HAND SANITIZER- alcohol gel
Diquisa, S.A.De C.V.

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.

Hand Sanitizer

Active Ingredient(s)
Ethyl Alcohol 70% v/v.

Purpose

Antiseptic

Use

Hand Sanitizer to help reduce bacteria that potentially can cause disease. For use when soap and water
are not available.

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

e onchildrenless than 2 months of age
e onopenskin wounds

When using this product keep out of 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 occurs. 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.

Directions
® Place enough product on hands to cover all surfaces. Rub hands together until dry.
e Supervise children under 6 years of age when using this product to avoid swallowing.

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

Inactive ingredients

Carbomer, Glycerin, Purified water, Trolamine

Package Label - Principal Dis play Panel
3780 mL NDC: 78361-003-01
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FRAGRANCE FREE
GENTLE ON SKIN - QUICK DRY

128 F1L 0Z (1 GAL)
1000 mL NDC: 78361-003-02

Drug Facts

Active ingredients Purpose
iyl akcohol 70% Anfisepfi

Uses shand saritizer to help reduce bacteria that can potentially cause
disease, For use when soap and water are not available,

Warnings

For extemal use only. Flammable. Keep away fiom heat or flame.

Do not use on children less than 2 months of age. On apen skin wounds.
When using this product kesp out ofeyes, ears, and mouth. In case of
contact with eyes, rinse eyes thoroughly with water,

Stop use and ask a doctor if irtation or rash ocour, These might be signs of
a serious condtion,

Keep out of reach of children if swallowed get medical help, or contact the
Poision Control Canter right away.

Directions

#Placa enough product on hands to cover all surfaces. #Rub hands togather
urtil dry, #Supervise children under 6 years of age when using this product to
avoid swallowing.

Other information
#Store between 59°F-86°F(15°C-30°C). »Avoid freezing and excessive heat
above 104°F (40°C .

Inactive ingredients
Carbomer, Glycerin, Purified water, Trolamine.

Contact:
<52 (81) 8333-0570
MADE IN MEXICO NDC 78361-003-01

Manufactured by:
DIQUISA, S.A. DEC.V.
Montarrsy, NL, 64630
www.avoafamily. com
7 31117
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Drug Facts

Active ingredients
T o

Uses sHand saniizer 1 help mauce bacteria that can potentially caise
disease, For use when soap and vate are not avalable,

Warnings

For exiernd use only Hammable. Keep avay from heat or flame.
Donot wse on children less than 2 months of age. On open skin wounds,
When using this product kesp out of eyes, ears, and mouth. In case of
contact with eyes, fnse eyes thomughly with watzr,

Stop useand ask a doctor if ivitation or rash occur. These might be signs of
a senous concion.

Keap out of reach of children if swaloned get medial help, or contact the
Paowsion Control Center nght away.

Directions

*Pace enough product on hands o cover dl surfaces, Hub hands together
unitil cry, #Supanse children under 6 years of age when using fis product to
avord swallowing.

Other information
# Store bebween J9°F-86°H 15°C-30°C). whvoid freezng and encessive heat
above 104 °F (40°C).

Inactive ingredients
Carbomer, Glycarin, Punfed waks, Trolamine,

Manufactured by
DIoUIsA, SA DECY
Monterrey, ML, 64630
www. avozfamily.com
Caontoact:
+52 (B1) B333-0570
7 o]
MO TB36

MADE IN MEXICO
1-003-02

500 mL NDC: 78361-003-03
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Drug Facts

Active ingredients Purpose
Ethyl QlCONOl 7090t e e e e e e ANTISEPTIC

Uses eHand sanitizer to help reduce bacteria that can potentially cause
disease. For use when soap and water are not available.

Warnings

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

Do not use on children less than 2 months of age. On open skin wounds.
When using this product keep out of 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 occur. These might be signs of
a serious condition.

Keep out of reach of children if swallowed get medical help, or contact the
Poision Control Center right away.

Directions

ePlace enough product on hands to cover all surfaces. ®Rub hands together
until dry. eSupervise children under 6 years of age when using this product to
avoid swallowing.

Other information
eStore between 59°F-86°F(15°C-30°C). ®#Avoid freezing and excessive heat
above 104 °F (40°C).

Inactive ingredients
Carbomer, Glycerin, Purified water, Trolamine.

Manufactured by:
DIQUISA, S.A. DE C.V. ||
54083

Monterrey, NL, 64630
www.avosfamily.com
Contact:

+52 (81) 8333-0570

MADE IN MEXICO NDC- 78361- 003-03

250 mL NDC: 78361-003-04
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Drug Facts

Active ingredients Purpose
LT =1 CoTo ] o T I SO SPRRRY L | g |« (=1~ @ (¢

Uses eHand sanitizer to help reduce bacteria that can potentially cause
disease. For use when soap and water are not available.

