HAND SANITIZER- alcohol gel
One Up Manufacturing LL.C

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.

Hand Sanitizer

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) (80%, 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. Glycerol (1.45% v/v).

c. Hydrogen peroxide (0.125% v/v).

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)
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
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.

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, propylene glycol, carbopol ETD 2020, purified water USP, 85% Triethanolamine

Package Label - Principal Dis play Panel
30 mL NDC: 75518-221-02
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Drug Facts
Active Ingredient(s) Purpose
Ethanol 70% Antiseptic

Usefs) Hand Sanitizer to help reduce bacteria that pommalyc:an
cause disease. For when soap and water are not avalab

Danger: Hi Flammable, keep away from fire and
Iarrr?a.s cm‘s:lvsemns eye,lrrlta':lon s

(1.00 FL.02)

Use bioddes safely Aways read the label and product
information sefore use. Store in a well-ventilated place. Keep cool.
Eye protection not required normally but wear eye protection
where there is a risk of this product getiing in the eyes.
LIQUID REIGN LLC.

GARDENA, CA 90248
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‘When using this product ¥eep out of eyﬁ uif in eyes,
rinse cautiously with water for several minutes #Remove

contact lenses, \f'gresem and easy to do, continue rinsi
case of fire: Use foam, carbon dioxide, dry powdemrwa
foﬂato extinguish Avoid contact with broken skin WDo not
inhale or ingest

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 swalowed, medical
gg :}ézrgmiam a Poison Control Center right away, 1 (800)

Directions WWet hands thoroughly with product and allow to dry
without mpn.rhm For children under 6, use only under adult
supervision recommended for infants.

Other information #Keep away from heat, hot surfaces,
sparks, open flames andotheognmon sources, lMay dusmlor

some fabrics. BHarmful to wo shes and piasti

smoking. BKeep container tightly closed.
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contact lenses, if present and Eﬁytﬂﬁ] continue rinsing fn Eye protecton not required normally butwear eye proteciion

case of fire: Use bam, carhon dioiede, dry powdsr orwafer
to extinguish Avoid contact with broken skin 8Do not where here is a risk of his product gatting in the eyes.
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Use biocides safely. Always
read the label and product
information before use. Store
in a well-ventillated place.
Keep cool. Eye protection not
required normally but wear
eye protection where there is
a risk of this product
getting in the eyes.

LIQUID REIGN LLC.
GARDENA, CA 90248

Drug Facts

's) Hand Sanifizer i help reduce
bacteria that potentially can cause disease.
For when soap and water am not available.

using this product ¥Kaep out
of eyes Blf in eyes, rinse cautiously with
water for several minutes8Remove contact
lensas, if precant and aasy i do, confinue
fin Mn case of fire: Use foam, carbon
di . dry powdar or water fog to
mhgljm B yaid contact with broken skin
# Do 'naot inhale or ingest

Stop use and ask a doctor if
irritation or rAsh occurs. These may be
signs of a sanious condition.

Keep out of reach of children.
If swallowed, get madical help or contact a
Poison Contral Canter right away,

1 (800) 2221222,

Directions wwat hands tharoughly
with product and allow to dry without
wiping. BForchildren under 6, use only
under adult suparvision. INot mcommandad
for infants.

Other information skeep away
from heat, hot surfaces, sparks, open
flames and other igniion sources. 8May
discolor some fabrics. 8 Hamful o wood
finishes and plastics. No smaking. BKaep
container tightly closed.

Inactive ingredients: watsr
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's) Hand Sanifizer to help reduce
bacteria that potentially can cause disease.
For when soap and water are not available.

Danger: Highly Flammable, keep
away fire and flame. Causes

‘When using this product ¥Kzep out
of eyes BIf in eyes, rinse cautioushy with
water forseveral minuesReamove contact
lenses, if present and easy o do, confinue
rinsing Mn case of fire: Use foam, carbon
dicide, dry powder or water fog to
axtinguish ¥Avoid contact with brokan skin
a1 Da not inhale or ingest

Stop use and ask a doctor if
irritaticn or Fmsh occurs. These may be
signs of a sefous condition.

Keep out of reach of children.

If swallowed, get medical help or contact a
Poison Confrol Center right away,

1 (B00) 222.1222,

Directions nwethands thoroughly
with product and allow to dry without
wiping. ®Farchildran under &, use anly
under adult supervision. INot rrcommended
for infants.

Other information skeep away
from heat, haot surfaces, sparks, open
flames and other ignition sources. BMay
discolor some fabrics. 8 Hamful 1o wood
finishes and plastics. No smoking. ¥Kaap
container tightly closed.

Inactive ingredients: waw:
Gwcam,r*mmmaenm,cmum@r
ETD 2020, Tnathanolmine

60 mL NDC: 75518-221-04
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Use biocides safely. Always
read the label and product
information before use. Store
in a well-ventillated place.
Keep cool. Eye protection not
required normally but wear
eye protection where there is
a risk of this product
getting in the eyes.

