HAND SANITIZER GEL W/VIT E/ALOE- alcohol gel
REALCHEM MANUFACTURING

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.

70% ETOH gel HS w/Vit E/aloe/unscented

This is a hand sanitizer unscented gel containing Vitamin E and Aloe manufactured according to FDA
guidance.

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 notuse
¢ inchildrenless than 2 months of age
® 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.

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



Inactive ingredients

Glycerin, Rapidgel EZ-1, Tocopheryl Acetate (Vitamin E), Aloe Barbedensis (Pure Inner Leaf Juice),

purified water USP
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Drug Facts

| Active Ingredientfs] Purpose
Ethyl Alcohol 70% /v ... ... Antiseptic

Usefs]
Hand Sanitizer to help reduce bacteria. For use when soap and
water are not available.

Warnings
m For external use only
H Flammable, keep away from heat, flame or ignition source.

When using this product ® Adult supetvision required for infants
and children at all times ® Do not use on infants less than 2 months
of age. Do not swallow. Do not use on open skin wounds 8 When
using this product keep out of eyes, ears, nose and mouth.min
case of contact with eyes, rinse eyes thoroughly with water and
contact a doctor.

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

Keep out of reach of children. Adult Supervision Required.
If swallowed: Immediately call a Poison Control Center or a doctor.
Rinse mouth.

Directions mPlace a generous amount of product on hands to cover
all surfaces. WRub hands together until dry. Repeat as needed.

Other information W Store between 5°Ct0 30°C (41°F to
86°F) m Avoid freezing and excessive heat above 40° C (104°F). May
damage or discolor surfaces or fabrics.

Inactive ingredients Glycerol, Water (Aqua), PEG 6; AMP-Acrylates/
Vinyl, Tocopheryl Acetate (Vitamin E), Aloe Barbedensis (Pure Inner

Leaf Juice).
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SIMPLE QUALITY INGREDIENTS TO MAKE
YOUR LIFE EASIER, SAFER AND CLEANER.

We created our Most Trusted ™ Hand Sanitizer
during a time when we couldn't find any safe, quality
products to use on our preschooler’s hands with
ingredients we could recognize. We wanted to use
the best ingredients throughout the process
including starting with the finest 190 or 200 proof
Ethyl Alcohol prior to the denaturing process and
Aloe Vera Inner Leaf Juice. Other products we tried
were poor smelling or had ingredients we couldn’t
pronounce. Definitely not something we would use
on our daughter’s hands and with twins on the way,
we had to create something extra special.

In our quest for ingredients, many companies tried
to sell us the same inferior raw materials that seem
to have become standard on the market today, but
we turned them all away. After many months of
research and testing of various raw ingredients, we
created our Most Trusted ™ Hand Sanitizer line with
families in mind because every person is someone’s
child, whether you're a parent, doctor, nurse, First
Responder, teacher, bank teller, cashier, restaurant
worker or your neighber and that makes you special!

We hope to serve others who care about OLD
FASHIONED INTEGRITY from a 35 year old
company using ONLY quality ingredients for your
family's skin just like we do. We don't want you to
have to worry about what's in your hand sanitizer.
Just a few simple quality ingredients to make your
life easier, safer and cleaner.

- Founders: Proud parents
of a preschooler & newborn twins

Made In the USA by CDP Inc.
Chicago, IL 60660

www.TrustedByAll.com RC ##H#H#H#
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Drug Facts
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SIMPLE QUALITY INGREDIENTS TO MAKE
YOUR LIFE EASIER, SAFER AND CLEANER.

Active Ingredientfs]
Ethyl Alcohol 70% VAV ...

Purpose
<ee. Antiseptic

Usel[s]
Hand Sanitizer to help reduce bacteria. For Use when soap and We created our Most Trusted™ Hand Sanitizer
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When using this product BAdult supervision required for infants
and children at all times m Do not use on infants less than 2 months
of age. Do not swallow. Do not use on open skin wounds ® When
using this product keep out of eyes, ears, nose and mouth. M In
case of contact with eyes, rinse eyes thoroughly with water and
contact a doctor.

Stop use and ask a doctor it iritation or rash occurs. These may be
signs of a serious condition.

we had to create something extra special.

In our quest for ingredients, many companies tried
to sell us the same inferior raw materials that seem
to have become standard on the market today, but
we turned them all away. After many months of
research and testing of various raw ingredients, we
created our Most Trusted™ Hand Sanitizer line with
families in mind because every person is someone’s
child, whether you're a parent, doctor, nurse, First
Responder, teacher, bank teller, cashier, restaurant
worker or your neighbor and that makes you speciall

Keep out of reach of children. Adult Supervision Required.
If swallowed: Immediately call a Poison Control Center or a doctor.
Rinse mouth.

Directions MW Place a generous amount of product on hands to cover|
all surfaces. WRub hands together unti dry. Repeat as needed.

Other information WStore between 5°C to 30°C (41°F to
86°F) Avoid freezing and excessive heat above 40° G (104°F). May
damage or discolor surfaces or fabrics.

Inactive Ingredients Glycerol, Water (Aqua), PEG 6; AMP-Acrylates/
Vinyl, Tocopheryl Acetate (Vitamin E), Aloe Barbedensis (Pure Inner
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We hope to serve others who care about OLD
FASHIONED INTEGRITY from a 35 year old
company using ONLY quality ingredients for your
family’s skin just like we do. We don’t want you to
have to worry about what’s in your hand sanitizer.
Just a few simple quality ingredients to make your
life easier, safer and cleaner.

- Founders: Proud parents
of a preschooler & newborn twins
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HAND SANITIZER GEL W/VIT E/ALOE
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:79363-704

Route of Administration TOPICAL

Active Ingredient/Active Moiety




Ingredient Name
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958 V90 M)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNI: PDC6A3C00X)
WATER (UNI: 059 QFOKOOR)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
ALOE VERA LEAF (UNIE: ZY81Z83H0 X)
RAPIDGEL EZ1 (UNIL: 33JH4A7R2K)

Packaging
# Item Code Package Description

1 NDC:79363-704-16 412 g in 1 BOTTLE; Type 0: Not a Combination Product
2 NDC:79363-704-08 206 gin 1 BOTTLE; Type 0: Nota Combination Product
3 NDC:79363-704-28 3296 gin 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part333A

Labeler - REALCHEM MANUFACT URING (120491681)

Basis of Strength Strength
ALCOHOL 65.7 g in 100 g

Strength
2.154 g in 100 g

0.033 g in 100 g

0.014g in100 g
1.048 g in 100 g

Marketing Start Date Marketing End Date

08/31/2020
08/31/2020
08/31/2020

Marketing Start Date Marketing End Date

08/31/2020

Establishment

Name Address ID/FEI Business Operations
REALCHEM MANUFACTURING 117584702 manufacture(79363-704) , pack(79363-704) , repack(79363-704)
Establishment

Name Address ID/FEI Business Operations
REALCHEM MANUFACTURING 117742005 manufacture(79363-704), pack(79363-704), repack(79363-704)
Establishment

Name Address ID/FEI Business Operations
REALCHEM MANUFACTURING 117828480 pack(79363-704) , manufacture(79363-704) , repack(79363-704)
Establishment

Name Address ID/FEI Business Operations
REALCHEM MANUFACTURING 120491681 manufacture(79363-704), pack(79363-704), repack(79363-704)
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