PAIN RELIEF GEL-ROLL ON- lidocaine gel
Trifecta Pharmaceuticals USA

Globe Pain Relief Gel Roll On Lidocaine HCI 4%
DRUG FACTS

Active Ingredient
Lidocaine HCI 4%

Purpose

Topical Analgesic

Keep out of Reach of Children

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

If Pregnant or breast feeding

If Pregnant or breast feeding as a doctor before use.

Warning Section
For External Use Only

Flammable - keep away from fire or flames.

Directions

e Adults and children over 12 years: apply a thin layer to the affected area not more
than 3 to 4 times daily.

e Children 12 years or younger: ask a doctor

Do Not Use

Do Not Use

e On large areas of the body or on cut, irritatied or swollen skin
e on puncture wounds

e for more than one week without consulting a doctor
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When Using this product



When using this product

e use only as directed. Read and follow all directions and warnings on this carton

e Do not allow contact with the eyes and mucous membranes

e do not bandage or apply local heat (such as heating pads) or a medicated patch to
the area of use.

¢ Do not use at the same time as other topical analgesics.

Indications and use

Temporarily relieves minor pain.

Other Information
e Store at 20° to 25°C (68° to 77°F)

Inactive Ingredient:

Aloe Vera Extract, Carbomer, Isopropyl Myristate, Polysorbate 80, Propylene glycol,
Vitamin E, Water, 1,2 Hexanediol, Aminomethylpropanol, Butylene Glycol, Cetostearyl
alcohol, Dimethicone, Edetate Disodium, Glycerin, Glycerol Mono and Dipalmitostearate,
hydroxyacetophenone

Stop Use and Ask Doctor if

Stop use and ask doctor if

e Condition worsens

e Redness is present

e irritation devlops

e symptoms persisit for more than 7 days or clear up and occur again within a few
days

Questions?
Call 1-888-296-9067

Distributed By:

Trifecta Pharmaceuticals USA ®
101 NE Third Avenue, Suite 1500
Fort Lauderdale, FL. 33301 USA
www.trifecta-pharma.com

SKU: 6003

* This product is not manufactured or distributed by Chattem Inc., the distributor of
Aspercreme®
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SKU 600302-FBA Gel- Ro“ On
Child-resistant packaging. N u M Bs PAI N AWAY

Close cap tightly after use.
FAST ACTING PAIN RELIEF
TARGETS NERVES
NO-MESS ROLL ON
8500581614012 Net Wt. 5 oz (146mL)
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Drug Facts

Active ingredient Purpose
Lidocaine HCI 4%.. . Topical anesthetic
Use Temporarily relieves minor pain.

Warnings
For external use only.

Donotuse mon large areas of the body or on cut, irritated or swollen skin
‘m0n puncture wounds
w for more than one week without consulting a doctor

When using this product m use only as directed. Read and followall
directions and warnings on this carton.

mdonot with the eyes and

‘m do not bandage or apply local heat (such as heating pads) or a medicated
patch to the area of use

m do not use at the same time as other topical analgesics

Stop use and ask a doctor if w condition worsens

mrednessispresent  wirritation develops

‘w symptoms persist for more than 7 days or clear up and occur again within
afewdays

Flammable. Keep away from fire or flame.

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

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

Directions

Adults and children over 12 years: apply a thin layer to affected area not

more than 3 to 4 times daily.

Children under 12 years or younger: aska doctor.

Other information Store at 20°- 25°C (68°- 77°F).
Inactive ingredients

1,2-Hexanediol, Aloe dract, Amil propanol, Butylene glycol,
Carbomer, Cetostearyl alcohol, Dimethicone, Edetate disodium, Glycerin,
Glyceryl mono- and dipalmitostearate, Hydroxyacetophenone, Isopropy!
myristate, Polysorbate 80, Vitamin E, Water.

Call 1-888-296-9067

*This product is not manufactured or distributed by Chattem Inc., the
distributor of Aspercreme®.
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lidocaine gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

LIDOCAINE HYDROCHLORIDE (UNII: V13007Z41A) (LIDOCAINE -
UNII:98P1200987)

Inactive Ingredients

Ingredient Name
EDETATE DISODIUM (UNII: 7FLD91C86K)
AMINOMETHYLPROPANOL (UNII: LU49E6626Q)
CETOSTEARYL ALCOHOL (UNII: 2DMT128M15)
GLYCERYL MONO- AND DIPALMITOSTEARATE (UNII: KC98RO82H))
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
.ALPHA.-TOCOPHEROL (UNII: H4N855PNZ1)
WATER (UNIl: 059QFOKOOR)
ALOE BARBADENSIS LEAF JUICE (UNIl: RUESE6T4NB)
CARBOMER (UNIl: 0ASMM307FC)
ISOPROPYL MYRISTATE (UNII: ORE8K4LN)S)
HYDROXYACETOPHENONE (UNIl: G1L3HT4CMH)
GLYCERIN (UNIIl: PDC6A3C00X)
1,2-HEXANEDIOL (UNII: TRO46Y3K1G)
DIMETHICONE (UNII: 92RU3N3Y10)
BUTYLENE GLYCOL (UNII: 3XUS85KORA)

Packaging
# Item Code Package Description

NDC:69396-188-
01

1 0.073 L in 1 BOTTLE; Type 0: Not a Combination
Product

1 1in 1 BOX

2 NDC:69396-188-
02

2 0.073 Lin 1 BOTTLE; Type 0: Not a Combination
Product

2 in 1 BOX

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO017

NDC:69396-188

Basis of Strength Strength

LIDOCAINE HYDROCHLORIDE

ANHYDROUS

Marketing Start
Date

04/30/2026

04/30/2026

Marketing Start
Date

04/27/2026

409 inlL

Strength

Marketing End
Date

Marketing End
Date



Labeler - Trifecta Pharmaceuticals USA (079424163)

Revised: 5/2026 Trifecta Pharmaceuticals USA
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