FAMILY WELLNESS PAIN SCAR ITCH- bacitracin zinc, neomycin sulfate, polymyxin b,
pramoxine hcl 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 notuse:

e If you are allergic to any of the ingredients



® inor near the eyes
e onlarge areas of the body

Ask a Doctor before Use

Ask Doctor before use if you have:
¢ 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

® 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 cartonor 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

i COMPARE TO NEOSPORIN® PLUS
?“* PAIN ITCH 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 Itch

FIRST AID ANTIBIOTIC/PAIN RELIEVING OINTMENT

ILY
awellness™ :

NET WT. 1 oz. (28.4g)

PAIN ¢« SCAR

NDC: 69396-054-01

SKU 999855

DISTRIBUTED BY: MIDWOOD BRANDS, LLC

500 VOLVO PARKWAY, CHESAPEAKE, VA 23320

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,
owner of the registered trademark Neosporin® Plus Pain Itch Scar.

0 32251 ' 53314 3
MADE IN CHINA

1S3 Wd ¥ 0L NV 6 SAepeapm /906-962-888-L I1BD ¢ SUoNSand)
3 ulweyA ‘sjeAnIAd WNIPos ‘Winjejolad ‘10 SNIQ ‘[l PISSUOHO JUBAST “4aHNg 000D :SjUBIpaJbul aAoeU|
*a)ep uoNjelidxa pue Jaguinu }o| Joj dwuo agnj o UOLED 893 e
“(daL 01 .89) O.GZ O} .0 Je 310} ®
“Jeas |10} 8Aowal 0} ey [ind ‘deo mesosun :uedo o] e
uoljeuLIojul ;Y0

10100 € %S :SI8ak g Japun UaIp|iud

"abepueq a|LI}s & Ylm paIanod g At
“Ajiep sawn ¢ 0} | eale uo (1abuy jo di) Jo eale aoepns ayj 0} [enba) Junowe |lews e A|dde e eale pajoaye ues|o o
118p|0 pue sJeak g UaIp|iyo pue synpe
suondaq
“Reme 1yb11 J8jua) [03U0D UOSIOd € 10BjU0D 1o djey [edlpaw 186 ‘pemoliems §| “ualpjIyd Jo qopal 4o Jno daay
'sdojaaap uonoeal ol61aj|e Jayjo Jo qsej e SAep maj e uiyim
3oBq 8WO09 pue dn Jes| Jo sAep / Uey) aiow Ioj }se| swojdwAs e asiom s)ab Jo sise| uoyIpuod e se pue asn dojs
eam | ueyy JaBuoj asn Jou op e pnpmt;’ siyj buisn uauM
swinq snoues e sy [ewiue ¢ spunom ainjound Jo desp e aAeY NoA 4 asn 8104aq Jo):
Apoq ay) Jo seale abie| uo e saka ay) Jeau Jo Ul e sjusipaibul ay) Jo Aue o) o1Bi9||e Bie NoA Ji e asn ;au og
*Kjuo asn |eusa)xa 104
sbBujusep)
suing e sadeuos e S)NJ e :Joulw 0} anp uled sanslal Ajuelodwa) pue ul uonosyul Jusaaid sdjay
S9!

JaAaljel uled BwQ| [QH auixoweld
onoiquue pie jsiigy Hun 000 01 @e)InS g uxAwhjog
onoigue pie Jsiid W G'¢ Sleying uloAwioaN
onolqyue pie js.iy WU" 006 dulz uenoeg
sasodind (we.b yoea uj) Bur anoy

HOLI * VIS ¢ NIVd

o=

.SSSU]]MIWW

INNERTUBE

COMPARE TO NEOSPORIN® PLUS
A PAIN ITCH SCAR ACTIVE INGREDIENTS*




[RVWElIESS

Active ingredient (n each gram)
Baciracin Zinc 500 urits
Neomytin Suate 35 mg
Poymyxn B e 0.0

ramoxine HC 101

in reover | times daily.e

TRIPLE ANTIBIOTIC OINTMENT AND PAIN RELIEF

|

|
Bacitracin Zinc * Neomycin Sulfate * Polymyxin B Sulfate * Pramoxine HCI

|

|

st antbite | ac and hiren 2 vears and ol
rstaid antbiotc | e clean affecte
s ad anibiols | 0 the surface area ofp ofinger) on aroa

n el vered with a sterile bandage.

er:
area » apply @ small amount (equal

chiciren Lnder 2 years: &2k & dockor

Warnings
| For external use only. Do notuse o if uar g bary ol o See car

ingredienls  in or near the eyes « on K.‘Iga as of the body. expiration date.
« deey

ltominor: o s o sorapes o bums Other information:  To open: unscrew cap, pull tab to
remove foil seal e Store at 20° to 25°C ( 68° 1o 77°F)
rton or tube crimp for lot number and

| se if

o anim

or dear
T

i ns:
| oo dveiops oot et of chidren. If swallowed, get | Call 1-888-296-9067
ightaway. P> | Weekdays 9 AM to 4 PM EST

'DISTRIBUTED BY: ,LLC CHESAPEAKE,

|
|
|
|
o mE—— .
‘ use kﬂgumnn 1 week Stop use and "k. dqm”f wmmm Olive oil, Pelmlalum Snd\um pyruvale Vitamin E ‘
or gets wor
|
|

NOT 100% SATISFIED? Ret to any Far

FAMILY WELLNESS PAIN SCAR ITCH

bacitracin zinc, neomycin sulfate, polymyxin b, pramoxine hcl ointment

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

BACITRACIN ZINC (UNIL: 89Y4M234ES) (BACITRACIN - UNIL:58 H6 RWO 521)
NEOMYCIN SULFATE (UNIL: 057Y626693) (NEOMYCIN - UNILI16 QD7X297)

Item Code (Source)

Basis of Strength
BACITRACIN ZINC
NEOMYCIN SULFATE

PRAMO XINE HYDRO CHLORIDE (UNII: 88 AYB867L5) (PRAMO XINE - PRAMO XINE

UNIL:068X84E056)

POLYMYXIN B SULFATE (UNII: 19371312D4) (POLYMYXIN B -
UNILJ2VZ07J96K)

Inactive Ingredients
Ingredient Name
PETROLATUM (UNIL: 4T6 HI2BN9 U)
COCOA BUTTER (UNI: 5120 YT1CRR)
LEVANT COTTONSEED OIL (UNI: N5SCFT140R8)
SODIUM PYRUVATE (UNI:: POD38AIF08)
ALPHA-TO COPHEROL (UNI: H4N855PNZ1)
OLIVE OIL (UNIE: 6 UYK2WIWIE)

Packaging
# Item Code Package Description
1 NDC:69396-054-01 1in 1BOX

HYDROCHLORIDE

POLYMYXIN B

NDC:69396-054

Strength
500 [USPU] inlg
35mg inlg

10mg inlg

10000 [USP'U]
inlg

Strength

Marketing Start Date Marketing End Date

09/22/2019

1 28.4 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 monograph final part333B 08/30/2019

Labeler - Trifecta Pharmaceutical USA LLC (079424163)

Revised: 2/2020 Trifecta Pharmaceutical USA LLC
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