HAND SANITIZER- alcohol gel
HAND SANITIZER TROPICAL SCENT- alcohol gel
Clearbrooke Technologies 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)
Ethyl Alcohol 70% v/v. Purpose: Antiseptic

Purpose

Antiseptic

Use[s]
e To decrease bacteria on skin that could cause disease
e Recommended for repeated use when soap and water are not available.

Directions
® Wet hands thoroughly with product and allow it to dry without wiping
e For childrenunder 6 years of age use only under adult supervision
¢ notrecommended for infants

Warnings

For external use only: hands.

Flammable. Keep away from heat or flame

When using this product keep out of eyes, ears, and mouth. In case of contact with eyes, rinse eyes
thoroughly with water.

Avoid contact with broken skin

Do not inhale or ingest

Stop use and ask a doctor if:

irritation or rash occurs

condition persists for more than 72 hours

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

Other information

® Do not store above 105F

¢ may discolor some fabrics

¢ harmful to wood finishes and plastics

Inactive ingredients



Glycerin, purified water, Polyacrylamide, C13 - 14 isoparaffin, Laureth-7
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Drug Facts
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Uses[s]

A To decrease bacteria on skin that could cause disease
A Recommended for repeated use when soap and water
are not available.
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Directions

A Wet hands thoroughly with product and allow to dry
without wiping & For children under 6 use only under adult
supervision & not recommended for infants

Warnings

For external use only: hands.

Flammabhle. Keep away from heat and flame.

When using this product & keep out of eyes. In case of
contact with eyes, rinse eyes thoroughly with water & avoid
contact with broken skin A do not inhale or ingest

Stop use and ask a doctor if A irritation or rash occurs A&
condition persists for more than 72 hours

Keep out of reach of children. If swallowed get medical help or
contact a Poison Control Center right away.

Other Information
A Do not store above 105°F A may discolor some fabrics A
harmful to wood finishes and plastics

Inactive Ingredients

Glycerin, purified water; Polylacrylamide, C13-14 jsoparaffin
Laureth -7
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Crug Facts

Active Ingredient[s] Purpose
Ethyl Alecobol 70— e, ISR E
Lises|s

A Ta decrease bacteria on skin that could cause diseasa
A Recommended far regeated use when soap and water are not available.

Wornings
For external use only: hands,

Flammable. Keep away from heat and flamss.

When using this preduct A keep out of gpes, In case af contact with spes, rings syes
thoraughly with water M aveid contact with broken skio & do not inhabe ar ingest
Stop use and ask a doctor if A irritation or rash accurs &k condition persists for
miare than 72 hours

Keep out of reach of children. IF swallowed get medical help or contact a
Paison Control Center right sway.

Directions

AW et hands thoroughly with product and allow to dry without wiping
A For children under B ute anly under sdult suparvEion

Ak not recommended for infants

Other mation

Ak Do nat wtore above 105°F & may discolor some fabrics & harmful o woad
finishs and plastics

Ingctive Ingredismts

Purfied water; Glycering Bglulacoslamides, C13-14 poparadiin Luseth-7
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Mon-sterile Solution

Alcohol Antiseptic 70%
Topical Solution

Drug Facts

Active Ingredient[s] Purpose
Ethyl Alcohol 70% ... BTisEpTC
Uises[s]

& To decrease bacteria on skin that could cause disease
& Recommended for repeated use when soap and water are not available.

Warnings
For external use only: hands.

Flammable. Keep away from heat and flame.

When using this product & keep out of eyes. In case of contact with eyes, rinse
gyes thoroughly with water 4 avoid contact with broken skin & do not inhale or
ingest

Stop use and ask a doctor if A irritation or rash occurs & condition persists for
mare than 72 hours

Keep out of reach of children. If swallowed get medical help or contact a Poison
Control Center right away.

Directions

& Wet hands thoroughly with proeduct and allow to dry without wiping
& For children under 6 use only under adult supervision

A not recommended for infants

Other Information

A Do not store above 105°F & may discolor some fabrics 4 harmful to wood
finishes and plastics

Inactive Ingredients
Purified water; Ghycerin; Polylacrylamide, C13-14 isoparaffin Laursth -7
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(Drug Facts
Artive Ingredient/s] Furpose
Ethyl Alcohol 70%. ... Ankisephic

Lizes]s]

A To decrease bacteria on skin that could cause disease

A Becommended for repeated use when =oap and water are nat
available.

Directions

A& Wet hands thoroughly weth product and allaw to dry without wiping
A For children urder & use only under adult supsremion & Hot
recommendesd for infants

Warnings
For external use anky: hands. DO NOT INGEST
Flammable. Keep away from heat and flame.

'When using this product & keep cut of eyes. In case of contact wath
eyes, rinse eyes tharoughly with water J avoid contact with broken
skin & donot inhale or ingest

Stop use and ask a doctor if A ritation or rash oocurs A condition
persisis for more than 72 howrs

Keep out of reach of children. If swallowed get mesdical belp or contact
@ Potscn Control Center right away.

