LEAFREE HAND SANITIZER 16.910Z- ethyl alcohol gel
LEAFREE HAND SANITIZER 3.380Z- ethyl alcohol gel
LEAFREE HAND SANITIZER 10.140Z- ethyl alcohol gel
Corgiomed,LLC

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.

This is a hand sanitizer manufactured according to the Temporary Policy for Preparation of Certain
Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (CoViD-19); Guidance
for Industry.

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%, volume/volume (v/v)) in an
aqueous solution denatured according to Alcohol and Tobacco Tax and Trade Bureau regulations in
27 CFR part 20.

b. Carbomer

c. Trolamine

d. Sterile distilled water or boiled cold water.

The firm does not add other active or inactive ingredients. Different or additional ingredients may
impact the quality and potency of the product.

Active Ingredient(s)
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Ethyl Alcohol 70% v/v. Purpose: Antiseptic

Antiseptic, Hand Sanitizer




DRUG FACTS
ACTIVE INGREDIENT ...ooienian ~ PURPOSE
ETHYL ALCOHOL 70% VAV......... ANTISEPTIC

APPLICATION: SILNTABLE FOR HAND S¥IN DISINFECTION.

USES:
FAND SANITIZER, REDUCE BACTERIA ON THE SKIN |
RECOMMEMND FOR REPEATED USE.

WARNINGS:

# HOR EXTERMAL USE ONLY.

# FLAMMABLE, KEEF AWAY FROM HEAT, FIRE OR FLAME

& WHEN LISING THIS PRODUCT KEEP OUT OF EYES, EARS, AND MOUTH
I CASE OF CONTACT WITH EYES. RINSE EYES THOROUGHLY WITH
WATER AND SEEK MEDICAL ATTERTION IMMEDIATELY.

# 5TOP USE O/ CONSULT A DOCTOR.IF IRRITATION OR RASH CCOCURS.
THESE MAY BE SIGNS OF A SERIOLUFS CONDITION.

& DO NOT USE CHILDREN LESS THAN 2 MONTHS OF AGE ON OPFEN

SKIN WOUNDS |
# KEEP OUT OF FEACH OF CHILDAREM, IF SWALLOWED, GET |
MECHC AL HELP OR CONTACT A POISOR CENTRAL BIGHT AWAY

< -

TYPE: REFRESHING GEL ‘

Use

Uses:
Hand Sanitizer, reduce bacteria on the skin
Recommend for repeated use

Warnings
For external use only

Flammable, keep away from heat, fire or flame

Warnings:



\
DRUG FACTS
ACTIVE INGREDIENT ...ovovunnne PURPOSE
ETHYL ALCOHOL 70% VIV ANTISEFTIC

TYPE! REFRESHING GEL
APPLICATION: SILNTABLE FOR HAND S¥IN DISINFECTION

USES:
HAND SANITIZER, REDUCE BACTERIA ON THE SKIN
RECOMMEND FOR REPEATED LrSE

WARNINGS:

# HOR EXTERMAL USE ONLY.

# FLAMMABLE, KEEF AWAY FRON HEAT, FIRE CR FLAME

& WHEN LISIMEG THIES PROGLUCT KEEPOGUT OF EYES, BARS, AMD MOAUTH
IHCASE OF COMTACT 'WITH EYES. RINSE EYES THORUIGHLY WITH
WATER AND SEEX MEDICAL ATTENTION IMMEDIATELY.

4 5TOP USE CARCONSULT A& DOCTOR. IF IREITATION R RASH OOCURS.
THESE MAY BE SIGHS OF A SERICUS CONDITION

# DO NOT USE CHILDREN LESS THAR 2 MONTHS OF AGE ON OPEN
SKIN WOLNDS.

# KEEP OLIT OF REACH OF CHILDREN, IF SWALLOWED, GET
MEDICAL HELP OR CONTACT A POISOMN CENTRAL RIGHT AWAY

—

Do not use Children less than 2 months of age on open skin wounds
Keep out of reach of children. If swallowed, get medical help or contact a poison Central right away

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

Directions:

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

Use as needed. No need to rinse with water
For children under 6 years of age, use only under adult supervision.
Not recommender for infants

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

Inactive ingredients
CARBOMER, TROLAMINE, WATER.

