CALI DISTILLERY GEL HAND SANITIZER- alcohol gel
CALI Distillery

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.

The hand sanitizer is manufactured using only the following United States
Pharmacopoeia (USP) grade ingredients in the preparation of the product (percentage in
final product formulation) consistent with World Health Organization (WHO)
recommendations:

a. Alcohol (ethanol) (USP or Food Chemical Codex (FCC) grade) (70 to 72%,
volume/volume (v/v)) in an aqueous solution denatured according to Alcohol and
Tobacco Tax and Trade Bureau regulations in 27 CFR part 20.

Glycerol (1.45% v/v).

Carbomer

85% triethanolamine

Propylene glycol

Sterile distilled water or boiled cold water.
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Active Ingredient(s)

Alcohol 70% v/v. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

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 not use
e on children less than 2 months of age
e 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 Control
Center right away.

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
e 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)
e Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

glycerin, carbomer to gel, triethanolamine for PH balance, Propylene Glycol, Citrus oll,
purified water USP

Package Label - Principal Display Panel
474 mL NDC: 74500-0004-1 front label



”

C ALI DlsflLL;RY

Antiseptic Hand Sanitizer
70% Ethanol

Gel Formulation with Essential Oils

Non-sterile Solution
External Use Only

16 0Z/ 474 ML

Produced and Bottled by: CALI Distillery Gardena, CA
info@CaliDistillery.com

474 mL NDC: 74500-0004-1 back label



Drug Facts
Active Ingredient Purpose
Aloohol T e WV e Antiseptic

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

Wamings
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 eyves, rinse eyes thoroughly with water.

Stop use and ask a doctor if irftation or rash occurs. These may be signs of a
serious condiion.

Keep out of reach of children. If swallowed, get medical help or contact a
Poison Confrol 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 15-30C (59-86F)
= Avoid freezing and excessive heat above 40C (104F)

Inactive Ingredients Giycerin, Carbomer, Triethanclamine,
Propylene Glycol, Citrus Oll, Rosemary Oll, other Essential Oils, Water

Produced and Bottled by: CALI Distillery Gardena, CA

inffo@CaliDistillery.com

1 gallon NDC: 74500-0004-5 front label
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Antiseptic Hand Sanitizer

70% Ethanol

Gel Formulation with Essential Qils

Non-sterile Solution
External Use Only

32 oz label



Drug Facts
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Qur Sanitizer is ’ :
double-distilled from
American Corn into pure
200 proofalcoholand
then blended to create a
"skin friendly” gel to keep
you safe and your hands
comfortable.

We feel fortunate to help
our community in these
crazy times.

Rub on your hands until dry.
Be careful out there,

LQMK.E. &' ‘l"l'ou)u&.

Founders, CALI Distillery
info@CaliDistillery.com




Drug Facts

Active Ingredient Purpose
70% alc v/v Antiseptic

Use[s] 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 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 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.

* 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

remade 8 ounce



Drug Facts

Active ingredient(s)
Alcohal 70% wiy

Use(s)

ReMadeUSA’
Hand sanitizer to help reduce bactaria that potentially can causa

iseass. For use when soap and water are net avallable, Antiseptic Hand Sanitizer
Warnings 70% Alcohol

For external use only. Flammable.

Dur sanitizer is double distilled
from American Corn into pure
200 proof alcohol and then
blended to create a 'skin friendly'
gel to keep you safe and your
hands comfortable.

Do not use = an chiléren less than 2 manths of age » an ogen

skin wounds
When using this product keep out of eyes, cars, and mouth. In

case of contact with eves, rnse eyes thoroughly with water,

Stop use and ask a doctor if irmitation or rash occurs. These may

be signs of @ serious condition. e
S . t i

Keep out of reach of children. Iif swallowed, get madical help or
contact a Pajsaon Comtrol Cantar right away.

Non Sterile Topical Solution it
External use ONLY

Directions
8oz / 237TmL

*Placa enough product on hands to cover all surfaces. Rub sales@ramade.us

hands together until dry.

#3upenvise children under & years of age when using this
product to avaid swallowing,

Dther information

#3tore hetween 15-30C (53-86F)

»foid freezing and excessive heat above 40C (L04F)
Inactive ingredients

Water (Agua, Eau), Glycerin, Catbomer, Propylens Glycal,
Squalane, Fragance (Parfum], Aloe Barbadensis Leaf Juice,
Tocopheryl fcetate,

ReMade USA
Los Angeles, CA

Made in USA, Vetsran Dwned

Usa[s] Hand Sanitzer fo help reduce bacteria that
potentially can cause disease For use when soap and
water are not available.

