SINGLE ANTIBIOTIC WITH NEOMYCIN- neomycin sulfate ointment
Safetec of America

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.

Drug Facts

Active Ingredient (in each gram)

Neomycin Sulfate (3.5 mg Neomycin)

Purpose

First Aid Antibiotic

Uses:

First aid to help prevent infection in minor cuts, scrapes, and burns.

Warnings:

For external use only.

Keep out of reach of children.
If ingested, get medical help or contact a Poison Control Center directly.
Do Not Use:
¢ inthe eyes or over large areas of the body, or on puncture wounds, animal bites or serious burns

e for more than 1 week unless directed by a doctor
e if allergic to any of the ingredients

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

Directions:
o cleanaffected area
e apply a small amount of this product (equal to the surface area of the tip of finger) 1 to 3 times daily
® may cover with a sterile bandage

Inactive ingredients:

mineral oil, petrolatum
Questions or Comments? 1-800-456-7077

Principal Display Panel - Box Label
NDC 61010-6700-2



Safetec
First Aid
Single Antibiotic Ointment
e with Neomycin
e First Aid to Help Prevent
Infection In Minor Cuts,
Scrapes, and Burns
Reorder No. 53610
To reorder:
Call: 1-800-456-7077
Fax: 716-895-2969

Online: www.safetec.com

Safetec
First Aid

Single Antibiotic Dintment

» with Neomycin
=+ First Aid to Help Prevent
Infection In Minor Cuts,

Scrapes, and Bums

144 Packets
Each Pacial Net. Wi, 0.8gm

Safetec
First Aid

DG #0I-ET00E

Safetec
First Aid

Safetec

First Aid

Warnings:
Hoeg sut of reach of chiléren
[Hirgeeied, get mehcal help or poniact 3 Posson Conbal Cenler drecty

e ot U
- i e s o1 v e e o by, o an pURGELTE Woenc, Bl
ey

+ ot s thuer | weeh s chrmcted by deckr

¢ ¥ aergic o prey ol e ingeaients

Sicp use, aska dociar if:
+ coradon persats or ges worse
+ s or sberpe renchon deesiops

Directions:

[+ vl sflecied ama

* opply & sl amoun af s product (equal 1 e suriece ana of e 3 of
g 1 10 3 v iy

AL —

rrwrd o pekiabam

(Queestions ar Commenfs P 1-0-455- 1877

Maredaciurad b
EAFETEC OF AMERICA, Inc
Butlaic, NY 14215 - S00-456-T077
www s aletes com

« First Aid to Help Prevent
Infection In Minor Cuts,
Scrapes, and Bums

144 Packets
Each Packet Nel WL 0.9gm

+ First Aid to Help Prevant
Infection In Minor Culs,
Scrapes, and Burns

|,

Ragrder No. 53410

T resarda.

Call: 1-800-455.7077
Fax: 718-895-2060
Onlire: www =aletac.com

|Drug Facts
e e e ) P et Single Antibiotic Ointment Single Antibiotic Ointment Single Antibiotic Ointment
ﬁmwpnwnm i ruts s, s b
= with Neomycin = with Neomygin - with Neomycin

= First Aid to Help Prevent
Infaction In Minor Cuts,
Scrapes, and Bums

144 Packets
Each Packel Net. WL 0.9gm

I




Principal Display Panel - Pouch Label

Safetec

Single Antibiotic
Ointment

(Neomycin)

0.9 g (1/32 0z.)

Safetec of America, Inc.
Buffalo, NY 14215
800-456-7077

Safetec

Single Antibiotic
Ointment
[Neomycin)

0.9 ¢ (1/32 0z)

Safetec of America, Inc.
Buffalo, NY 14215
800-456-7077

Drug Facts
Active ingredient Purpose
In each gram)

eomycin Sulfate  First Aid
3.5mgN in). . .Antibiotic

Use first aid to help prevent
infection in minor scrapes,
cuts, and burns

Warnings

For external useonly »
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Warnings (continued)

Do not use mineyes mover
large areas of the body or on
puncture wounds, animal bites
or serious burns m for more
than 1 week unless directed by
a doctor mif you are allergic
to any of the ingredients

Stop use and ask a doctor if
M a rash or allergic reaction

develops m condition
WOrsens or persists

Keep out of reach of children
If mt{;ested, contact a Poison

Control Center right away.

Directions m clean affected
area M apply a small amount
110 3 times daily mma

cover with a sterile bandage

Inactive ingredients
mineral oil, petrolatum
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Warnings (continued)

Do not use Win eyes M over
large areas of the body or on
puncture wounds, animal bites
or serious burns m for more
than 1 week unless directed by

a doctor mif you are alierglc
to any of the ingredients

Active ing redfent
(Nn each gram) o
eomycin Sulfate First Aid

3.5 mg Neomycin). . .Antibiotic

Use first aid to help prevent
infection in minor scrapes,
cuts, and burns

Warnings
For external useonly p

SINGLE ANTIBIOTIC WITH NEOMYCIN

neomycin sulfate ointment

Product Information

Stop use and ask a doctor if
W a rash or allergic reaction

develops m condition
WOrSens or persists

Keep out of reach of children
If mttjested contact a Poison

Control Center right away.

Directions m clean affected
area M apply a small amount
110 3 times daily mma

cover with a sterile bandage

Inactive ingredients
mineral oil, petrolatum

Product Type HUMAN OTC DRUG Item Code (Source) NDC:61010-6700

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
neomycin sulfate (UNIL: 057Y626693) (neomycin - UNILI1I6 QD7X297) neomycin 35mg inlg

Inactive Ingredients

Ingredient Name Strength
petrolatum (UNI: 4T6 HI2BN9 U)



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61010-6700-2 144in 1BOX 11/13/2008

1 NDC:61010-6700-1 0.9 gin 1 POUCH; Type 0: Not a Combination Product

2 NDC:61010-6700-3 25in 1BOX 11/13/2008

2 NDC:61010-6700-1 0.9 gin 1 POUCH; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final ~ part333B 11/13/2008

Labeler - safetec of America (874965262)

Establishment
Name Address ID/FEI Business Operations
Safetec of America, Inc. 874965262 MANUFACTURE(61010-6700)

Revised: 12/2019 Safetec of America
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