Package Label - Principal Dis play Panel
TCFTEM R 27X5.8cm PVCE BB Kb B

DRUG FACTS ®

ACTIVE INGREDIENT ..
ETHYL ALCOHOL 70% V/V.

TYPE: REFRESHING GEL. } Le ree

APPLICATION: SUITABLE FOR HAND SKIN DISINFECTION.

HAND SANITIZER
HAND SANITIZER, REDUCE BACTERIA ON THE SKIN.

RECOMMEND FOR REPEATED USE.

& FORBUERNAL USE ONLY. Kills 99.99% Germs

¢ FLAMMABLE, KEEP AWAY FROM HEAT, FIRE OR FLAME.

¢ WHEN USING THIS PRODUCT KEEP OUT OF EYES, EARS, AND MOUTH.
IN CASE OF CONTACT WITH EYES, RINSE EYES THOROUGHLY WITH
WATER AND SEEK MEDICAL ATTENTION IMMEDIATELY.

# STOP USE OR CONSULT A DOCTOR. IF IRRITATION OR RASH OCCURS.
THESE MAY BE SIGNS OF A SERIOUS CONDITION.

¢ DO NOT USE CHILDREN LESS THAN 2 MONTHS OF AGE ON OPEN

SKIN WOUNDS. B4 STERILIZATION AND BACTERIOSTASIS
« KEEP OUT OF REACH OF CHILDREN. IF SWALLOWED, GET & HAND DISINFECTION, INSTANT DRY'

MEDICAL HELP OR CONTACT A POISON CENTRAL RIGHT AWAY.

& KEEP HANDS CLEAN AND HYDRATED 16.91FLOZ (500ml)

TEF LR B RT : 19.6X7em PVCE AR KM K

DIRECTIONS:

 PLACE ENOUGH PRODUCT ON HANDS TO COVER ALL
SURFACES. RUB HANDS TOGETHER UNTIL DRY.

# USE AS NEEDED. NO NEED TO RINSE WITH WATER.

# FOR CHILDREN UNDER 6 YEARS OF AGE, USE ONLY
UNDER ADULT SUPERVISION.

# NOT RECOMMENDER FOR INFANTS.

‘OTHER INFORMATION:
# STORE BETWEEN 15-30°C (59-86 F)
# AVOID FREEZING AND EXCESSIVE HEAT ABOVE 40°C(104°F)

STANDARD: Q/OLD A005-2020 QUALIFIED |
LOT:2020A5010  EXP:05/2022 970495186

& i C€ WoEPRC

INACTIVE INGREDIENTS:
CARBOMER, TROLAMINE, WATER.

EXCLUSIVELY DISTRIBUTED BY
CCORGIOMED, LLC. MCLEAN, VIRGINIA, 22102, USA

0424l

DRUG FACTS

ACTIVE INGREDIENT ... ®
ETHYL ALCOHOL 70% V/V

TYPE: REFRESHING GEL. z
APPLICATION: ree

SUITABLE FOR HAND SKIN DISINFECTION.

USES:

HAND SANITIZER, REDUCE BACTERIA ON THE SKIN.

RECOMMEND FOR REPEATED USE. H A N D SA N IT I Z E R

WARNINGS:

# FOR EXTERNAL USE ONLY. K_“ 0, G

# FLAMMABLE, KEEP AWAY FROM HEAT, FIRE OR FLAME.

* WHEN USING THIS PRODUCT KEEP OUT OF EYES, iis 99'99 /0 erms
EARS, AND MOUTH.IN CASE OF CONTACT WITH EYES,
RINSE EYES THOROUGHLY WITH WATER AND SEEK
MEDICAL ATTENTION IMMEDIATELY.

