JANITEX 75% ALCOHOL WET WIPES- ethyl alcohol cloth
Pacific Health Systems Inc.

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.

JANITEX 75% ALCOHOL WIPES

Drug Facts

Active Ingredient
Ethyl Alcohol 75%

Purpose

Antiseptic

Uses
* For hand sanitizing to decrease bacteria and germs on skin.
» Apply topically to the skinto help prevent cross contamination.

* Dries in seconds.

Warnings

* For external use only. Harmful if swallowed.

* Do not use as baby wipes.

* Do not flush down the toilet.

* Do not use in or contact the eyes.

Do Not Use

* Highly flammable. Keep away from fire or flame.
* Do not eat or drink when handling

* Avoid contact with open or exposed wounds.
When Using

Keep out of eyes, ears, and mouth.

In case of contact with eyes, rinse eyes thoroughly with water
Stop Use

Stop use if too much skinirritation and sensitivity develops or increases

KEEP OUT OF REACH OF CHILDREN

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



Directions

* Lift the tab on the top of the lid to open.

* Open moisture seal film package before use.

* Pull out first wipe through the dispensing center of the canister.
Next sheets pops up automatically

* Close the lid to retain moisture.

» Wipe clean with this product. Let air dry

Other Informations

* Store at room temperature 15-300 (59-86°F).

* Lot No. Manufacture date and expiration date can be found on package.
Inactive Ingredients Aqua, Glycerin, Parfum
ANTIVIRUS

ANTI - FUNGAL

Kills 99.9% Bacteria & Germs

FDA

75% Alcohol Concentration

99.9% Efficient Sterilization

Non-Woven Skin

Moisturizes and Doet Not Dry

BLEACH FREE

Made in Turkey

Distributed by Pacific Health Systems Inc.

19 Commerce Road Unit E Fairfield, NJ 07004

info @janitexus.com www.janitexus.com

Packaging
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Drug Facts

Active Ingredient
Ethyl Alcohol 75% w.uureeen..

Uses
+ For hand sanitizing to decrease bacteria and germs on skin.

+ Apply topically to the skin to help prevent cross contamination,
* Dries in seconds.

Warnings

+ For external use only. Harmful if swallowed.

+* Do not use as baby wipes.

* Do not flush down the tollet. Highly flammable.

* Keep away from fire or flame. Do not use in or contact the
eyes. Avoid contact with open or exposed wounds.

Do Not Use

* Do not use as baby wipes.

* Do not fiush down the toilet.

* Highly flammable. Keep away from fire or flame,
+ Do not eat or drink when handling

« Avoid contact with open or exposed

Purpose
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Drug Facts (continued)

When Using
Keep out of eyes, ears, and mouth,
In case of contact with eyes, rinse eyes thoroughly with water

Stop Use
Stop use If too much skin iritation and sensitivity develops or increases

KEEP OUT OF REACH OF CHILDREN
Keep out of reach of children, If swallowed, get medical
help or contact a Poison Control Center immediately.

Directions

« Lift the tab on the top of the lid to open.

+ Open moisture seal film package before use,

« Pull out first wipe through the dispensing center of the canister.
Next sheets pops up automatically

+ Close the iid to retain moisture,

* Wipe dean with this product. Let air dry

Other Informations

+ Store at room temperature 15-30°C (58-86°F).
+ Lot No, Manufacture date and expiration date can be found on package,

Inactive Ingredients Aqua, Ghcern, Padum




§
JANITEX

299%

Searitzon

“W‘"‘o

75% ALCOHOL .
"WIPES %

Tt e
A e L
e S

Y ——
Wr < pu 178 Lo
Gy

* Loa nfica ceoan userio bifo s panisin de un dio.
» P o figmgon on s amena y ambiental, sige las
instnuccionsa g6 150,

[ R ———
e

s e =
I e e e e
BEERERUR ST conman v

Drug Facts

Active Ingredient
Ethyl Alcohol 75%

Uses

- For hand sanitizing to decrease bacteria and germs on skin.

- Apply topically to the skin to help prevent cross contamination.
= Dries in seconds.

Warnings

= For external use only. Harmful if swallowed.

= Do not use as baby wipes.

= Do not flush down the toilet. Highly flammable.

- Keep away from fire or flame. Do not use in or contact the
eyes. Avoid contact with open or exposed wounds.

Do Not Use

= Do not use as baby wipes.

- Do not flush down the toilet.

- Highly flammable. Keep away from fire or flame.
- Do not eat or drink when handling.

