ALCOHOL ANTISEPTIC 70% TOPICAL SOLUTION- alcohol gel
Grupo Yacana Mexico SAS de CV

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.

Active Ingredient
Ethyl Alcohol 70% v/v.

Purpose

Antiseptic

Uses

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

- In 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 occurs. These may be signs of a serious condition.

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

Directions

Place enough product to cover all surfaces, rub hand together until dry, Supervise children under 6
years of age when using this product
to avoid swallowing.

Other information

Store between 15-30C (59-86F).
Avoid Freezing and excessive heat above 40C (104F)

Inactive ingredients

Glycerin, Hydrogen Peroxide, Purified Water USP

Product Labels



Alcohol Antiseptic 70% Topical

Solution
Antiseptic Hand Rub Non-sterile Solution

2.02 oz (60 mi)

Drug Facts

Active Ingredient Purpose
Ethyl Alcohol 70 %V ANSEPTIC
Uses Hand sanitizer to help reduce baoteria that potentizlly can cause diszase, For use

when soap snd water @M not available

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

Do not use
N In children less than 2 menths of age
= On open skin wounds

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

Stop use and ask a doctor if irmtation 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
cantar right away.

Place enough product to cover all surfaces, rub hand together until
Directions dry, supervise children under & years of age when using this product
to avoid swallowing

Other  5ore patween 15-30¢ (58-267),
information  avoid Freezing and excessive heat above 40C [104F)
Inactive

= Glycerin, Hydrogen Peroxide, Purified Water USP
Ingredients
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Alcohol Antiseptic 70% Topical

Solution
Antiseptic Hand Rub Non-sterile Solution

4.22 0z (125 ml)

Drug Facts

Active Ingredient Purpose

Etfryl AlCohol 70 %W ... ANTISEPTC

Uses Hand sanitizer to help reduce bacteria that potentizlly can cuse disease, For use

when soap and water @M2 not available

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

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

Keep out of reach of children. If swallowed, get medical help or contact a Poizon
Center right away.
Place encugh product to cover all surfaces, rub hand together until
Directions dry, supervisa children under & years of age when using this product
to avoid swallowing

Other Store batween 15-30C (S9-86F).
information  aveid Freezing and excessive heat above 40C [104F)

Inactive
Glycerin, Hydrogen Peroxide, Purified Water USP

Ingredients
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México
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Alcohol Antiseptic 70% Topical

Solution
Antiseptic Hand Rub Non-sterile Solution

6.76 0z (200 ml)

Drug Facts

Active Ingredient Purpose
Ethyl Alcohol 70 %wiv_.. ... An;tiseptic
Uses Hand sanitizer to help reduce bacteria that potentizlly can cuse disease, For use

when soap and water M2 not available

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

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

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

Place enough product to cover all surfaces, rub hand together until
Directions dry, Supervise children under 6 years of age when using this product
to avoid swallowing

Other Store hetween 15-30C (S9-86F).
information  avoid Freezing and excessive heat above 40C [104F)

Inactive

Ingredients Glycerin, Hydrogen Peroxide, Purified Water USP

Manufactured by: Lot
Grupo Yacana Mexico SAS de CV Expiry Date:
fve. Alfonso Reyes 714 Col. Contry
La 5illa, Monterrey, Muevo Leon,
MExico
Tel. +52 812473-6453
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Alcohol Antiseptic 70% Topical

Solution
Antiseptic Hand Rub Non-sterile Solution

16.9 oz (500 mi)

Drug Facts

Active Ingredient Purpose

Ethoyl Alcohol 70 9w/ ... _Antiseptic

Uses Hand sanitizer to help reduce bactenia that potentizlly can Guse disease, For use

when soap and water are not available

Warnings For external use only. lammable. keep away from heat or
flame.

Do not use
= In children less than 2 months of age
= On open skin wounds

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

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

Center right away.