Warnings

For exfernal use only. Flammable. Keep away fom heat
or fame.

Do not use
* on chiidren less than 2 months of age
= o Opeen Skin wounds

When using this product keep out of eyes, ears,

and mouth. In case of contact with eyes, rinse eyes.
thorowghly with waier.

Stop use and ask a doclor f irkaton or msh

| coors. These maybe sgns af a serious candfion.

Heep out of reach of children and peats.

If swaliowed, gef medical heip or contact a Poison Control
Center night asay.

Directions

* Place enough product on hands io ooser all suriaoes.
Rub: hands logether wnil dry.

= Sppervise chiideen under & years of age when using this
product o avoid swaliowing.

Other information
= Bfcre between 15-30°C [BR-86F)
= Awoid freezing and excessive heat above 407°C {104°F)

Inactive Ingrediants Giycern, Carbomer,

Triethanolamine. Propylene Giyool, Citnes O, Rosemary
ONl, other Exsarfial Ofts, Wailer

Catalog Mo, H3 MG
Lot: GLTOOB 207215
Distributed by Spectrum Chemical Mg Carp,

Sanitizer
Gel

Antizeptic Hand Sanitizer

Gel Formulation With-Essential Qils
Mon-5terile Topical Solution
External Usa Only

80Z /237 mL

-arddishlblﬂnsﬂuhfgut
affering of LUSP chemicals in
the world, including laboratory,

I |a nd 105% Mealiol ) | o scaleup’dn ulitqua_.;l-tjtms

“We provide fine chemicals,

equipment and supplies to a
wide range-of industries such™

as pharmaceuuedthinpharm
personal care & cosmieties,

food & bevarage, pharmacy-
compounding, and more. Our
bicoastal cGMP facilities are FDA
registered and inspected, with
additional certification to the
150 9001:2015 standard:

SpectrumChemical com
BOO.T728786
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70% Alcohol

GEL
HAND
SANITIZER

128 FL OZ

NON STERILE TOPICAL SOLUTION

8™ 50364 " 00531 "™ 5 EXTERNAL USE ONLY

ANTISEPTIC HAND SANITIZER

Drug Facts

Active ingredient(s).............. Purpose
Alcohol 70% viv Antiseptic
Use(s)

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 not use e 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 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.

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

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

Inactive ingredients

Water (Agua, Eau), Glycerin, Carbomer, Propylene Glycol,
Squalane, Fragance (Parfum), Aloe Barbadensis Leaf Juice,
Tocopheryl Acetate.

sales@remade.us

ReMade USA
Los Angeles, CA

Download MSDS

Made in USA, Veteran Owned

CALI DISTILLERY GEL HAND SANITIZER

alcohol gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M)

ALCOHOL

Item Code (Source)

Basis of Strength

NDC:74500-0004

Strength
70 mL in 100 mL




Inactive Ingredients

Ingredient Name

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
TROLAMINE (UNII: 903K93S3TK)
CARBOMER 940 (UNII: 4Q93RCW27E)
GLYCERIN (UNII: PDC6A3CO00X)

WATER (UNIl: 059QFOKOOR)

Packaging
# Item Code

NDC:74500-
0004-1

NDC:74500-
0004-2

NDC:74500-
0004-3

NDC:74500-
0004-4

NDC:74500-
0004-5

Package Description

474 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
Combination Product

237 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination

Product

946 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination

Product

1893 mL in 1 BOTTLE, PUMP; Type 0: Not a
Combination Product

3786 mL in 1 BOTTLE, PUMP; Type 0: Not a
Combination Product

Marketing Information

Marketing
Category

OTC monograph not

final

Application Number or Monograph
Citation

part333A

Labeler - cau pistillery (091173262)

Establishment
Name Address ID/FEI
Cali Distillery 091173262

Revised: 1/2022

Strength
2 mL in 100 mL
0.1 mL in 100 mL
0.5 mL in 100 mL
1.45 mL in 100 mL

Marketing Start Marketing End
Date Date

03/30/2020
03/30/2020
03/30/2020
03/30/2020

03/30/2020

Marketing Start
Date

Marketing End
Date

03/30/2020

Business Operations
manufacture(74500-0004)

CALI Distillery
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