= Avoid contact with open or exposed

oallitas himedas con alcohol
Tipo de Formulaci6n: Toallitas Impregnadas en Solucion
LEA LA ETIQUETA O EL PROSPECTO ANTES DE USAR EL
PRODUCTO.
* | os nifios deben usarlo bajo la supervision de un adulto.
* Para evitar riesgos de salud humana y ambiental, siga las
instrucciones de uso.
Instrucciones de Uso
* Para limpiar su piel, tome tantas toallitas himedas como
necesite y limpiela suavemente.
* Esto es un producto desarrollado para la higiene personal.
Puede usar el producto con la frecusncia que deses.
La vida Uil es de 2 afios cuando se aimacena a temperatura
ambiente y lejos de la luz solar.
La vida Gtil es de 3 meses después de abrir el paquete.

Drug Facts (continued)
When Using

Keep out of eyes, ears, and mouth.
In case of contact with eyes, rinse eyes thoroughly with water

Stop Use

Stop use if too much skin irritation and sensitivity develops or increases

KEEP OUT OF REACH OF CHILDREN
Keep out of reach of children. If swallowed, get medical
help or contact a Poison Control Center immediately.

Directions

= Lift the tab on the top of the lid to open.

= Open moisture seal film package before use.

= Pull out first wipe through the dispensing center of the canister.
Next sheets pops up automatically

= Close the lid to retain moisture.

= Wipe dean with this product. Let air dry

Other Informations

- Store at room temperafure
- Lot No. Manufaciure date and expiration date can be found on

naive Ingredients Aqua, Giycerin, Parfum

Sintomas de Envenenamiento: Sin sintomas.
ALCOHOL DESNATURALIZADO (DENAT) CAS No: 64-17-5 LDS0 {oral,
rata): 7060 ma/kg AL COHOL ISOPROPILICO CAS No: 67-63-0 LD50
oral, rata): 5280 mg/kg

edidas de Primeros Auxilios: Evite €l contacto visual directo. En caso
de contacto con los ojos, las lentes de contacto, si las hay, deben retirarse
antes del lavado. Abre los parpados y lave los ojos inmediatamente con
abundante agua. Si contindia cualquier molestia, consulte a un médico.
Antidoto e Informacion Reqguerida: No se conoce ningun anfidoto
gspecifico.
Area y Forma de Uso: Areas piiblicas y personales, consumidores

nerales.

sis de Uso: Se puede usar en la cantidad requerida para la impieza e
higiene de la piel.
Fri de Uso: Adecuado para uso frecuente.
Sustancias Activas (%): ALCOHOL DESNATURALIZADO (DENAT) CAS No:
64-17-5 (75,00% volumen) ALCOHOL ISOPROPILICO CAS No:
6:—63—0(300%}! olumen)
Sustancias Auxiliares: AOUA GLICERINA, PARFUM
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JANITEX 75% ALCOHOL WET WIPES
ethyl alcohol cloth

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source) NDC:79519-020




Active Ingredient/Active Moiety

Ingredient Name

ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958 V90 M)

Inactive Ingredients

Ingredient Name

WATER (UNIL 059QF0KOOR)
GLYCERIN (UNII: PDC6A3C00X)

Packaging
# Item Code

1 NDC:79519-020-
03

NDC:79519-020-
02

3 NDC:79519-020-01

NDC:79519-020-
04

Package Description
40 in 1 PACKET

4.16 mL in 1 PACKAGE; Type 0: Not a Combination
Product

60 in 1BOX

4.16 mL in 1 PACKAGE; Type 0: Nota Combination
Product

80 in 1 CANISTER

4.16 mL in 1 PACKAGE; Type 0: Nota Combination
Product

80 in 1 CANISTER

4.16 mL in 1 PACKAGE; Type 0: Nota Combination
Product

Marketing Information

Marketing Category
OTC monograph not final

part333A

Labeler - pacific Health Systems Inc. (080638960)

Revised: 9/2020

Application Number or Monograph Citation Marketing Start Date

06/30/2020

Basis of Strength
ALCOHOL

Strength
75mL in 100 mL

Strength

Marketing Start Date Marketing End Date

06/30/2020

06/30/2020

06/30/2020

09/01/2020

Marketing End Date

Pacific Health Systems Inc.



	JANITEX 75% ALCOHOL WIPES
	Drug Facts
	Active Ingredient
	Purpose
	Uses
	Warnings
	KEEP OUT OF REACH OF CHILDREN

	Directions
	Other Informations
	Packaging