Warnings

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

Do not use on children less than 2 months of age. On open skin wounds.
When using this product keep out of eyes, ears, and mouth. In case of
contact with eyes, rinse eyes thoroughly with water.

-étnp use and ask a doctor if irritation or rash occur. These might be signs of
a serious condition.

Keep out of reach of children if swallowed get medical help, or contact the
Poision Control Center right away.

Directions

*Place enough product on hands to cover all surfaces. #*Rub hands together
until dry. ®Supervise children under 6 years of age when using this product to
avoid swallowing.

Other information
*Store between 59°F-86°F(15°C-30°C). ®#Avoid freezing and excessive heat
above 104 °F (40°C ).

Inactive ingredienis
Carbomer, Glycerin, Purified water, Trolamine.

Monterrey, NL, 64630
www.avosfamily.com
Contact:

+52 (B1) 8333-0570
MADE IN MEXICO NDC- 78361- 003-04

Manufactured by:
DIQUISA, S A DECV l ||
7954083 " 37233

—

330 mL NDC: 78361-003-05



AVOS

ANTIBACTERIAL

HAND

SANITIZE

ALCOHOL 70%
FRAGRANCE FREE
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11.16 FL 0Z (330 ML)




Drug Facts

Active ingredients Purpose
Ethyl alconNOl 70%6. ... et s s s ras e se s s s e e e e aneeennene o AT TS EPTIC

Uses eHand sanitizer to help reduce bacteria that can potentially cause
disease. For use when soap and water are not available.

Warnings

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

Do not use on children less than 2 months of age. On open skin wounds.
When using this product keep out of 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 occur. These might be signs of
a serious condition.

Keep out of reach of children if swallowed get medical help, or contact the
Poision Control Center right away.

Directions

¢Place enough product on hands to cover all surfaces. ®*Rub hands together
until dry. ®Supervise children under 6 years of age when using this product to
avoid swallowing.

Other information
e Store between 59°F-86°F(15°C-30°C). #Avoid freezing and excessive heat
above 104 °F (40°C).

Inactive ingredients
Carbomer, Glycerin, Purified water, Trolamine.

Manufactured by: ) )
DIQUISA. SA DEC.V. NDC 78361-003-05
Monterrey, NL, 64630
1083

www.avosfamily.com
Contact:

+52 (81) 8333-0570
MADE IN MEXICO 7 M54

60 mL NDC: 78361-003-06



AVUS Drug Facts

Active ingredients Purpose
Ethyl alcohol 70% Antiseptic

A N T I B A c T E H I A L Uses eHand sanitizer to help reduce bacteria that can potentially cause
disease. For use when soap and water are not available.

Warnings

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

Do not use on children less than 2 months of age. On open skin wounds.
When using this product keep out of 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 occur. These might be signs of
a serious condition.

Keep out of reach of children if swallowed get medical help, or contact the
Poision Control Center right away.

Directions
*Place enough product on hands to cover all surfaces. #Rub hands together

until dry. ®Supervise children under 6 years of age when using this product to
avoid swallowing.

Other information

e Store between 59°F-86°F(15°C-30°C). ®Avoid freezing and excessive heat
above 104 °F (40°C ).

Inactive ingredients
ALCOHOL 70%

FRAGRANCE FREE Manfactured by H ‘“ “ ‘
7HR54083 " 37239 Ma

DIQUISA, S.A. DECV.

GENT[E 0” SKIN ) aUICK BHY Monterrey, NL, 64630

www.avosfamily.com
Contact:

2 FL0Z (60 ML) MAGE N WEXCO

NDC 78361-003-06

HAND SANITIZER
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:78361-003

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIE: 3K9958 V90 M) (ALCOHOL - UNIE3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength
TROLAMINE (UNI:: 903K93S3TK) 0.1mL in 100 mL
WATER (UNIL: 059 QFOKOOR)
CARBO MER HOMO PO LYMER, UNSPECIFIED TYPE (UNI: 0 ASMM30 7FC) 0.4 mL in 100 mL

GLYCERIN (UNIL: PDC6A3C00X) 0.5mL in 100 mL




Packaging

#
1
2
3
4
5
6

Item Code Package Description

NDC:78361-003-01 3780 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/01/2020
NDC:78361-003-02 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 07/01/2020
NDC:78361-003-03 500 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/01/2020
NDC:78361-003-04 250 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/01/2020
NDC:78361-003-05 330 mL in 1 BOTTLE; Type 0: Not a Combination Product 07/01/2020
NDC:78361-003-06 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/01/2020

Marketing Information

Marketing Category

OTC monograph not final part333A

Labeler - piquisa, S.A. De C.V. (815736509)

Establishment

Name Address

Diquisa, S.A. De C.V.

Revised: 8/2020

Application Number or Monograph Citation

07/01/2020

ID/FEI

Marketing Start Date Marketing End Date

Marketing Start Date Marketing End Date

Business Operations

815736509 manufacture(78361-003)

Diquisa, S.A. De C.V.
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