HAND SANITIZER- alcohol gel
Gemini Indus tries 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(s)
Alcohol 70% v/v. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

Use as hand sanitizer to help reduce bacteria on the skin.

Warnings

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

Do notuse
¢ inchildrenless than 2 months of age
¢ onopen skin wounds

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

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.
Stop use and ask a doctor if irritation or rash occurs.

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 childrenunder 6 years of age when using this product to avoid swallowing.

Other information
e Store below 110*F (43*C) may dis color certain fabrics/surfaces

Inactive ingredients

glycerin, purified water USP, hydroxyethylcellulose

Package Label - Principal Dis play Panel
3780 mL NDC: 74100-003-01



Drug Facts
Active Ingredients Pu.rposz.a
Ethyl Alcohol 70% — — — —_ __ ___ _ Antiseptic

Use as hand sanitizer to help reduce bacteria on the skin

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

GEMINI

®

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 ifirritation or redness develops.
Keep out of reach of children if swallowed, get medical
help or contact a Poison Control right away.

Directions Apply palmful to hands « Rub hands together
H A N D S A N I TI Z E R G E L vigorously until dry « Supervise children when using product.
Other Information
Store below 110°F (43°C) may discolor certain fabrics/surfaces.

INDUSTRIES, INC

Ingredients: Water, Ethyl Alcohol, Glycerin

KILLS HARMFUL GERMS e e

* Effective at eliminating many c harmful germs and bacteria.
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I|| || Gemini Industries - 2300 Holloway Drive « El Reno, OK
0 1 6 670 70 Proudly Made in the U.S.A.

Phone: 800-262.5710 - www.gemini-coatings.com

1 gallon (128 FL OZ, 3.78L)

18930 mL NDC: 74100-003-05

Drug Facts
Active Ingredients Pu‘rposg
Ethyl Alcohol 70% — — — — __ ___ _ Antiseptic

Use as hand sanitizer to help reduce bacteria on the skin

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

GEMINI

®

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 redness develops.
Keep out of reach of children if swallowed, get medical
help or contact a Poison Control right away.

Directions Apply palmful to hands « Rub hands together
H A N D S A N I TI 2 E R G E L vigorously until dry « Supervise children when using product.
Other Information
Store below 110°F (43°C) may discolor certain fabrics/surfaces.

INDUSTRIES, INC

Ingredients: Water, Ethyl Alcohol, Glycerin

KILLS HARMFUL GERMS POy e e

* Effective at ellmmatmg many common harmful germs and bacteria.

I || || || I|| Manufactured by:

Gemini Industries - 2300 Holloway Drive « E| Reno, OK
0 16 670 69 Proudly Made in the US.A.

Phone: 800-262.5710 - www.gemini-coatings.com

5 gallon (640 FL OZ, 18,93L)

208197648 mL NDC: 74100-003-55



Drug Facts
Active Ingredients Pufposg
Ethyl Alcohol 70% — — — — — —_ _ Antiseptic

Use as hand sanitizer to help reduce bacteria on the skin

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

GEMINI

®

When using this product Do not usein or near the eyes.
In case of contact, rinse eyes thoroughly with water.

Stop use and ask a doctor ifirritation or redness develops.
Keep out of reach of children if swallowed, get medical
help or contact a Poison Control right away.

INDUSTRIES, INC

Directions Apply palmful to hands « Rub hands together

H A N D S A N I le E R G E L vigorously until dry « Supervise children when using product.

Other Information
Store below 110°F (43°C) may discolor certain fabrics/surfaces.

Ingredients: Water, Ethyl Alcohol, Glycerin

KI L LS H A R M F U L G E R M S Hydroxyethylcellulose

* Effective at eliminating many c harmful germs and bacteria.

Manufactured by:

| Gemini Industries - 2300 Holloway Drive « El Reno, OK

Phone: 800-262.5710 - www.gemini-coatings.com

Proudly Made in the US.A.

55 gallons (7040 FL OZ, 208,197.648L) IIBO

124918530 mL NDC: 74100-003-33

Drug Facts
Active Ingredients Puvrpos.e
Ethyl Alcohol 70% — — — — — —_ _ Antiseptic

Use as hand sanitizer to help reduce bacteria on the skin

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

GEMINI

®

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 ifirritation or redness develops.
Keep out of reach of children if swallowed, get medical
help or contact a Poison Control right away.

INDUSTRIES, INC

Directions Apply palmful to hands « Rub hands together

H A N D S A N I TI Z E R G E L vigorously until dry « Supervise children when using product.

Other Information
Store below 110°F (43°C) may discolor certain fabrics/surfaces.

Ingredients: Water, Ethyl Alcohol, Glycerin

KILLS HARMFUL GERMS L

----- g many ¢ harmful germs and bacteria.
Manufactured by:
|LO J || l |I || Il Gemini Industries - 2300 Holloway Drive « El Reno, OK
Phone: 800-262.5710 - www.gemini-coatings.com
330 gallons (42240 FL 0Z, 1,249,185.30L) 16267059 > Rty

HAND SANITIZER
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:74100-003

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 76.578357 mL in 100 mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.8782 mL in 100 mL
WATER (UNII: 059QF0KOOR) 22.0800871mL in 100 mL
HYDROXYETHYL CELLULOSE (2000 CPS AT 1%) (UNI: S38J6RZN16) 0.46039 mL in 100 mL
AMINOMETHYLPROPANOL (UNI: LU49E6626Q) 0.00289 mL in 100 mL

Packaging
. .. rketin r rketing En
# Item Code Package Description Marketing Start Marketing End
Date Date

1 1(;”1)074100_003_ 3780 mL in 1JUG; Type 0: Nota Combination Product 07/13/2020
2 1(;”53(::74100_003_ 18930 mL in 1 JUG; Type 0: Nota Combination Product 07/13/2020
3 NDC:74100-003- 208197648 mL in 1 DRUM; Type 0: Nota Combination 07/13/2020

55 Product
4 NDC:74100-003- 1249185300 mL in 1 TANK; Type 0: Not a Combination 07/13/2020

33 Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 07/13/2020

Labeler - Gemini ndustries Inc. (007207129)

Establishment
Name Address ID/FEI Business Operations
Gemini Industries Inc. 007207129 manufacture(74100-003)

Revised: 7/2020 Gemini Industries Inc.
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