HARRIS TEETER TRIPLE ANTIBIOITIC- bacitracin zinc, neomycin sulfate, and polymyxin b

sulfate ointment
Harris Teeter

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.

Active ingredients (in each gram)

Bacitracin 400 UNitS.......ccevvevuvreerrrrivreeririireeeeeninnees
NeomyCin 3.5 MG.....cceeerreiiieeeiriiiieeerrireeeeeriieeeeenans
Polymyxin B 5,000 UnitS......cccccceveeeeveerrueeneeeneennnen.

lUse

First aid to help prevent infection in minor:
® cuts
® scrapes
e burnsl

[Warnings
For external use only.[

(Do notuse

e [lif you are allergic to any of the ingredients
® inthe eyes

e over large areas of the body

JAsk a doctor before use if you have
¢ [ldeep or puncture wounds
¢ animal bites
® serious burns

IStop use and ask a doctor if
¢ [lyou need to use longer than 1 week
e condition persists or gets worse
e rash or other allergic reaction develops

Purpose

..... First aid antibiotic

First aid antibiotic

...... First aid antibioticll

[Keep out of reach of children. IIf swallowed, get medical help or contact a Poison Control Center

right away.

[Directions
o [cleanthe affected area

¢ 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

[Other information
e [store at 20° to 25°C (68° to 77°F)
¢ lotno. & exp. date: see crimp of tube

(Inactive ingredients

Umethylparaben, mineral oil, petrolatum, polyoxyl 40 stearate, propylparaben



[Dis tributed by:
Harris Teeter, LLC
Matthews, NC 28105
Made in Koreal

Triple Antibiotic Ointment

Drug Facts Drug Facts (continued)

Keep out of reach of children. If swallowed, get medical
Active ingredients (in each gram) Purpose | nhelp or contact a Poison Control Center right away.
Bacitrac!n 400 units ..Fjrst alid ant?t{iot_ic Directions

yein 3.5 mg...... irst aid antibiotic | 'ciean the affected area
Polymyxin B 5,000 units First aid antibiotic | 5 apply a small amount of this product (an amount equal to
Use first aid to help prevent infection in minor: the surface area of the tip of a finger) on the area 1 to 3

m cuts m scrapes m burns times daily ) ]
= m may be covered with a sterile bandage
Warnings e -
For external use only. Other information "\

m store at 20° to 25°C (68° to 77°F)

\\

Do not use |

m if you are allergic to any of the ingredients m in the eyes = lot no. & exp. date: see crimp of tube

w over large areas of the body Inactive ingredients methylparaben, mineral oil,
Ask a doctor before use if you have petrolatum, polyoxy! 40 stearate, propylparaben

m deep or puncture wounds m animal bites m serious burns Questions or comments? Call 1-800-814-8028

Stop use and ask a doctor if N N L
*This product is not manufactured or distributed by Johnson & Johnson

= you need to use longer thian 1 week Consumer Companies, Inc., owner of the registered trademark
= condition persists or gets worse Neosporin® Original Ointment.

m rash or other allergic reaction develops >
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D’-ug Facts Drug Facts (continued)
—= - - Keep out of reach of children. If swallowed, get medical
Active ingredients (in each gram) Purpose | help or contact a Poison Control Center right away.
itracin 400 units. First aid antibioti P N
in 3.5 mg, First aid antibiof leecg‘anz i
Pol in B 5,000 units. First aid antibioti m clean the affected area
Sy o e m apply a small amount of this product (an amount equal to
Use the surface area of the tip of a finger) on the area 1 to 3
/ first aid to help prevent infection in minor: m cuts m scrapes m burns times daily r\
| wa”"-ngs = may be. covered wr:h a sterile bandage |
1 For external use only. Other information |
| Do notuse m store at 20° to 25"'C (68°t0 77°F)
u if you are allergic to any of the ingredients = lot no. & exp. date: see crimp of tube |
- | u in the eyes m over large areas of the body Inactive ingredients methylparaben, mineral oil, |
9| | Ask a doctor before use if you have petrolatum, polyoxyl 40 stearate, propylparaben |
o m deep or puncture wounds - animal bites m serious burns Questions or comments? Call 1-800-814-8028
jul | Stop use and ask a doctor if |
o | m you need to use longer than 1 week *This product is not manufactured or distributed by Johnson
m condition persists or gets worse & Johnson Consumer Companies, Inc., owner of the |
| m rash or other allergic reaction develops 3 registered trademark Neosporin® Original Ointment. |
! I
! I
WO T O TS 5005 |
‘W0 Jajav)siuey 1o Jojaa)
SO LV ZLy9€0C Ly © |
siey fue je ajgejieAe sjiejop .
e e < 991uemn8sn[dmo&<2% :
. IR0 [RoeEIsl g VIHON NI IOVIN| |
2 MO SO82, N ‘SMIHLIYW| |
; P . J711 431331 SIHHVH
6 ‘A9 03LNGI¥LSIO A1AN0Yd| |
Z -7 pomwnm S
i : - NI ¥3H1390L (b 8Z) ZO I_ J_N\ J_HN suing pue sadetds ‘synd Jouljy Ul UOI3O34U| JUdAdId sd|aH ~ : s
- . ~
- <>
# - o ~ ~ RS
e i oi0Igq)UY PIY 1sdid N =
. ~
- : & 21e)|nS g uIXAwWA|od | @318)|nS UIDAWOSN | 2ulZ uldeljideq ~ :
gl 2 ~
- - oy
o ~
- - : Y 19399], STIEH ~ : ~
: P ~ s
i P S s
T A NS
> T S
~
suing pue sadeids ‘SN 40Ul Ul UOIID3JU| JUdARId sd|oH
dholqiuyY piv isdi4
o1e)InS g uIXAwA|od | 91e4nS UIDAWOSN | dulZ uldesypeg

suJng pue sadeids ‘s3nd JOUl Ul UOIId8jU| JuUdASId sdeH

21301q13UY PV 15414
23e)InS g UIXAWA|Od | @31BJINS UPAWOSN | dUlZ upelydeg




bacitracin zinc, neomycin sulfate, and polymyxin b sulfate ointment

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:72036-400

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BACITRACIN ZINC (UNII: 89 YAM234ES) (BACITRACIN - UNII:58 H6 RWO 521) BACITRACIN 400 [iU] in1g
NEOMYCIN SULFATE (UNII: 057Y626693) (NEOMYCIN - UNI:116 QD7X297) NEOMYCIN 35mg inlg
POLYMYXIN B SULFATE (UNII: 19371312D4) (POLYMYXIN B - UNIL:J2VZ07J9 6 K) POLYMYXIN B 5000 [iU] in1g
Inactive Ingredients
Ingredient Name Strength

METHYLPARABEN (UNII: A2I8C7HIST)
MINERAL OIL (UNI: TSL8T28 FGP)
PETROLATUM (UNI: 4T6 HI2BN9 U)
POLYOXYL 40 STEARATE (UNIL: 13A4J4NH91I)
PROPYLPARABEN (UNIL: Z8IX2SC10H)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:72036-400-14 1in 1 CARTON 04/18/2017

1 14 g in 1 PACKAGE; Type 0: Nota Combination Product

2 NDC:72036-400-28 1in 1 CARTON 04/18/2017

2 28 g in 1 PACKAGE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part333B 04/18/2017

Labeler - Harris Teeter (047279351)

Revised: 4/2017 Harris Teeter