# STOP USE OR CONSULT A DOCTOR. IF IRRITATION
ORRASH OCCURS.THESE MAY BE SIGNS OF A
SERIOUS CONDITION.

# DO NOT USE CHILDREN LESS THAN 2 MONTHS OF
AGE ON OPEN SKIN WOUNDS.

# KEEP OUT OF REACH OF CHILDREN. IF SWALLOWED, 4 STERILIZATION AND BACTERIOSTASIS

GET MEDICAL HELP OR CONTACT A POISON
CENTRAL RIGHT AWAY. HAND DISINFECTION, INSTANT DRY

& KEEP HANDS CLEAN AND HYDRATED  10.14FLOZ (300ml)

DIRECTIONS:

+ PLACE ENOUGH PRODUCT ON HANDS TO COVER
ALL SURFACES. RUB HANDS TOGETHER UNTIL DRY.

# USE AS NEEDED. NO NEED TO RINSE WITH WATER.

+ FOR CHILDREN UNDER 6 YEARS OF AGE, USE ONLY
UNDER ADULT SUPERVISION.

- NOT RECOMMENDER FOR INFANTS.

OTHER INFORMATION:

& STORE BETWEEN 15-30°C (59-86 F)

# AVOID FREEZING AND EXCESSIVE HEAT
ABOVE 40°C(104F)

INACTIVE INGREDIENTS:
CARBOMER, TROLAMINE, WATER.

EXCLUSIVELY DISTRIBUTED BY

CORGIOMED, LLC. MCLEAN, VIRGINIA, 22102, USA
STANDARD: Q/OLD A005-2020 QUALIFIED

LOT: 2020A5010  EXP: 05/2022
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TCPEERT GRS 13X6.5emPV CE A 7K A )

DRUG FACTS
ACTIVE INGREDIENT ..ovuvinrinnne PURPOSE
ETHYLALCOHOL 70% V/V......... ANTISEPTIC
© TYPE: REFRESHING GEL.
APPLICATION:SUITABLE FOR HAND SKIN DISINFECTION.
{.e ree USES: HAND SANITIZER, REDUCE BACTERIA ON THE SKIN.
RECOMMEND FOR REPEATED USE.
WARNINGS:
4 FOR EXTERNAL USE ONLY.

« FLAMMABLE, KEEP AWAY FROM HEAT, FIRE OR FLAME.
# WHEN USING THIS PRODUCT KEEP OUT OF EYES, EARS, AND MOUTH.

IN CASE OF CONTACT WITH EYES, RINSE EYES THOROUGHLY WITH WATER
AND SEEK MEDICAL ATTENTION IMMEDIATELY.
@ STOP USE OR CONSULT A DOCTOR. IF IRRITATION OR RASH OCCURS.

THESE MAY BE SIGNS OF A SERIOUS CONDITION.
4 DONOT USE CHILDREN LESS THAN 2 MONTHS OF AGE ON OPEN SKIN WOUNDS.

H 4 KEEP OUT OF REACH OF CHILDREN. IF SWALLOWED, GET MEDICAL HELP OR
Kills 99.99% Germs CONTACT A POISON CENTRAL RIGHT AWAY.
DIRECTIONS:
@ PLACE ENOUGH PRODUCT ON HANDS TO COVER ALL SURFACES.
RUB HANDS TOGETHER UNTIL DRY.
4 USE AS NEEDED. NO NEED TO RINSE WITH WATER.

@ FOR CHILDREN UNDER 6 YEARS OF AGE, USE ONLY UNDER ADULT SUPERVISION.
# NOTRECOMMENDER FOR INFANTS.

