HAND SANITIZER- alcohol gel
Hidden Springs 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.

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
¢ onchildrenless 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.

Directions
¢ 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

water, glycerin, carbomer, propylene glycol, squalane, fragrance, aloe barbadensis leaf juice,
tocopheryl acetate

Package Label - Principal Dis play Panel
010 mL NDC:78614-435-10
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10mL €

DIRECTIONS WARNING

Place enough product on hands to cover all surfaces. Rub For external use only. Flammable. Keep away from
hands together until dry. Supervise children under 6 years heat or flame. Do not use on children less than 2
of age when using this product to avoid swallowing. months of age or on open skin wounds.

INGREDIENTS P-FHG10ML / PK-L-FH10

ACTIVE: Alcohol [70%] v/v
INACTIVE: Water (Aqua, Eau), Glycerin, Carbomer, Propylene Clycol, Squalane,
Fragrance (Parfum), Aloe Barbadensis Leaf Juice, Tocopheryl Acetate
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| Drug Facts |
| | Active ingredient Purpose | |
| Aohol [70%] v i |

| Use[s] .
Hand sanitizer to help raduce bacteria that potentially can cause disease,
For use when soap and water are not available,

llhnunys

For external use only. lammable. Keep away from heat or flame
Do not use = on children less than 2 months of age

* 0 open skin wounds

When using this product keep out of eyes, ears, and mouth,

In case of contact with eyes, rinse eyes foroughly with water,

Stop use and ask a doctor if inftation or rash occurs, These may be signs of
a serious condtion.

Keep out of reach of children. if swallowed, gat medical help or contact a
Poison Control Center right away.

Directions
;ﬂﬁawmmmﬂmmﬂimmmm
ise children under 6 years of age when using this product to avoid

» Supenvise
swallowing
Other information

* Store between 15-30C (50-86F)
» Avoid freezing and excessive heat above 40C (104F)

Inactive

ingredients
Waer (Aqua, Eau), Giycerin, Carbomer, Propylene Giycol, Squalane, Fragrance
(Parfum), Aloe Barhadansis Leaf Juice, Tocophery! Acetate

Distributed by: FRESH HANDS
USA MADE ¢ FreshHands.com
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Drug Facis
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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 = on children less than 2 months of age i = ™
* 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.

[ ] L ]
Stop use and ask a doctor if irritation or rash occurs. These may be signs of I‘ b 1‘ I
a serious condition. ﬂ n I u C e r I u
until dry.
» Supervise children under 6 years of age when using this product to avoid
swallowing.

Keep out of reach of children. If swallowed, get medical help or contact a

Poison Control Center right away. H

Other information ot ®
* Store between 15-30C (59-86F)

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

Inactive ingredients

Water (Aqua, Eau), Glycerin, Carbomer, Propylene Glycol, Squalane, Fragrance

Di
* Place enough product on hands to cover all surfaces. Rub hands together
(Parfum), Aloe Barbadensis Leaf Juice, Tocopheryl Acetate
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PK-L-HSANG16-1 REV200619

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 = 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 initation 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
-mmmmmmmmlsum.nmmm
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
Water (Aqua, Camu'rmP Squalane, Fragrance
mmEau]G?ymﬂ quenaGM)ul rag
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Purpose
Alcohol [70%] v/v.... ....Antiseptic

Use as hand samtizer tn help red uce bacterla that potentiall:.f can cause disease For use when soap
and water are not available.

Warningfor 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 eyes, rinse eyes
thoroughly with water. Sfop 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 ﬂlace 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 15-30°C (59-86°F). Avoid freezing and excessive heat above 40°C (104°F)
Inactive Ingredients: Water (Aqua, Eau), Glycenn Carbomer, Propylene Glycol, Squalane, Fragrance

parum), Aoe Bartadensis Leal e, Toco
P-HSANG64
‘14895 01213

USA MADE  PK-L-HSANG64/REV200616

Distributed by: FRESH HANDS » FreshHands.com
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ANTIBACTERIAL HAND SANITIZER
| Drug Facts__ _
Active

Purpose
Acohol [F0%)] viv Antisatic
Uisefs]
Hand sanitizer 1o hifp reduads bachana that palentialy can cause dissasa,
For usa whesn soag and water ane nod avaliable,

Warnings

For external usa only. Flammable. Keep away from heat or flame
Do not usa = on children kess than 2 months of age

* O Dpen Skin wounds

When using this product keep out of eyes, e, and mouth,

In case of contact with myes, rinsl eyes thonoughly with watsr.

Stop use and ask a doctor i imitation of rash occurs. These may be signs of
2 senious condition.

Kemep out of reach of childnen. I swaliowed, gef medical help or contact
Prison Control Canter right away.

Directions
m«mmmmum-mmmm
;Mmmnmuummmmnm
Other information

» Store between 15-30C (59-85F)
» Ayeid freeving and excesshe heat sbove 40C (1046)

Waler (Acua, Eau), Glycerin, Carbemer, Propylen Giyeol, Squalane, Fragrance
{Parburm), Aoy Barbadensss Leaf Juice, Tocopheny Acetaln
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USA
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USA MADE

| Drug Facts

Active ingredient

| AlCObOE [7D0] WA st iisamsshsssiisssissns s iunssANTSEPIG
| Usefs,

Hand sanilizer to help reduce bacleria that potentially can cause disease.

| For use when soap and water are nol available.
Warni,

anfibacterial - -

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 eyes, rinse eyes thoroughly with water.

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. If swallowed, get medical help or contact a

Poison Control Center right away.
Directions

@ o
-nPﬂlIaee engugh product on hands 1o 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)
@ = Awoid freezing and excessive heat above 40C (104F)
Q O Inactive ingredients
0% Water (Aqua, Eaw), Glycerin, Carbomer, Propylens Gryool Squalane, Fragrance

Aloe + Paraben  Dye Free | (Parfum), Aloe Barbadensis Leaf Juice, Tocophery!

PK-L-HSANG128 REV200616

Alcohol Squalane Free Formula

FreshHands.com
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HAND SANITIZER
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:78614-435

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNI: 3K9958V90M) (ALCOHOL - UNI:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNIL: PDC6A3C00X) 1.45 mL in 100 mL

WATER (UNIE: 059 QFOKOOR)

SQUALANE (UNI: GW89575KF9)

ALOE VERA LEAF (UNI: ZY8 1Z8 3H0 X)

CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNI: 59 TL3WG5CO)




Packaging
# Item Code

NDC:78614-435-
10

NDC:78614-435-
30

NDC:78614-435-
50

NDC:78614-435-
04

NDC:78614-435-
16

NDC:78614-435-
64

NDC:78614-435-
08

NDC:78614-435-
28

Package Description
10 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination Product

30 mL in 1 TUBE; Type 0: Nota Combination Product

50 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

118 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

473 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

1892.71mL in 1 BOTTLE, PUMP; Type 0: Not a Combination
Product

236.59 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product

3785.41mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

Marketing Information

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

Labeler - Hidden Springs Manufacturing LLC. (122841764)

Establishment

Name Address ID/FEI

HIDDEN SPRINGS MFG., CO. LLC 122841764

Revised: 6/2020

Marketing Start Marketing End
Date Date

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

03/30/2020

Business Operations
manufacture(78614-435)

Hidden Springs Manufacturing LLC.
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