ANTISEPTIC- isopropyl alcohol liquid
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 Ingredients
Isopropyl Alcohol 71.5%

Purpose

Antiseptic

Uses
e For preparation of the skin prior to injection or venipuncture

Warnings
For external use only
Flammable. Keep away from fire or flame

Do not use with electrocautery procedures or in or near the eyes. If this happens, rinse thoroughly with
water.

Stop use and ask doctor if irritation or redness develop and persists for more than 72 hours

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

Directions
e start at the venipuncture site and apply in a circular fashion
e use additional wipes as necessary to cover area

Inactive ingredients

purified/deionized water, ethyl ester of PVMA/MA copolymer, ethyl alcohol, acetyl tributyl citrate,
chloroxylenol

PRINCIPAL DISPLAY PANEL - packet label
Safetec

LV. Prep

Antiseptic/Barrier Wipe

For preparation of the skin prior to injection or venipuncture
Contents: 1 single-use, premoistened towelette
Manufactured by SAFETEC OF AMERICA, Inc.



Buffalo, NY 14215 800-456-7077 www.safetec.com

Safetec

VARRER

Antiseptic/Barrier Wfpe“
oy

For preperation of the skin
prior to injection or venipuncture

Contents: 1 single-use, premoistened towelette

Manufactured by SAFETEC OF AMERICA, Inc.
Buffalo, NY 14215 800-456-7077 www.safetec.com
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Warnings

For external use only

Flammable. Keep away from fire or flame

Do not use with electrocautery procedures or in or near the eyes.

if this happens, rinse thoroughly with water.

Stop use and ask a doctor if imitation or redness develop and
persists for more than 72 hours

Keep out of reach of children If swallowed get medical help or
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PRINCIPAL DISPLAY PANEL - box

Safetec

Contents: 50 individual, single-use, premoistened towelettes

NDC 61010-7000-1
LV. Prep
Antiseptic/Barrier Wipe

For preparation of the skin prior to injection or venipuncture




Drug Facts

Active ingredients Purpose
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Uses m For preparation of the skin prior to injection o venipunciure

Warnings

For external use only

Flammable. Keep away from fire or w&

Do not use with elecirocautery procedures o in or near the eyes, If this happens, rinse thoroughly with
water,

Stop use and ask a doctor if irritation or redness develop and persists for more than 72 hours
Keep out of reach of children if swallowed get medical help or cantact a Faison Control Center right away
Directions m tear open packet, remove iowelette W start at the venipuncture site and apply in a
circular fashion M use additional wipes as necessary Ib cover area

Inactive fnyredfents purified/deionized water, ethyl ester of PYMAMA copolymer, ethyl
alcohol, acetyl tributyl citrate, chiorxylenol

Manufactured by SAFETEC OF AMERICA, Inc. Made in the U.S.A.
Buffalo, NY 14215 B00-456-7077 www.safetec.com

Safetec

Reorder No. 37402

VARRER

Antiseptic/Barrier Wipe

(s) Safetec Contts: 5 bl g 5

NDC 61010-7000-1

VERRER

Antiseptic/Barrier Wipe

For preperation of the skin prior to injection or venipuncture

Safetec

Reorder No. 37402

Antiseptic/Barrier Wipe

ANTISEPTIC
isopropyl alcohol liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
isopropyl alcohol (UNI: ND2M416302) (isopropyl alcohol - UNI:ND2M416 302)

Inactive Ingredients
Ingredient Name
water (UNI: 059QF0KOOR)
alcohol (UNI: 3K9958V90M)
acetyltributyl citrate (UNI: 0ZBX0N59RZ)
chloroxylenol (UNIL: 0F32U78V2Q)

NDC:61010-7000

Basis of Strength Strength

isopropyl alcohol

715 mL in1L

Strength



Packaging

# Item Code Package Description
1 NDC:61010-7000-1 50 in 1 BOX
1 NDC:61010-7000-0 0.0012 L in 1 PACKET

Marketing Information

Marketing Start Date Marketing End Date

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

OTC monograph not final part333A

Labeler - safetec of America (874965262)

Establishment
Name Address

Safetec of America, Inc.

Revised: 6/2011

05/02/2011

ID/FEI Business Operations
874965262 MANUFACTURE

Safetec of America
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