MANUFACTURED BY:
ONE UP MANUFACTURING
GARDENA, CA 90248
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Drug Facts
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Ethanol 70%...

Purpose

....Antiseptic

Use(s) Hand Saritizer to help reduce
bacteria that potentially can cause disease.
For when soap and water are not available.

D. : Highly Flammable, keep
away fire and flame. Causes
serious eye irritation.

When using this product ¥Keep out
of eyes BIf in eyes, rinse cautiously with
water for several minutes®iRemove contact
lenses, if present and easy to do, continue
rinsinglin case of fire: Use foam, carbon
diaxide, d'lmgﬂer ar water fog to
extinguish id contact wrm broken skin
L] Dn not inhale or ingest

Stop use and ask a doctorif
irritation or rash oceurs. These may be
signs of a serious condition.

Keep out of reach of children.

If swallowed, get medical help or contact a
Paisan Control Center right away,

1 (800) 222-1222.

Directions wwet hands thoroughly
with product and allow to dry without
wiping. BForchildren under 6, use only
under adult supervision. BNot recommended
for infants.

Other information skeep away
from heat, hot surfaces, sparks, o
flames and other ignition sources. 1 May

discolor some fabrics. 8 Harmful to wood
finishes and plastics. No smoking. #Keep
container tightly closed.

Inactive ingredients: water,
Glycerin, Propylene Glycol, Carbopal ®
2020, Tr%rmammhrcrg pe
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Use biocides safely. Always
read the label and product
information before use. Store
in a well-ventillated place.
Keep cool. Eye protection not
required normally but wear
eye protection where there is
a risk of this product
getting in the eyes.

LIQUID REIGN LLC.
GARDENA, CA 90248




Drug Facts

Active Ingredient(s) Purpose

Ethanal 70%.. ..o e e Anttiseplic:

Use(s) Hand Sanitizer to help reduce
bacteria that potentially can cause disease.
For when soap and water are not available.

Danger: Highly Flammable, keep
away fire and flame. Causes
serious eye irritation.

When using this product ¥Keep out
of eyes BIf in eyes, rinse cautiously with
water for several minutes 8Remove contact
lenses, if present and easy to do, continue
rinsing®n case of fire: Use foam, carbon
dbﬁde,dr;ﬁwdernrwaterf 1o
extinguish BAvoid contact with broken skin
8 Do not inhale or ingest

Stop use and ask a doctor if
iritation or rash oceurs. 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,

1 {B00) 2221222,

Directions wwiet hands tharoughly
with product and allow to dry without
wiping. BFor children under 6, use only
under adult supervision. BNot recommended
for infants.

Other information skeep away
from heat, hot surfaces, sparks, open
flames and other ignition sources. B May
discolor some fabrics. § Harmful to wood
finishes and plastics. Mo smoking. BKeep
container tightly dosed.

Inactive ingredients: water,
Glycerin, Propylene Glycol, Carbopol ®
D 2020, Triethanolmine

100 mL NDC: 75518-221-05
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Use biocides safely. Always
read the label and product
information before use. Store
in a well-ventillated place.
Keep cool. Eye protection not
required normally but wear
eye protection where there is
a risk of this product
getting in the eyes.

MANUFACTURED BY:
ONE UP MANUFACTURING
GARDENA, CA 90248
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Drug Facts

Active Ingredient(s)

Ethanol 70%. Antiseptic

Use{s) Hand Sanitizer to help reduce bacteria that potentially
can cause disease. For when soap and water are not available.

Da i
e e e

When us this product ®Keep out of eyes Hif in s,

rinse caw;‘ugry wrth':vater for smergl mmutep"s?r lFler'l'-cmrg!“e

contact lenses, if present and easy to do, confinue rinsingfin

case of fire: Use foam, carbon dioxide, dry powder or water

bﬁ to extinguish Avoid contact with brcken skin #Do not
ale or ingest

Stop use and ask a doctor if iritation 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, 1 (800
-1222.

Directions ®W\et hands thoroughly with product and allow to dry
withoutwiping. WFor children under 6, use only under adult
supervision. recommended for infants.

Other information from heat, hot surfaces,
sparks, open ﬂarresandc ri |on sources. EMay discolor
some fabrics. ® finishes and plastics. #No
smoking. lKeep ccman erhg htly closed

: Water, Glycerin, Propylene Glycol, Carbopol ®

inactive i
ETD 2020, Triethanalmine

Drug Facts
Active Ingredient(s) Purpose
Ethanol 70%. Antisep

Use(s) Hand Sanitizer to help reduce bacteria that potentially
can cause disease. For when soap and water are not available.

Dan Highly Flammable, keep away from fire
ﬁ:a. auses sermm%y::fﬂahm,n

When us this product 8Keep out of eyes Bif in
finse cam\;:g}ywdnmaier brsmerg mmmeeglﬂemcvgw i
contact lenses, if present and easy to do, continue rinsingsin
case of fire: Use foam, carbon dioxide, dry powder or water
bﬁ to extinguish Avoid contact with broken skin #Do not

ale or ingest

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

Keep out of reach of children. If swallowed, ?el medical
geé[; orcontact a Poison Control Center right away, 1(800)

Directions W\et hands thoroughly with product and alown dry
mmmwprﬁqo:ﬁzrchldmn unider 6, use only under adult
supervision recommended for infants.

