TRIPLEANTIBIOTICAPAINSCARITCH- family wellness
bacitracin,neomycin,polymyxinb,pramoxinehcl ointment
Trifecta Pharmaceutical USA LLC

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.

Triple Antibiotic Pain Scar Itch

DRUG FACTS

Active Ingredient
Bacitracin 500 Units

Purpose
First Aid Antibiotic

Active Ingredient

Neomycin 3.5mg

Purpose
First Aid Antibiotic

Active Ingredient
Polymyxin B 10,000 Units

Purpose
First Aid Antibiotic

Active Ingredient

Pramoxine HCL 10mg

Purpose

Pain Reliever



Uses

Helps prevent infection in and temporarily relieves pain due to minor cuts, scrapes and
burns.

Warnings
For external use only. Do not use:

e If you are allergic to any of the ingredients
e in or near the eyes
e on large areas of the body

Ask a Doctor before Use

Ask Doctor before use if you have:
e Deep or puncture wouns

e Animal bites

e Serious burns

Stop Use and ask a Doctor if:

e Condition persists or gets worse

e Symptoms last for more than 7 days or clear up and come back within a few days
e A rash or other allergic reaction develops

When using this product

Do not use longer than 1 week

Keep out of Reach of Children
If Swallowed, get medical help or contact a Poison Control Center right away

Directions
Adults and children 2 years and older:

¢ Clean the affected area

e Apply a small amount of this product (an amount equal to the surface area of the tip
of a finger) on the area 1 to 3 times daily

e May be covered with a sterile bandage

Children under 2 years: ask a doctor

Other Information
e To Open: Unscrew cap, pull tab to remove foil seal
e Store at 20° to 25°C (68° to 77°F)



e See carton or tube crimp for lot number and expiration date

Inactive Ingredient:

Cocoa Butter, Levant Cottonseed Oil, Olive Oil, Petrolatum, Sodium pyruvate, vitamin E

Questions?

Call 1-888-296-9067 Weekdays 9AM - 4PM EST
DISTRIBUTED BY: MIDWOOD BRANDS, LLC.
500 Volvo Parkway, Chesapeake, VA. 23320
NOT SATISFIED?

Return package and unused product within 30 days to any Family Dollar store for a
refund (with receipt) or exchange.

This product is not manufactured or distributed by Johnson & Johnson Corporation,
owner of the registered trademark Neosporin® Plus Pain Relief.

Packaging

OUTSIDE BOX

= COMPARE TO NEOSPORIN® PLUS
PAINITCH SCAR ACTIVE INGREDIENTS *

~ Multi- Action Ointment
- Maximum Strength Pain Relief

24 Hr Infection Protection

Triple Antibiotic Ointment Protection and Pain
Relief for: Cuts, Scrapes and ltch

FIRST AID ANTIBIOTIC/PAIN RELIEVING OINTMENT
FAMILY

awellness -

tracin Zinc « Neomycin Sulfate ¢ Polymyxin B Sulfate ¢ Pramoxine HCI

PAIN ¢ SCAR ¢ ITCH

NET WT. 1 oz. (28.4g)

SKU 999855

DISTRIBUTED BY: MIDWOOD BRANDS, LLC
500 VOLVO PARKWAY, CHESAPEAKE, VA 23320 | I

NOT 100% SATISFIED?
Return package and unused product within 30 days to any
Family Dollar store for a refund (with receipt) or exchange.

*This product is not manufactured or distributed by Johnson & Johnson Corporation,

32251 ' 53314 3
owner of the registered trademark Neosporin® Plus Pain tch Scar. MADE IN CHINA
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FAMILY
awellness:

COMPARE TO NEOSPORIN® PLUS
PAIN ITCH SCAR ACTIVE INGREDIENTS*

Actve ingredient(ineach gram) Purposes
Bacitracin 500 units taid antbiotic
Neornycin 3.5 m t aid anfbioi

Polymyxin B I0.0HD uni .First aid antibiotic

Pramoxine Pain reliever

Bacitracin Zinc « Neomycin Sulfate ¢ Polymyxin B Sulfate * Pramoxine HCI

TRIPLE ANTIBIOTIC OINTMENT AND PAIN RELIEF

NET WT. 1 0z. (28.4g)

Directions

adults and children 2 years and older:

o clean affected area e apply a small amoum (equal

to the surface area of tip of finger) on area 1

times daily.e may be covered with a sterile bandige
children under 2 years: ask a doctor

Uses: i
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ients e in or near the -unhp s of the body Ask explratmn date.

Other information: » To open: unscrew cap, pull tab to
remove foil seal o Store at 20° to 25°C ( 68° to 77°F)
Fnr external use only. Do notuse o if you are allergic to any of the | @ See carton or tube crimp for lot number and

aaodov before use if you Mve
» animal bites e serious bums whenuslngmh product e do not
use onger than 1 week Stop use and aska doctor if » condition

Inactive ingredients: Cocoa butter, Levant cottonseed oil,
Okve ol Fotlekin SodiaT pyake Wiz =

Iasts or gets worse more than 7 days or clear
Up and came bck wilinafew cays o3 rashoroteralegc | Questons?
reaction develops Keep outof reach of chidren. fswalowed, get | Call 1-388-296-9067

ofreach:
medical help or contact a Poison Control Center right away. B> | Weekdays 9 AM to 4 PM EST

DISTRIBUTED BY: MIDWOOD BRANDS, LLC 500 VOLVO PARKWAY, CHESAPEAKE, VA 23320

NOT 100% SATISFIED? Retum package and unused product within 30 days to any Family Dolir store for a refund (with receipt) o exchange.

TRIPLEANTIBIOTICAPAINSCARITCH

family wellness bacitracin,neomycin,polymyxinb,pramoxinehcl ointment

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
POLYMYXIN B SULFATE (UNIl: 19371312D4) (POLYMYXIN B -
UNII:)2VZ 07)96K)
BACITRACIN (UNII: 58H6RWO521) (BACITRACIN - UNII:58H6RWO521)
NEOMYCIN SULFATE (UNII: 057Y626693) (NEOMYCIN -
UNII:116QD7X297)

PRAMOXINE HYDROCHLORIDE (UNII: 88AYB867L5) (PRAMOXINE -
UNII:068X84E056)

Item Code (Source)

Basis of Strength

POLYMYXIN B

BACITRACIN

NEOMYCIN SULFATE

PRAMOXINE
HYDROCHLORIDE

NDC:69396-045

Strength

10000 [USP'U]
in 100 g

500 [USP'U]
in 100 g

3.5 mg in 100 g

10 mg in 100 g



Inactive Ingredients

Ingredient Name Strength
SODIUM PYRUVATE (UNIl: POD38AIF08)
ALPHA-TOCOPHEROL (UNIl: H4N855PNZ 1)
OLIVE OIL (UNIl: 6UYK2WLWL1E)
PETROLATUM (UNII: 4T6H12BN9U)
LEVANT COTTONSEED OIL (UNIl: NSCFT140R8)
COCOA BUTTER (UNIl: 5120YT1CRR)

Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date
1 (DC:09396:045- 4 i 1 BoX 09/22/2019
1 28.4 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part333B 08/30/2019

Labeler - Trifecta Pharmaceutical USA LLC (079424163)

Revised: 1/2023 Trifecta Pharmaceutical USA LLC
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