los sintomeas persisten durante
més de 7 dias m los sintomas desaparecen y vuelven a
aparecer en unos pocos dias m se produce imitacicn
excesiva de |a piel

Sl estd embarazada o en periodo de lactancia,
consulie a su médico antes de usar. Mantener fuera del
alcance de los nifos. En caso de ingestion, obtenga
ayuda médica o comuniguese con un Centro de Confrol de
Envensnamiento (1-800-222-1222) de inmediato

Indicaciones w use solo segin las instrucciones

m aduftos y nifios de 12 anos de edad y mayores: aplique
&0 el Area afectada no més de 3 a 4 veces al dia m nifos
menores de 12 afios: consultz 4 un medico M lAvese a3
manos después de usar con agua fria

Otra Informacion w aimacenar a temperatura
ambiente 20-25 ° C(68-77 *
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Relieves muscle, back and joint pain,

bruises, strains and sprains.

Alivio del dolor muscular, espalda v articulaciones,

maoretones, distensiones y esguinces.

Fast Acting / Rapida accion

NET. WT 2.0 0z (56.7 g)

Vi

Non-greasy gELgﬂTIUlE}'r Formulagelno grasa

bruises, strains and sprains.

Relieves muscle, back and joint pain,

lo Varnish

Alivio del dolor muscular, espalda v articulaciones,
moretones, distensiones y esguinces.
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Aqua purificada, Alcanfor, Alcohal isopropilico, Carbémero,
Fa&c amarillo n. = 5, Fd& azuln. ® 1, For de amica
montana, Hoja de aloe vera, Metilparabeno, Polisorbato
80, Sorbato de potasio, Trolamina

; Prequntas o comentarios?
ﬁame sin costol-877-004-3666
Lunes aViemes, & am a 6 pm Hora del centro

COMNSERVE LA CAJA PARA FUTURAS REFEREMNCIAS

Do not use iftube sealunder cap is broken or
missing

No usar siel sello de seguridadestd roto o
falta

Drug Facts

Active ingredient
Menthol 4%...................

Purpose
mssesssene TOPICA] ANAIESIC

m temporarily relieves the minor aches and pains of
miuscles and joints associated with: - m sprains
msimple backache warthritis W sirains  m bruises

Wamings
For external use only

Do not use

W on wounds or damaged skin - m with a heating pad
W 0N & child under 12 years of age with arthritis-ike
conditions

m with other ointments, creams, sprays o liniments

NET. WT 2.0 0z (567 g)

Ask a doctor before use if you have redness over the
affected area.

When using this product
m avoid comtact with eyes or mucous membranes
B {0 not bandage tightiy

Stop use and ask a doctor if

m condition worsens or symptoms persist for more than 7
days

W symptoms clear up and ocour again wiihin a few days
W excessive skin imitation ocours

If pregnant or breast-feeding, ask a health professional
before use.
Keep out of reach of children. If swallowed, get medical




help or contact a Poison Control Center
(1-800-222-1222) right away.

Directions

m use only a3 directed

W adufts and children 12 years of age and older: apply to
affected area not more than 2 fo 4 times daily

W children under 12 years of age: ask a doctor

W Wash hands after Use with cool water

Other information
W store at room femperature 20-25°C (68-77°F)

Inactive ingredients Aoe Vera Leaf, Amica
Montana Flower, Camphor, Carbomer, FD&C Blue No. 1,
FD&C Yellow Mo. 5, Isopropyl Alcohol, Methyiparaben,
Polysorbate 80, Potassium sorbate, Purified watsr,
Tocopheryl Acetate, Trokamine
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Questions or comments?
Call toll free 1-877-994-3666
Monday to Friday, 8 am to & pm Ceniral time.
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PAIN RELIEF GEL

GEL PARA EL ALVIO DEL DOLOR

Mentol, 4% analgésico topico

KEEP CARTOM FOR FUTURE REFERENCE

Menthol 4% topical pain reliever/

Fast Acting /R

Distributed by/Distribuido por:
Genpmmg Lab USA, Inc., on, TX 77027
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DRAGON PAIN RELIEF
menthol, unspecified form gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:50066-410

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MENTHOL, UNSPECIFIED FORM (UNIL: L7T10EIP3A) (MENTHOL, UNSPECIFIED FORM - MENTHOL, UNSPECIFIED 40 mg
UNIEL7T10EIP3A) FORM inlg
Inactive Ingredients
Ingredient Name Strength

CARBOMER HOMO POLYMER, UNSPECIFIED TYPE (UNIL: 0 A5SMM30 7FC)
WATER (UNIE: 059 QFOKOOR)

ARNICA MONTANA FLO WER (UNI: 0Z0E5Y15PZ)

.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)

TROLAMINE (UNIL: 903K93S3TK)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:50066-410-02 1in 1 CARTON 11/12/2020

1 56.7 g in 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part348 11/12/2020

Labeler - Genomma Lab USA (832323534)

Revised: 12/2020 Genomma Lab USA
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