INOVAKER LAB HAND SANITIZER- isopropyl alcohol gel
UH Group 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.

Inovaker Lab Hand Sanitizer

Drug Facts

Active ingredient

Isopropyl alcohol 75% v/v

Purpose

Antimicrobial

Use

Hand sanitizer to help reduce bacteria on the skin.

Warnings
Flammable, keep away from fire or flame

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 swalowed, get medical help or contact a Poison Control Center Right away.

Directions

-Place product on hands - Rub until dry

Inactive ingredients
WATER (AQUA), GLYCERIN, TRIETHANOLAMINE, CARBOMER, FRAGRANCE.

Package Labeling:60ml



Alcohol 75% v/v

ANITIZER

HAND

Antiseptic  Antiséptico

Germicidal Germicida

Disinfectant Desinfectante

Leaves Hands Feeling Soft
Deja las manos con suavidad

INOWAKER

L AB

2.02 FL.OZ (60 ml)

Package Labeling:120ml

LOTE. 022004060001

003407

77500190

Drug Facts Datos Farmacoldgicos

Active ingredient Purpose

Isopropyl alcohol 75% v/v.... ....Antimicrobial

Ingredientes activos Propdsito

Alcohol isopropilico75% W/ V. eeeeeesece e sens Antimicrobiano

Use Hand sanitizer to help reduce bacteria on the skin.

Uso Antiséptico para las manos, empleado para disminuir la cantidad
de bacterias en la piel.

Warnings Flammable, keep away from fire or flame.
Advertencias Inflamable, mantener alejado del fuego o las llamas.

For external use only
Sélo para uso externo

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

Al utilizar este productoe, evitar el contacto con los ojos.
En caso de contacto, enjuagar completamente los ojos con agua.

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

Dejar de usar el producto y consultar a un médico si aparece y
persiste una irritacion o erupcion cutanea.

Keep out of reach of children. If swalowed, get medical
help or contact a Poison Control Center Right away.
Mantener fuera del alcance de los nifios. En caso de ingestion, de

inmediato acudir a un médico o ponerse en contacto con un centro para
el control de toxicos.

Directions
- Place product on hands - Rub until dry

Modo de uso- Poner producto en las manos
- Frotarse las manos hasta que se sequen

Inactive ingredients

WATER (AQUA), GLYCERIN, TRIETHANOLAMINE,
CARBOMER, FRAGRANCE.

Ingredientes inactivos

AGUA, GLICERINA, TRIETANOLAMINA, CARBOMERO,
FRAGANCIA.

HECHO EN MEXICO POR/ MADE IN MEXICO BY:
INOVAKER LAB, 5.A. de CV.

DISTRIBUTED BY: Address: 7365 Remcon Circle B-202
UHGROUPLLC  ElPaso, Tx 79912
Phone: 915-215-1450
Email murrea@uhgroupllc.com
sales@uhgrouplic.com
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Antiseptic  Antiséptico

Germicidal  Germicida

Disinfectant Desinfectante

Leaves Hands Feeling Soft
Deja las manos con suavidad|

INOWAKER

L AB

4.05 FL.OZ (120 ml)

Package Labeling:250ml

LOTE. 022004120001

003414

500190

7

Drug Facts Datos Farmacolégicos

Active ingredient Purpose
...Antimicrobial

Isopropyl alcohol 75% v/v..

Ingredientes activos Propésito

Alcohol isopropilico75% v/v. e Antimicrobiano

Use Hand sanitizer to help reduce bacteria on the skin.

Uso Antiséptico para las manos, empleado para disminuir la cantidad
de bacterias en la piel.

Warnings Flammable, keep away from fire or flame.
Advertencias Inflamable, mantener alejado del fuego o las llamas.

For external use only
Sélo para uso externo

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

Al utilizar este producto, evitar el contacto con los ojos.
En caso de contacto, enjuagar completamente los ojos con agua.

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

Dejar de usar el producto y consultar a un médico si aparece y
persiste una irritacién o erupcién cuténea,

Keep out of reach of children. If swalowed, get medical
help or contact a Poison Control Center Right away.
Mantener fuera del alcance de los nifios. En caso de ingestién, de

inmediato acudir a un médico o ponerse en contacto con un centro para
el control de toxicos.