OTHER INFORMATION:
« STORE BETWEEN 15-30°C (59-86 F)
# AVOID FREEZING AND EXCESSIVE HEAT ABOVE 40°C(104F)

STERILIZATION AND BACTERIOSTASIS INACTIVE INGREDIENTS: CARBOMER, TROLAMINE, WATER.
HAND DISINFECTION, INSTANT DRY EXCLUSIVELY DISTRIBUTED BY
CORGIOMED, LLC. MCLEAN, VIRGINIA, 22102, USA
AEER s LBl SR D I STANDARD: Q/OLD A005-2020 QUALIFIED || ‘ |H| ”
3.38FLOZ (100ml) LOT: 2020A5010 EXP: 05/2022 ~ o~
MADE INPRC T ¥ ) ﬂ?ﬁ C€ 6ll970495l1860448
100 mL NDC:76573-170-19
300 ml NDC: 76573-390-16
500 ml NDC: 76573-550-09
LEAFREE HAND SANITIZER 16.910Z
ethyl alcohol gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:76573-550
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength
CARBOMER 980 (UNII: 4Q93RCW27E) 0.24 mL in 100 mL
TROLAMINE (UNII: 903K93S3TK) 0.2 mL in 100 mL
WATER (UNI: 059QF0KOOR) 29.56 mL in 100 mL

Product Characteristics

Color white Score

Shape Size




Flavor Imprint Code

Contains

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:76573-550-09 500 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

€
Lﬁra

1AND SANITIZER
ills 99.99% Germs

STERILIZATION AND BACTERIOSTASIS
HAMD DISINFECTION, INSTANT DRY
KEEP HANDS CLEAN AND HYDRATED 16.91FLOZ (500

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 03/28/2020




LEAFREE HAND SANITIZER 3.380Z
ethyl alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:76573-170

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNI: 3K9958 V90M) (ALCOHOL - UNIE:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength
CARBOMER 980 (UNI: 4Q93RCW27E) 0.24 mL in 100 mL
TROLAMINE (UNI: 903K93S3TK) 0.2mL in 100 mL
WATER (UNI: 059QF0KOO0R) 29.56 mL in 100 mL

Product Characteristics

Color white Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:76573-170-19 100 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020



Lé
\ND SANITIZE

.99,99% Germs

LIZATION AND BACTERIOSTASIS
[ DISINFECTION, INSTANT DRY

HAMDS CLEAN AMD HYDRATED

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 03/30/2020

LEAFREE HAND SANITIZER 10.140Z
ethyl alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:76573-390

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name

ALCOHOL (UNI: 3K9958 V90 M) (ALCOHOL - UNIE3K9958 V90 M)

Inactive Ingredients

Ingredient Name
CARBOMER 980 (UNI: 4Q93RCW27E)
TROLAMINE (UNI: 903K93S3TK)
WATER (UNIL 059 QFOKOOR)

Product Characteristics

Color white Score

Shape Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

Basis of Strength Strength
ALCOHOL 70 mL in 100 mL

Strength
0.24 mL in 100 mL
0.2 mL in 100 mL
29.56 mL in 100 mL

Marketing Start Date Marketing End Date

1 NDC:76573-390-16 300 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020



Marketing Information

Marketing Category
OTC monograph not final part333A

DIRECTICNS:

= APPLY EVENLY TO Y3UR PALM AKD AL HAND
ERISHLY UTIL DR, WO EED TO Rl SE WITHWATER

# CHILDREM LINDER & YEARS OF AGE SHOULD BE
SUPERVISED WHEN USING THIS PRODUCT.

Wk R RGS)

= FOR EXTERMAL USE OMLY.

» FLAMMAELE. KEEP AWAY FROM FIRE ORFLAMI

= 1M CHEE OF DOWTACT EVES, FIMSE EVES
THORGUGHLY WITH WATER AKD SEEX MEDICA
ATTENTHIN |MMEDHATELY,

» |F BRITATION OF RASH AFPEARS AND LASTS,
STOE USE QR CORSULT & DOCTOR,

& KEEP QLT OF RERCH OF CHILDHEN, IF

SWALLOWED, GET METICAL HELP RIGHT AWAY

Application Number or Monograph Citation

ENCLUSIVELY DISTRIZLITED BY
CORGHIMED, LLT. MOLEAR. VIEGINIA, 32703, 1F
STAREART: QAL ADCE- 3030 GUALE B
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Marketing Start Date
03/30/2020

Marketing End Date

Labeler - corgiomed,LLC (117502701)

Registrant - Corgiomed,LLC (117502701)

Revised: 4/2020

Corgiomed,LLC
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