Other information awa{from heat. hot surfaces,
sparks, open flames andc r ignition sources. Maydmobr
some fabrics. #Harmful to finishes and plastics. BNo
smoking. BKeep container tightly closed.

Inactive i : Water, Glycerin, Propylene Glycol, Carbopol ®
ETD 2020, Triethanolmine P o =
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Use biocides safely. Always read the label and
product information before use. Store ina
well-ventillated place. Keep cool. Eye protection not
required nommally but wear eye protection where
there is a risk of this product getting in the eyes.

LIQUID REIGN LLC.
GARDENA, CA 90248

MADE IN USA

Use biocides safely. Always read the label and
product information before use. Store in a
well-ventillated place. Keep cool. Eye protection not
required normally but wear eye protection where
there is a risk of this product getting in the eyes.

MANUFACTURED BY:
ONE UP MANUFACTURING
GARDENA, CA 90248
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Drug Facts FRAGRANCE FREE
.
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f'§) Hand Sanitizer o help reduce
bacteria that potentially can cause disease.
For when soap and water are not available.

I Highly Flammable, ke
Pwam fire and flame. c:u:
serious eye irritation.

(4.00 FL.02)

Use biocides safely. Always
read the label and product
information before use. Store
in a well-ventillated place.
Keep cool. Eye protection not
required normally but wear
eye protection where there is
a risk of this product
getting in the eyes.

LIQUID REIGN LLC.
GARDENA, CA 90248

When using this product #Keep out
of eyes it in eyes, rinse cautiously with
water for several minutes iRemove contact
Lensa,rrpraamand easy o do, continue

Nin case of fire: Use foam, carbon

r;pmderorwater

axinql..ush | Avoid contact with broken skin
u Do'not inhale or ingest

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

Keep out of reach of children.

If swallowed, get medical help or contact a
Poison Control Center right away,

1 (800) 222-1222.

Directions vt hands thoroughly
with product and allow to dry without
wiping. BFor children under 6, use only
under adult supervision. BNot

for infants.
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Other information sxkeep awsy
from heat, hot surfaces, sparks, open
flames and cther ignition sources. 8 May
discolor some fabrics. 8 Harmiful to wood
finishes and plastics. No smoking. BKeep
container tightly closed.

Inactive ingredients: water

Glycerin, Pr m Glycol, Carbopol ®
e, e ek MADE IN USA

Drug Facts
Active Ingredient(s) ~ Purpose
S S ESSENTIAL LIQUIDS

Hand Sanitizer to help reduce
bacienia that potentially can cause disease.

For when soap and water are not available. MADE IN USA
Dan%r Highly Flammable, keep Use biocides safely. Always
:."',.'.L..,.“.':.?.‘.!’.T"" H A N D read the label and product

When using this product Keep out information before use. Store

of eyes Wit in eyes, rinse cautiously with in a well-ventillated place.

water for several minutes BRemove contact 8

Ienses if present and easy 1 do, continue Keep cool. Eye protection not
uin case of fire: Use foam, carbon .

dm r{puwdemrwater 1o ) required normally but wear

edtinguis S"m';}:f,"ggg““”’ oken skin eye protection where there is

a risk of this product
Stop use and ask a doctor if 5 =
irritation or rash occurs. These may be getting in the eyes.
signs of a sedous condition

Keep out of reach of children. MANUFACTURED BY:
i Mo i okl ONE UP MANUFACTURING
1 (800) 222-1222.

GARDENA, CA 90248
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under adult supenvision. BNt
for infants.

Other information skeep away
from heat, hot sufaces, sparks,
flames and other ignition sources. ¥ May

discolor some fabrics. m Harmful to wood
finishes and plastics. No smokng WKeep
container tightly closed

Inactive ingredients: ]
Glycerin, Propylene Glycol, c.amq‘fﬁ’ (4.00FL.0D
D 2020, Triethanolmine
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alcohol gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:75518-221

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIE: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients

Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X) 1.45 mL in 100 mL
PROPYLENE GLYCOL (UNI: 6DC9Q167V3) 1mL in 100 mL
WATER (UNIL: 059 QFOKOOR)
TROLAMINE (UNII: 903K93S3TK) 0.1mL in 100 mL
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:75518-221-02 30 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/20/2020
2 NDC:75518-221-03 50 mL in 1 BOTTLE; Type 0: Nota Combination Product 04/20/2020
3 NDC:75518-221-04 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 04/20/2020
4 NDC:75518-221-05 100 mL in 1 BOTTLE; Type 0: Nota Combination Product 04/20/2020
5 NDC:75518-221-06 120 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/20/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 04/20/2020

Labeler - one Up Manufacturing LLC (081038006)

Revised: 4/2020 One Up Manufacturing LLC
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