Directions
- Place product on hands - Rub until dry

Modo de uso- Poner producto en las manos
- Frotarse las manos hasta que se sequen

Inactive ingredients

WATER (AQUA), GLYCERIN, TRIETHANOLAMINE,
CARBOMER, FRAGRANCE.

Ingredientes inactivos

AGUA, GLICERINA, TRIETANOLAMINA, CARBOMERO,
FRAGANCIA.

HECHO EN MEXICO POR/ MADE IN MEXICO BY:
INOVAKER LAB, S.A. de CV.

DISTRIBUTED BY: Address: 7365 Remcon Circle B-202
UH GROUP LLC El Paso, Tx 79912
Phone: 915-215-1450
Email: murrea@uhgroupllc.com
sales@uhgrouplic.com



Drug Facts Datos Farmacolégicos
Active ingredient Purpose
Isopropyl alcohol 75% V/Vv........cuuveueuncunee Antimicrobial
Ingredientes activos Propdsito

Alcohol isopropilico75% v/v.......... Antimicrobiano

Use Hand sanitizer to help reduce bacteria on the skin.
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Uso Antiséptico para las manos, empleado para disminuir la cantidad
de bacterias en la piel.

Warnings Flammable, keep away from fire or flame.
Adbvertencias Inflamable, mantener alejado del fuego o las llamas.

For external use only
Soélo para uso externo
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When using this product do not use in or near the eyes
In case of contact, rinse eyes thoroughly with water.

Al utilizar este producto, evitar el contacto con los ojos.
En caso de contacto, enjuagar completamente los ojos con agua.

Stop use and ask a doctor if irritation or rash appears
and lasts.
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8 Dejar de usar el producto y consultar a un médico si aparece y
S persiste una irritacién o erupcién cutanea.
n
N
g Keep out of reach of children. If swalowed, get medical
Antisenti Kndiséni = help or contact a Poison Control Center Right away.
ntiseptic ntiseptico
P P g Mantener fuera del alcance de los nifios. En caso de ingestion, de
Germicidal Germicida P inmediato acudir a un médico o ponerse en contacto con un centro para
ﬂ el control de téxicos.
Disinfectant Desinfectante 9
Directions
- Place product on hands - Rub until dry
Modo de uso- Poner producto en las manos
0 - Frotarse las manos hasta que se sequen
: (3]
Leaves Hands Feeling Soft — Inactive ingredients
™ WATER (AQUA), GLYCERIN, TRIETHANOLAMINE,
— CARBOMER, FRAGRANCE.
EE— o Ingredientes inactivos
AGUA, GLICERINA, TRIETANOLAMINA, CARBOMERO,
I FRAGANCIA.
o
(o]
INOVWAKER S— HECHO EN MEXICO POR/ MADE IN MEXICO BY:
L B pE— 8 INOVAKER LAB, S.A. de CV.
Tp] DISTRIBUTED BY: Address: 7365 Remcon Circle B-202
UHGROUPLLC ElPaso, Tx 79912
Phone: 915-215-1450
845 FL.OZ (250 m) r\ Email: murrea@uhgroupllc.com

sales@uhgroupllc.com

Package Labeling:500ml
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Antiseptic  Antiséptico

Germicidal Germicida

Disinfectant Desinfectante

Leaves Hands Feeling Soft
Deja las manos con suavidad

INOVWAKER

L NB

16.9 FL.OZ (500 ml)

Package Labeling:4L
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NOTTESTED

* ONANIMALS

LOTE. 022004500001

003445

500190
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Drug Facts Datos Farmacolégicos

Active ingredient Purpose
Isopropyl alcohol 75% v/v Antimicrobial

Ingredientes activos Propésito

Alcohol isopropilico75% v/v. Antimicrobiano

Use Hand sanitizer to help reduce bacteria on the skin.

Uso Antiséptico para las manos, empleado para disminuir la cantidad
de bacterias en la piel.

Warnings Flammable, keep away from fire or flame.
Advertencias Inflamable, mantener alejado del fuego o las llamas.

