BACITRACIN ZINC- bacitracin zinc ointment
H2-Pharma, 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.

Bacitracin Zinc Ointment

Drug Facts

Active ingredient (in each gram)

Bacitracin zinc USP, 500 units

Purpose

First aid antibiotic

Uses

First aid to help prevent infection in minor
s cuts

= scrapes

= burns

Warnings

For external use only.

Do not use

» if you are allergic to any of the ingredients
® in the eyes

» over large areas of the body

Ask a doctor before use if you have
= deep or puncture wounds

= animal bites

= serious burns

Stop use and ask a doctor if

= you need to use longer than one week

= condition persists or gets worse

= 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

= clean 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

= store at 15°-30°C (59°-86°F)

= before using any medication, read all label directions. Keep carton, it contains
important information.

Inactive ingredient

white petrolatum

Questions or comments?
Call 1-877-753-3935 Monday-Friday 9AM-5PM EST

Distributed by: H2-Pharma, LLC
Montgomery, AL 36117

PRINCIPAL DISPLAY PANEL - 14 g Tube Carton
NDC 61269-105-34

Bacitracin Zinc Ointment, USP
First aid antibiotic

For external use only
First aid antibiotic to help prevent infection in minor cuts, scrapes, and burns

Net wt. 0.5 0z (14 g)
H2 pharma



P MOC 81 26010534

Bacitracin Zinc
Ointment, USP

First aid antibiotic

NDCE1265-105-34

N M " . |
Bacitracin Zinc Ointment, USP |
First aid antibiotic |
For external use only |
First aid antiblotic to help prevent infection in minor cuts, scrapes, and burns |

Net wt. 0.5 0z (14 g)

fT‘I‘: harma

i/

L] - - - NDC &1265-105-34
Bacitracin Zinc Ointment, USP e
First aid antibiotic

Far external use anly
First aid antibiatic to help prevent infection in minor cuts, scrapes, and burns

S

7 H'pharma : S

.
%

EMBOSSIN
AREA

AN

\
T

Distributed by: H2=Pharma, LLC

|
| |
I'| Montgomery, AL 36117 |
I www.h2-pharma.com :
| |
| |
| |
| | Code: GO/DRUGS/382 PHE3END PLD-GS1B  FOOOT187 361269810534 |
| |
- ——— ————— e — ————— ———— _
s [-- I
28 )
o g E". I 153 MdS-NG feaui-fepuayy seee-gat-Le- 1l Jf 4 sdojanap uogeas 3ifioge Jao 1o yseim
S pY | £SIUBLNLOY 10 SuOSany 250t a0 10 y51sIed LonpUoom
= (=] waaM au0 Ly 26| 281 o) peau nof M
g A5 l epad sy Juaipaibul angaeu| 41 0300p € yse pue 2sn dojg
-
g N | LB O SUEUOO | D Gaa S AN, AN
=l uagaaup Jege] [ peal 'uoneaipaw fue Busn xjag sauram ngund 1o daap - aney N0A J| 38N U030 J0J0D & Y5y
\'\f oA | 14:98-088) 008,51 e Qs W Kpog ayy 0 seas bl 0 S0 04 LM
o B UOHELLIoILY J3YL0 syuaIpaiBul 2w jo fue o SFisgE A2 N0A M 35N j0U 11
afiepLreq agays € M pasanod g few Hijuo 250 eiwayea Jog
Ayep sauwn £ 0} | ease ey uo (aBuy v Ja oy ol 0 BRIE SJELNS
04204 [enba WNOWE UE) 13000 5141 10 Junowe s & e m e
BRI P a |
wam safeiosll S J0UI W oS et dipy O I S $SH)
Fewe U (2221222008~ 1) 300 JRaui) uosiod B oy | NIIERNE PR R EYUN 008 JS) UT Upyeg
10 ooy eoipous a6 pasmoiees | uaipgyo Jo uoead o yoa daay | @50ty (el yoea w) uapasbu) angay
(panunuo3) spoey Bnig sjoe4 nig
C \_J )
& /

BACITRACIN ZINC

bacitracin zinc ointment

Product Information




Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

BACITRACIN ZINC (UNIl: 89Y4M234ES) (BACITRACIN - UNII:58H6RWO521)

Inactive Ingredients

Ingredient Name
WHITE PETROLATUM (UNII: BGE5SWSRQJ4)

Product Characteristics

Color WHITE (clear)

Shape

Flavor

Contains

Packaging

# Item Code Package Description

1 QEC:61269‘105‘ 1in 1 CARTON

1 14 g in 1 TUBE; Type 0: Not a Combination
Product

2 2'6'3061269'105' 1in 1 CARTON

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

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date

OTC MONOGRAPH

FINAL part333B 05/10/2021

Labeler - H2-Pharma, LLC (028473634)

Revised: 2/2023

NDC:61269-105

Basis of Strength Strength

Score
Size
Imprint Code

Marketing Start
Date

05/10/2021

06/29/2021

BACITRACIN ZINC

500 [USP'U] in1lg

Strength

Marketing End
Date

07/31/2024

10/31/2024

Marketing End
Date

10/31/2024

H2-Pharma, LLC
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