BACITRACIN- bacitracin zinc ointment
Trifecta Pharmaceuticals 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.

Bacitracin Zinc Ointment USP

Active Ingredient

Bacitracin Zinc 500 Units per gram

Purpose
First Aid Antibiotic

Uses

First Aid to help prevent infection in
e minor cuts

e scrapes

e burns

Warnings
For External Use Only.

Do not use; in eyes, over large areas of the body, if you are allergic to any of the
ingredients, longer than 1 week unless directed by a doctor.

Stop Use and Ask Doctor if
e The condition persists or gets worse
e Arash or allergic reaction develops

Directions

e 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

Inactive Ingredients

Aloe vera gel, light mineral oil, white petrolatum



Other Information

Store between 1592 to 25°C (5992 to 779F)

Lot No and Expiration Dates - please see box and tube crimp

100% GUARANTEED
Distributed By:

Trifecta Pharmaceuticals USA ®
101 NE Third Avenue, Suite 1500
Ft. Lauderdale, FL. 33301 USA

www.trifecta-pharma

Keep out of reach of

If swallowed, get medica

Ask

com

children

| help or contact a Poison Control Center immediately

OUTSIDE BOX

4 N\

@ NDC: 6939(?—027—01
6Iobe@

with healing aloe

First Aid Antibiotic Ointment

Helps Prevent Infection in
Minor Cuts, Scrapes & Burns

Helps Prevent Infection in

Minor Cuts, Scrapes & Burns

dX3
‘101

NDC: 69396-027-01

Bacitracin

ZINC OINTMENT USP  iifwainss

NetWt. 10z (289)
FOR MINOR CUTS, SCRAPES & BURNS

(

6, g¥72L8E 26207 ,,0
W02 BULIEYG-102] WA
VSN LOEEE W ‘afepiapne 4
0051 8UNS ‘anuany paL 3N 10



VSN SIeaNageULIBY BB
“ ‘ll‘ll” H‘ “‘l”l”‘l | “| H faponaso

E ¥ 30-
¥el %
€§
Kt

Wyan wx\“\

7906 gez S8 11R0 [ g SUINg SNOYES O ‘SN [ELUIUE ‘SPUNOM
uoyy Saﬂo ainjound dsep Jo 8180 s 2SN 210}0q 0}90P € XSV
TnEoAed 0 [EIRUT "Sor] e8] oT

¥50p © Kq pofoailp SSalun yeam | Uey; 1abuo) m

suspaiiv “””""’ Sweipaibu; oy Jo Aue o} oiuee ore nok ji
TWi5 3G PUE X0q 358 378q UONEAGXT 7 ON 107 Apoq auy Jo seale aBIe| Jon0 m
(JoLL 01 o6S) O oS Ol oG- USBMIAQ B10IS m sefo oyl um
14240 asn jou oq

“abepueq a|lIs}S € YiIM PaIaA0d aq el m
Airep sowiy € 0} | Base o) O (1961 € Jo dif U] JO Bale BoRLNS

“A[U0 95N [eUIaP® 103

u} 0} [enbe Junowe ue) 1onpoid SiLy Jo uNowe ews e Adde m sBujusep
ol pelosye oy} UEsP m sungm
suopoasg sedess m

1 51050 [OAUOD UOSIOG € TOEIU0D 10
dioy [eoipau 106 ‘POMO|[EMS Ji “USIPIIYD O 4IEB 4O 10 desy

sinom
JouIL Ul uoRoBJUI JueABId djay 0} pre s
Sdo[onep UoNoRel oBIe 10 USE1 E B il

@siom 5106 10 Sisisiad uopuoo ey m | OHOIANUY PIV ISl SHuN 00G OUIZ UIENIORY
J1 10300p © yse pue asn dojg | 9s0ding (surejuoo wesb yoes) Juaypasbu annoy
(penunuod) 3084 BnIq spoe4 bnug

o0t C_ > ibBiji3bg

INNER TUBE

NDC:69396-027-01

obe: Bacitracin

ZINC OINTMENT USP )m,

Neth.loz.(ZBg)‘ ‘OR MIN

Active ingredient (each gram contains) Purpose

Bacitracin Zinc 500 units First Aid Antibiotic

Uses First aid to help prevent infection in minor Mcuts M scrapes M burns

Warnings  For external use only.

Do not use Win the eyes M over large areas of the body Wif you are allergic to any of

the ingredients M longer than 1 week unless directed by a doctor.

Ask a doctor before use in care of deep puncture wounds, animal bites, or serous
‘Stop use and ask a doctor if m the condition persists or gets worse W a rash

allevglc reaction develops. Keep out of reach of children. If swallowed, get pietd help

or contact a Poison Control Genter immediately.

Directions m clean the affected area M apply a small amount of this product (an amount

equal to the surface area of the i of a finger) on the area 1 to 3 times daily 8 may be

covered with a sterile bandage  Other information m store between 15° to 25° c (59°t0

77°F) W Lot No & Expiration Date: See box and tube crimp. Inactive ingredients: Aloe

barbadensis leaf juice, Mineral oll, Petrolatum  Questions? Call 1-888-296-9067

Distributed by: Trifecta Pharmaceuticals USA®

101 NE Third Avenue, Suite 1500, Ft. Lauderdale, FL 33301 USA| www.trifecta-pharma.com

BACITRACIN

bacitracin zinc ointment

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:69396-027

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BACITRACIN ZINC (UNII: 89Y4M234ES) (BACITRACIN - UNII:58H6RWO521)  BACITRACIN 500 [USP'U] inlg



Inactive Ingredients
Ingredient Name
MINERAL OIL (UNII: T5L8T28FGP)
PETROLATUM (UNII: 4T6H12BN9U)
ALOE VERA LEAF (UNIl: ZY81Z 83H0X)

Product Characteristics

Color Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start
Date

1 (’;“IDC:69396'027‘ 1in 1 BOX 03/15/2017

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

Product

Strength

Marketing End
Date
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Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part333B 03/15/2017

Labeler - Trifecta Pharmaceuticals USA, LLC. (079424163)

Revised: 9/2023 Trifecta Pharmaceuticals USA, LLC.
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