ANTIMICROBIAL FOAM SO AP WITH PCMX- chloroxylenol liquid
Waxie Sanitary Supply

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.

WAXIE® Antimicrobial Foam Soap with PCMX

Active ingredient
Chloroxylenol 0.3%

Purpose

Antimicrobial

Uses
¢ Handwash to help decrease bacteria on the skin
e Recommended for repeated use

Warnings
For external use only

When using this product do not use in or near the eyes. In case of contact, rinse eyes thoroughly with
water.

Stop use and ask a doctor if irritation or rash appears and lasts

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

Directions
e Wet hands
e Apply a small amount of product and work into a lather
e Rinse well and dry hands completely

Inactive ingredients

Water (Aqua), Alcohol, Ammonium Laureth Sulfate, Ammonium Lauryl Sulfate, Propylene Glycol,
Ammonium Xylenesulfonate, Cocamide MEA, Glycerin, Isopropyl Alcohol, Lactic Acid, Retinyl
Palmitate, Simmondsia Chinensis (Jojoba) Seed Oil, Tetrasodium EDTA, Tocopheryl Acetate, Zea
Mays (Corn) Oil, Ammonium Sulfate, Fragrance (Parfum), Methylchloroisothiazolinone,
Methylisothiazolinone, Red 4 (CI 14700), Yellow 6 (CI 15985)
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Drug Facts

Datos Farmacologicos

Active ingredient Purpose
Chlorowdenol 0.3% Aatimicrotial
Uses

o Hanoiwash 1o help decreasa bacteria on the skin

« Recommended for repeated use

Warnings

For external use onlly

When using this product do nal use inor nzar e eyes.
I case of contact, rinse ayes thoroughly with water,

Stop uze and ask a doctor if imi%tion or rash appears
and kst

Keep out of reach of children, I swelowed, get medicel

help or contact a Poison Cantrol Cenles right away,

Directions

« Wzt Hands

o Aoply product and thoraugly cover hand with lather
» Rinse well and dry hangs completely

Inactive ingredients water ihquz), Mcondl,
Ammoniim Lavreth Sullace, Ammanium Laed Sulfats
Fropylens Glyool, Ammaoniurm Xylenssulfonate, Cocamids
ME# Glycern, lsopropd Akeonal, Lactc Acid, Retimd
Palmitate, Simmondsia Chinensis (Jojobal Seed Oil,
Tetrasodium EOTA, Tocopheryl Acetate, Zea Mays (Com) O,
Ammonium Sulfate, Fragrance Parfum),
Methylchloroisothzazolinone, Metvlisothiazsknaone,

Rt 4 (G 14700, Yallow & (C1 15985)

Ingrediente activo Propdsito
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USDS ® Lavatlo de manos empleado para dsminuir la
cantidad de bactarias en |2 pel
* HECOmendado para uso reftarado

Advertencias
Silo para uso externo

Al ulillizar este producto, evitz e contacto con [os gjos o
con |2 zora alrededor de ks ojos, En caso de contactn
enjuagar completamenta ks 008 con agua,

Dejar de usar el producto y consulttar a un medico si
aparaca y parsista una imitacin o anipcidn cutinea
Mantener fuera del alcance de los nifios, En caso de
ingestion, de inmadiato acudir 2 un médico 0 ponerse en
contacto con 1 centro para & control de fdxicos.

Modo de uso

* Woje bs manos

* fodiguie el product hasta culrir completaments sus
manos con |a espuma

* Enjuague bign y saqua las manos completamante

Ingredientes inactivas /gua, flcohol etllco,
Lauret sulfato de amonio, Lawrdsuliato de amanio,
Progllenglicol, ¥ilenosulfonato de amaonio, MEA cocamida
Ghcerina, Alcohol isopropilico, Acido lactico, Palmitaio ce
retinilo, Aceite de Simmandsia Chinengis, EDTA tetrastdico,
Acetato oe oosferilo, Aceite de maiz (Zea Mays)

