BAC STOP4A HAND SANITIZER- alcohol solution
ENVIRO TECH CHEMICAL SERVICES, 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.

Active Ingredient
Alcohol 80% 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
¢ inchildrenless 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 15-30C (59-86F)
® Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

glycerin, hydrogen peroxide, purified water USP

Package Label - Principal Dis play Panel
Label 59 mL



Bac Stop 4A

Alcohol Antiseptic
80% Topical Solution

Hand Sanitizer
Non-sterile Solution

2 fl 0z/59 ml

Drug Facts

Active ingredient Purpose
AR eshl WP i oot ™o e T T e R R R R T e e T et TR R e T e e Antizeptic
Use

Haind sanitizer to help reduce bacteriz that potentizlly can cause diseass. For use when soap and water zre not available.

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

Lo not use
L] in children bess than 2 months of zze
L] on open skin wounds

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

ﬁup use and ask a doctor i iritation or rash occwurs. These may be signs of 3 serious condition.

Keep out of reach of children. If swallowed, get medicza] help or contact 3 Poison Control Center right sway.
Directions

- Place enough preduct on hands to cover all surfaces. Rub hands together until dry.

- Supervise children under 6 years of age when using this product to awoid swallowing.

Other information

- Store between 15-30C [59-B5F)

L] Avoid freezing and exosssive heat shove 40C {104F)

Inactive ingredients ghycerin, hydrogen perooide, purified water USP

118 mL Label



Bac Stop 4A

Alcohol Antiseptic
80% Topical Solution

Hand Sanitizer
Non-sterile Solution

4 fl 0z/118 ml

Drug Focts

Active ingredient Purpose
L o (L e S Y SO i DT PR T R SEY Antiseptic
Lse

Hand sanitizer to help reduce bacteria that potentizlly can cause disease, For use when soap and water are not available.

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

Do not use
= in children less than 2 months of age
L on open skin wounds

When using thiz product keep out of eyes, 2ars, and mouth. In cse of contact with eyes, rinse eyes thoroughly with water.

Ttop use and ask a doctor I irrtaton of rash accurs. 1hese may be signs of 3 serious condition.

Keep out of rench of children. If swallowed, et medical help or contact 3 Poizon Control Center right away.
Directions

= Place erough product on hands to cover all surfaces. Rub hands together until dry.

= Supendse children under § years of age when using this product to avoid swallowing.

Other information

= Store between 15-30C [59-B5F)

= Avoid freezing and excessive heat sbove 40C (104F)

Inactive ingredients ghycerin, hydrogen perovide, purified water USP

177 mL Label



Bac Stop 4A

Alcohol Antiseptic
80% Topical Solution

Hand Sanitizer
Non-sterile Solution

6 fl 02/177 ml

Drug Facts

Active ingredient Purpose
Alcohol BIEE vy
Uise

Antiseptic

Hzind sanitizer to help reduce bacteriz that potentizlly can cause disease. For use when soap and water sre not avsilable.

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

Do not use
] in children bkess than 2 months of aze
- on open skin wounds

‘When using this product keep out of eyes, ears. and mouwth. In Gse of contact with eyes, rinse eyes thoroughly with water.

Ttop use and ask a doctor [ rritanon o rash occurs. These may be signs of 3 serious condition.

Keep cut of reach of children. If swallowed, get medical help or contact 3 Poison Contral Center right away.
Directions

] Place enough product on hands to cower all surfaces. Rub hands together until dry.

- Supervize children under 6 years of age when using this product to 2vwoid swallowing.

Other information

=  5tore between 15-30C [59-86F)

] Bvoid freezing and excessive heat shove 400 | 104F)

Inactive ingredients zlycerin, hydrogen perowide, purified water USP

236 mL Label



Bac Stop 4A

Alcohol Antiseptic
80% Topical Solution

Hand Sanitizer
Non-sterile Solution

8 fl oz/236 ml

Drug Facts

Active ingredient Purpose
Bllcokhel| BIRE aghee™: =0 st e e e e e e e e R e Antiseptic
Use

Hzind sanitizer to help reduce bacteriz that potentizlly can cause disease. For use when soap and water sre not avsilable.

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

Do not use
= in children bess than 2 months of sze
- on open skin wounds

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

Ttop use and ask & doctor T irritanon o rash occurs. 1hese may be signs of 3 serious condition.

Keep out of rench of children. If swallowed, get medical help or comtact 3 Poison Control Center right away.
Directions

- Place enough product on hands to cover all surfaces. Rub hands together until dry.

- Supervize children under 6 years of age when using this product to avoid swallowing.

Other information

- Store between 15-30C [59-B6F)

- Bvoid freezing and excessive heat shove 400 | 104F)

Inactive ingredients glycerin, hydrogen perowide, purified water USP

473 mL Label



Bac Stop 4A

Alcohol Antiseptic
80% Topical Solution

Hand Sanitizer
Non-sterile Solution

16 fl 02/473 ml

Drug Facts

Active ingredient Purpose
B T T Antiseptic
Use

Haind sanitizer to help reduce bacteriz that potentizlly can cause diseass. For use when soap and water zre not available.