Keep out of reach of children. if swallowed, get medical help or contact a Poison

Place enough product to cover all surfaces, rub hand together until
Directions dry, supervise children under & years of age whan using this product
to avoid swallowing

P a) Store between 15-30C (S8-86F).
information  avoid Freezing and excessive heat abowve 20C (104F)

Inactive

i'ngredfems Glycerin, Hydrogen Peroxide, Purified Water USP

Manufactured by: Lot
Grupo Yacana Mexico SAS de OV Expiry Date:
Ave. Alfonso Reyes 714 Col. Contry
La 5illa, Monterrey, Muevo Lean,
MExico
Tel. +52 812473-8453
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Alcohol Antiseptic 70% Topical

Solution
Antiseptic Hand Rub Non-sterile Solution

33.81 0z (1000 ml)

Drug Facts

Active Ingredient Purpose
Ethiyl Alcohol 70 %W/ V... e ANTISEPTIC
Uses Hard saritizer to hals reduce bacteria that potentizlly can cause disease, For use

when s0ap and water are rot available

Warnings For external use only. Flammable. keep away from heat or
flame.

Do not use
= In children less tham 2 months of age
= On open skin wounds

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

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

Keep out of reach of children_ if swallowed, get medical help or contact a Poison

Center rizht away.
Place enough product to cover all surfaces, rub hand togsther until

Directions dry, Supervise children under & years of age when using this preduct
to avoid swallowing

Other
infgrmﬁon Ayoid Freezing and excessive heat above 40C [104F)

store between 15-30C (59-86F).

Inactive

Ingredients Glycerin, Hydrogen Peroxide, Purified Water USP

Alcohol Antiseptic 70% Topical

Solution
Antiseptic Hand Rub Non-sterile Solution

6762.8 0z (200 1)

La 5illa, Monterrey, Muevo Leon,
MExico

Tel. +52 812473-8453

W acana ey gym

Manufactured by: Lot
GTupo Yacana Mexico 5AS da Cv Expiry Date:
sve. Alfonso Reyes 714 Col. Contry 2
1 434
Made in Mésico § ?

Drug Facts

Active Ingredient Purpose

Ethod Alcohol 70%wiv_. . _Antiseptic

Uses Hand sanitizer to help reduce bacteria that potentizlly can cuse disease, For use

when soap snd water are rot available

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 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 ooours. Thase may be signs of a serious
condition.

keep out of reach of children. If swallowed, gat medical help or contact a Poison
center risht away.

Place enough product to cover all surfaces, rub hand together until
Directions dry, supervise children under & years of age whan using this product
to avoid swallowing

Other Store between 15-30C [59-B5F).
information  avoid Freezing and excessive heat above 40C (104F)

Inactive

lngredfents Glycerin, Hydrogen Peroxide, Purified Water USP

Manufactured by: Lot
Grupo Yacana Mexico 545 de OV Expiry Date:
ave. alfonso Reyes 714 Col. Contry
La Silla, Monterrey, Nuevo Leon,
Kéxico
Tel. 52 812473-8453
g 1 4 34 ]
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ALCOHOL ANTISEPTIC 70% TOPICAL SOLUTION

alcohol gel

Product Information



Product Type HUMAN OTC DRUG Item Code (Source) NDC:76592-002

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIE: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNIE: PDC6A3C00X)
HYDRO GEN PERO XIDE (UNIL: BBX060AN9V)
WATER (UNIE: 059 QFOKOOR)

Packaging
3 rketin r rketing En
# Item Code Package Description Marketing Start ~ Marketing End
Date Date
1 NDC:76592-002- 60 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 05/04/2020
01 Product
» NDC:76592-002- 125 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 05/04/2020
02 Product
3 NDC:76592-002- 200 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 05/04/2020
03 Product
4 NDC:76592-002- 250 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 05/04/2020
04 Product
5 NDC:76592-002- 500 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 05/04/2020
05 Product
6 NDC:76592-002- 1000 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 05/04/2020
06 Product
7 1(;1;)076592-002- ;SOOdOHOC? mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 05/04/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 05/04/2020

Labeler - Grupo Yacana Mexico SAS de CV (951570169)

Revised: 5/2020 Grupo Yacana Mexico SAS de CV
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