BACITRACIN ZINC- bacitracin zinc ointment
Taro Pharmaceuticals U.S.A., Inc.

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.

Bacitracin Zinc

Drug Facts

Active ingredient (each gram contains)

Bacitracin Zinc 500 units

Purpose

First aid antibiotic

Uses

first aid to help prevent infectionin
® minor cuts
® scrapes
e burns

Warnings
For external use only

Do notuse
¢ inthe eyes
e over large areas of the body
e if you are allergic to any of the ingredients
¢ longer than 1 week unless directed by a doctor

Ask a doctor before use
e ondeep or puncture wounds, animal bites, or serious burns

Stop use and ask a doctor if
e condition persists or gets worse
e arash or other allergic reaction develops

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

Directions
¢ cleanthe affected area and dry thoroughly

¢ 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

Other information



e To open: unscrew cap, pull tab to remove foil seal
e Store at 20° - 25°C (68° - 77°F)
® see cartonor tube crimp for lot number and expiration date

Inactive ingredients

mineral oil, white petrolatum

Questions?
Call 1-866-923-4914

Distributed by:

Taro Pharmaceuticals
U.S.A,, Inc.
Hawthorne, NY 10532

PRINCIPAL DISPLAY PANEL - 28.4 g Tube Carton

Bacitracin Zinc
Ointment USP
First Aid Antibiotic Ointment

NET WT 1 0z (28.4 g)



NDC 51672-2075-2

Ointment USP

First Aid Antibiotic Ointment

0-089.-Md1

Bacitracin
Ointment USP

:First Aid Antibiotic Ointment

Bacitracin Zinc

Helps Prevent Infection in
Minor Cuts, Scrapes, and Burns.

Zinc

NET WT 1 0z (28.4 g)

Bacitracin
Zinc

Ointment USP
First Aid Antibiofic Ointment

R T = e R R R e S S R e R i
1 |
1 |
_i : Distributad by: :
(951 I Taro Pharmaceuticals U.SA., Inc. |
Sy ! Hawthome, NY 10532 :
| TARO is & megistersd trademark of Taro Pharmacsuticals U.S.A., Inc. |
== MAE I Canad oo s s s e e __'i161’ 2]17'.'1 1lg
% = :_ ________ ¥160-826-988-1 IED £ SUOJISANG
— |
L ?‘q : Lunjegoiad sjum Po IS swa!pom.r aafjaeuy
— % : E : aep uoiendos pUe SN p) 30) dune SNy 10 UOLIED 586 +
— -z | (dold = o8BS} D492 - (02 18 8105 »
T g ; o i Feas o anciuied o ) nd ‘ded welseun ‘uedo 01.  LOJBULIOM BLIO
T S = }I..I:I : SORpUR] SUas B Wim pasanod aq Aew «
—— oo g | Ayep seu £ o) § Beue ay) uo {sebiuy
= ! ® jo df 8y} jo BeR 0BpNS By O] FEnbe Juncuse Ue) jonpoxd S |0 JUnousE RS B fidde .
o X | Kgbasou) K pus sese peidsje s Uesp «  SUOJIOBIT
=" | Reme wbiu seius 0 oUoD LOBIO] B 1RU0D 10 djsy [EDEIL 165 DEMOIEMS || USIPIIYD JO yoER) Jo JnO deey
Y i sdojanep L03oEa IBI0E 2910 X0 USRI B /
| asiom 58l 20 gesied vonpuco «  Jj J0j00p © yeE pue ssn dog
: SIING SNOUSE 10 ‘B3] JEWIUE ‘spuncm aunpund 10 despuo « @8N au0peq 1000 B Y5y
| H400p B Aq paianp sseun yeem | ey sebuo) -
| suepabiu eyl jo fue o) ofisege el nof )« Apog ey) jo seae ebm A0« sedesyl W,  9enjOUCQ
i Rjuossn jeusspe ol
: s.ﬁuwsm
: SWing. SadEICE .  SNOICUW. U UOROBJU Wwanssd disy ORISR SIS))
! OONJIUE PR IR~~~ T T S TS S e e s e - S g (0 SUTZ URRIIREE
I asoding rwmwa wesb !peajwafpa.-ﬁm aAjlay
|
: sjoeq bnug
]
|
| JUBWIIO JROIGRUY PIY IS4 dsn jusunuig |
| Jui7 upenney |
& [ ] ] }

bacitracin zinc ointment



Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:51672-2075

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Bacitracin Zinc (UNI: 89 YAM234ES) (Bacitracin - UNI:58 H6 RWO 521)

Inactive Ingredients

Ingredient Name
mineral oil (UNI: TS5L8 T28 FGP)
petrolatum (UNI: 4T6 HI2BN9 U)

Packaging

# Item Code Package Description

1 NDC:51672-2075-1 1in 1 CARTON

1 15 g in 1 TUBE; Type 0: Nota Combination Product
2 NDC:51672-2075-2 1in 1 CARTON

2 30 g in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Basis of Strength Strength
Bacitracin 500 [USPU] inlg
Strength

Marketing Start Date Marketing End Date
05/11/2006

05/11/2006

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC MONOGRAPHFINAL part333B

Labeler - Taro Pharmaceuticals U.S.A., Inc. (145186370)

Establishment
Name Address ID/FEI
Taro Pharmaceuticals Inc. 206263295

Revised: 1/2020

05/11/2006

Business Operations
MANUFACTURE(51672-2075)

Taro Pharmaceuticals U.S.A., Inc.
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