Warnings
For external use only. Flammable. Keep sway from hest or fame.

Do not use
L] in children bess than 2 months of sge
- on open skin wounds

When using this product keep out of eyes, ears, ant mouth. In cse of contact with eyes, finse eyes thoroughly with water.

ﬁup use and ask a doctor if iritation or rash occwers. These may be signs of a serious condition.

Keep out of reach of children. If swallowed, get medical help or contact 3 Poison Control Center right sway.
Directions

- Place enough proeduct on hands to cover all surfaces. Bub hands together until dry.

- Supervise children under 6 years of age when using this product to avoid swallowing.

Other information

=  Store between 15-30C (59-B6F)

L] Avoid freezing and exosssive heat shove 40C (104F)

Inactive ingredients ghycerin, hydrogen peroode, purified water USP

946 mL Label



Bac Stop 4A

Alcohol Antiseptic
80% Topical Solution

Hand Sanitizer
MNon-sterile Solution

32 fl oz/946 ml

Dirug Facts

Active ingredient
Akobol B0 e = Ay T o

Uise
Hand sanitizer to help reduce bacteria thet pobentially mn cause dis=ase. For use when soap and water are not availsbie.

Warnings
For external use anly. Flsmmable. Keep awey from heat or flame.

o mok use
*  inchildren less than 2 months of sg=
*  onopen skinwounds

Wihen wsing this prodsct keeo out of eyes, ears, and miowth. In case of condact with =pes, rinss =pes 'lh:!muﬁhllll with water

Stop use and ask & doctor Jimtation or rash oocurs. Thess may be signs of @ serious condition.

Keep out of reach of chilidnen. It saallowed, gt medical help or contact Ppison Control Center rishl: away
Directions

*  Filace =noush product on hands to cover all surfaces. Rub hands tagether unkil dry.

»  Supeniise children under § years of age when using this product to avoid swallowing.

other information

" Store betwesn 15-30C |::.5-aﬁ=|

*  Avoid freezing and excessive hest above 20C [104F)

Inoctive ingredients ghycerin, hipdrogen peroxide, purified water USP

3785 mL (1 gallon) Label




Bac Stop 4A

Alcohol Antiseptic
80% Topical Solution

Hand Sanitizer
Non-sterile Solution

1 gallon/3.785 L

Dirug Facts _—
Active ingredient Purpose
Akohal 80w _... Artissotic
Use
Hand sanitizer to help reguce bacteria thet potentisily mn cause disease. For use when soap and water are not available.
Warnings
For extzrnal use only. Flammabie. Keep awey from heat or lame.
T mot use
*  in children less than 2 manths of age
*  onopen sinwounds
When wsing this product keep out of eyes, ears, and mowth. In case of contact with eyes, rinse eyes thoroughly with water
Stop use and &sk & dochor imitation of rash ocurs. Thess may De signs of & seriows condition.
Kesp out of reach of children. If saalowed, st madical help or contact & Poison Control Canter risht away.
Directions
*  Fiace enough product on hands to cover &l surfaces. Fub hands together until dry.
*  Swpervise children under & years of age when using this product to avoid realowing.
other information
" Store betwesn 13-30C |:5-5-35=|
] Avoid freas ns and ERCEssivE hiEat sbove 200 [104F]
Inactive ingredients siycerin, hydrogen peroxide, purified water USF
BAC STOP4A HAND SANITIZER
alcohol solution
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:66284-002
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 80 mL in 100 mL

Inactive Ingredients
Ingredient Name
GLYCERIN (UNIE: PDC6A3C00X)
HYDRO GEN PERO XIDE (UNI: BBX060AN9 V)
WATER (UNIE 059 QFOKOOR)

Packaging

Strength

NA~ V2 . Ouca NA-_ M2t . T_ 1



# Item Code Package Description IVIACKE UL Dldrt IVIACKE LG Cau
Date Date
1 NDC:66284-002- 59 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 04/23/2020
01 Product
2 NDC:66284-002- 118 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 04/23/2020
02 Product
3 NDC:66284-002- 177 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 04/23/2020
03 Product
4 NDC:66284-002- 236 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 04/23/2020
04 Product
5 NDC:66284-002- 473 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 04/23/2020
05 Product
6 NDC:66284-002- 946 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 04/23/2020
06 Product
7 18117)(3:66284-002- ?JZ(?(]SUI:(L in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 04/23/2020

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 04/23/2020

Labeler - ENVIRO TECH CHEMICAL SERVICES, INC. (805860483)

Establishment

Name Address ID/FEI Business Operations
ENVIRO TECH CHEMICAL SERVICES, INC. 805860483 manufacture(66284-002)

Revised: 4/2020 ENVIRO TECHCHEMICAL SERVICES, INC.
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