Sullato de amaonio, Frapancia, Metiloroisotiazolnona
MetiFsotiazolinona, Rojo 2, Amarilk 6
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Warnings
For external use onlly

When using this product do nal use inor nzar e eyes.
I case of contact, rinse ayes thoroughly with water,

Stop uze and ask a doctor if imi%tion or rash appears
and bsis

Keep out of reach of children, I swelowed, get medicel
help or contact a Poison Cantrol Cenles right away,
Directions
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o Aoply product and thoraugly cover hand with lather

» Rinse well and dry hangs completely
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Advertencias
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Al ulillizar este producto, evitz e contacto con [os gjos o
con |2 zora alrededor de ks ojos, En caso de contactn
enjlagar completamanta kg 008 con Apa,

Dejar de usar el producto y consultar a un médico si
aparace y persista una imitacion o erupcidn cutinea
Mantener fuera del alcance de los nifios, En caso de
ingestion, de inmadiato acudir 2 un médico 0 ponerse en
contacto con 1 centro para & control de fdxicos.

Modo de uso

* Woje bs manos

* Anligue el producto kasta cubrir completaments sus
manos con |a espuma

* Enjuague bign y saqua las manos completamante

Ingredientes inactivos 1;ua, Alcohol etilco,
Lauret sulfato de amaonio, Lawrdsulfato de amanio,
Progllenglicol, ¥ilenosulfonato de amaonio, MEA cocamida
Ghcerina, Alcohol isopropilico, Acido lactico, Palmitaio ce
retinilo, Acaite de Simmondsia Chinensig, EDTA tetrastdica,
Acetato oe oosferilo, Aceite de maiz (Zea Mays)

Sullato de amaonio, Frapancia, Metiloroisotiazolnona
MetiFsotiazolinona, Rojo 2, Amarilk 6

ANTIMICROBIAL FOAM SO AP WITH PCMX
chloroxylenol liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:61666-005

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name

CHLOROXYLENOL (UNI: 0F32U78V2Q) (CHLOROXYLENOL - UNI:0F32U78V2Q)

Inactive Ingredients

Ingredient Name
WATER (UNIL: 059 QFOKOOR)
ALCOHOL (UNIE: 3K9958 V90 M)
AMMO NIUM LAURETH-2 SULFATE (UNI: 69804Z48G6)
AMMO NIUM LAURYL SULFATE (UNI: Q7AO2RIMOB)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
AMMO NIUM XYLENESULFONATE (UNIL: 4FZY6L6 XCM)
COCO MONOETHANO LAMIDE (UNIL: C80684146D)
GLYCERIN (UNI: PDC6A3C00X)
ISOPROPYL ALCOHOL (UNI: ND2M416302)
LACTIC ACID (UNI: 33X04XA5AT)
VITAMIN A PALMITATE (UNIE: 1DIKONOVVC)
JOJOBA OIL (UNI: 724GKU717M)
EDETATE SODIUM (UNI: MP1J8420LU)
.ALPHA.-TO COPHEROL ACETATE, D- (UNI: A7E6 112E4N)
CORN OIL (UNIE: 8470 G57WFM)
AMMO NIUM SULFATE (UNI:: SU46BAM238)
METHYLCHLOROISOTHIAZOLINONE (UNI: DEL7T5SQRPN)
METHYLISO THIAZOLINONE (UNIE: 229 DOEIQFA)
FD&C RED NO. 4 (UNI: X3W0 AM1JLX)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)

Packaging
# Item Code Package Description

NDC:61666-005- 1200 mL in 1 PACKAGE; Type 0: Nota Combination

1 40 Product

Marketing Information

Marketing Category Application Number or Monograph Citation
OTC monograph not final part333E

Labeler - waxie Sanitary Supply (029142577)

Revised: 9/2017

Basis of Strength Strength

Marketing Start
Date

06/15/2006

Marketing Start Date
06/15/2006

CHLOROXYLENOL  0.003 mg in 1mL

Strength

Marketing End Date

Marketing End Date

Waxie Sanitary Supply
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