For external use only
Sélo para uso externo

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

Al utilizar este producto, evitar el contacto con los ojos.
En caso de contacto, enjuagar completamente los ojos con agua.

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

Dejar de usar el producto y consultar a un médico si aparece y
persiste una irritacion o erupcién cutanea.

Keep out of reach of children. If swalowed, get medical
help or contact a Poison Control Center Right away.
Mantener fuera del alcance de los nifios. En caso de ingestion, de

inmediato acudir a un médico o ponerse en contacto con un centro para
el control de téxicos.

Directions
- Place product on hands - Rub until dry

Modo de uso- Poner producto en las manos
- Frotarse las manos hasta que se sequen

Inactive ingredients
WATER (AQUA), GLYCERIN, TRIETHANOLAMINE,
CARBOMER, FRAGRANCE.

Ingredientes inactivos
AGUA, GLICERINA, TRIETANOLAMINA, CARBOMERO,
FRAGANCIA.

HECHO EN MEXICO POR/ MADE IN MEXICO BY:
INOVAKER LAB, S.A. de CV.

DISTRIBUTED BY: Address: 7365 Remcon Circle B-202
UH GROUPLLC ElPaso, Tx79912
Phone: 915-215-1450
Email: murrea@uhgroupllc.com
sales@uhgroupllc.com



Drug Facts

Active ingredient Purpose
Isopropyl alcohol 75% v/v Antiseptic

Use[s]
Health care personnel hand rub to help reduce bacteria
that potentially can cause disease.

Warnings

For external use only. Flammable. Keep away from
heat or flame

Do not use

«in children less than 2 months of age

« on open skin wounds

When using this product keep out eyes, ears, and
mouth. In case of contact with eyes, rinse eyes
thoroughly with water.

Stop use and ask a doctor if irritation or rash ocurrs.
These may be signs of a serious condition.

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

HAND+
SANITIZER

Directions
» Place enough product on hands to cover all surfaces
|sopropyl Alcohol Rub hands together until dry.
. . o * Supervise children under 6 years of age when using
Antlseptlc 75% this product to avoid swallowing.

Topical Solution Other information
« Store between 15-30C (59-86F)
« Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients
Water (aqua), Glycerin, Triethanolamine, Carbomer, Fragrance.

Antiseptic Hand Rub
Non- sterile Solution

Manufactured by: Questions? 832 449 9747
INOVAKER LAB SA DE CV 1
INO ' AKER Monterrey México sales@inovakerlab.com
LAB 64410 www.inovakerlab.com
Imported by: . ) )
L 1ZZO USA INC. Allrigths reservetj:\Made in Mexico.

7 503024 723625

1352FLOZ (4L Laredo Texas USA e (&) @ Z
( ) 78041 u‘:m\: “ %]

INOVAKER LAB HAND SANITIZER
isopropyl alcohol gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:78106-002

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ISOPROPYL ALCOHOL (UNI: ND2M416302) (ISOPROPYL ALCOHOL - ISOPROPYL 0.75 mL

UNIE:ND2M416302) ALCOHOL in 1 mL



Inactive Ingredients
Ingredient Name Strength
WATER (UNIL: 059 QFOKOOR)
GLYCERIN (UNIL: PDC6A3C00X)
TROLAMINE (UNI: 903K93S3TK)
CARBOMER HOMO POL YMER, UNSPECIFIED TYPE (UNIL: 0 ASMM30 7FC)
FRAGRANCE LAVENDER & CHIA F-153480 (UNI: SXS9CO2TZK)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:78106-002-01 60 mL in 1 BOTTLE; Type 0: Nota Combination Product  07/24/2020

2 NDC:78106-002-07 120 mL in 1 BOTTLE; Type 0: Not a Combination Product 07/24/2020

3 NDC:78106-002-02 250 mL in 1 BOTTLE; Type 0: Not a Combination Product 07/24/2020

4 NDC:78106-002-03 500 mL in 1 BOTTLE; Type 0: Not a Combination Product 07/24/2020

NDC:78106-002- 4000 mL in 1 BOTTLE; Type 0: Nota Combination

> 06 Product

07/24/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 07/24/2020

Labeler - uH Group LLC (025029589)

Revised: 7/2020 UHGroup LLC
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