(Other information
A& Do not store above 105°F A may discolor some fabrics & harmful
to wood fireshes and plasbcs

Inaictive Ingredients
ahpomnin, purified water; Pohdscrylamide, C13-14 isoparaffin, Laureth -7
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Non-sterile Solution
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Drug Facis
Actiwe Ingredient]s] Purpose
Ethyl Alcoho| W& ... ... . Ankisephic
Uzes]s]

Ak To decrease bacteria on skin that could cause dissase
A& Recommended for repeated use when soap and watber are nat

available.

Directions

A& ‘Wet hands thoroughly wath product and allow ko dry without wiping
A For children under & use anly under adult supsremion & Not
recommended for infants

Wamnings
For external use anky- hands. DO NOT INGEST
Flammable. Keep away from heat and flame.

‘When using this product & keep cat of eyes. in case of contact wath
eyes, rnse eyes thorcughly with water & avoid contact with broken
skin &k donot inhale or ingest

Stop use and ask a doctor if A sritation or rash oocurs & condition
persists for more than 72 howrs

Keep out of reach of children. If swallcwed get medical belp or contact
2 Poiscn Control Center night away.

Other information
& Do not store abowe 105°F & may disoolor some fabrics & harmful
to wood fimshes and plestics

Inactive Ingredients
Ghyoenin, purified water; Polylscrylamide, C13-14 isoparaffin, Laureth -7
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Hand Sanitizer Gel
330 Gal Tropical Scent
Non-sterile Solution

Alcohol Antiseptic 70%
Topical Solution

Drug Facts

I Purpose
Ethyl Alcohol 70% eemeeeee. tisEptic
Lisesfs]

A To decrease bacteria on skin that could cause disease
A Recommended for repaated use whean soap and water are not available.

Warnings
For external wse only: hands.

Flammable. Keep away from heat and flame.

‘When wsing this product A& keep out of eyes. In case of contact with eyes, rinse eyes
thoroughly with water 4 avoid contact with broken skin 4k do not inhale or ingest

mare than 72 hours

Stop use and atk a doctor if & irritation or rash ocours Mk condition persets for

Kesp out of reach of children. If swallowed pet medical help or contact a
Poisan Control Center right away.

Directions

A Wet hands tharoughly with product and allow to dry without wiping
A For children under 6 use only under adult supervision
A not recommended for infants

Other Information

finkshes and plastics

A Ba nat store abave 105*F Ak may discalor some Fabrics Jh harmbul 1o wood

Ingctive (ngrediemts

Purtfied water; Glycerin; Pabyacrylamide, C13-14 soparaffin Lawreth -7

Diztributed by:
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330 gal NDC 75366-331-03

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 - UNI:3K9958 V90 M)

Inactive Ingredients

Ingredient Name
LAURETH-7 (UNI: Z9556G8201)
GLYCERIN (UNIL: PDC6A3C00X)
WATER (UNIE: 059 QFOKOOR)
C13-14 ISOPARAFFIN (UNI: E4F12ROE70)
POLYACRYLAMIDE (1500 MW) (UNI: 5D6 TCABRWYV)

beda nusfac tuned by

|
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Item Code (Source) NDC:75366-330

Strength
70 mL in 100 mL

Basis of Strength
ALCOHOL

Strength

3 mL in 100 mL



Packaging

.. rketin r rketing En
# Item Code Package Description 1 1 O ST SLIERELT R
Date Date

1 NDC:75366-330- 473.176 mL in 1 BOTTLE; Type 0: Not a Combination 04/23/2020

01 Product
> NDC:75366-330- 946.353 mL in 1 BOTTLE; Type 0: Nota Combination 04/23/2020

02 Product
3 5?075366'330' 1249190 mL. in 1 TANK; Type 0: Not a Combination Product 04/23/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 04/23/2020

HAND SANITIZER TROPICAL SCENT
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:75366-331

Route of Administration TOPICAL

Active Ingredient/Active Moiety

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

ETHYL METHYLPHENYL GLYCIDATE (UNI: UD51D5KR4A)

LAURETH-7 (UNIL: Z9556G8201)

GLYCERIN (UNI: PDC6A3C00X) 3mL in 100 mL
WATER (UNIE: 059 QFOKOOR)

C13-14 ISOPARAFFIN (UNIL: E4F12ROE70)

POLYACRYLAMIDE (1500 MW) (UNI: 5D6 TC4BRWV)

COUMARIN (UNI: A4VZ22KIWT)

METHYL CINNAMATE (UNIL: 533CV2ZCQL)

ETHYL MALTOL (UNI: L6Q8K29L05)

ALLYL HEXANOATE (UNI: 3VH84A363D)

Packaging
Marketing Start Marketing End
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Date Date
1 NDC:75366-331- 473.176 mL in 1 BOTTLE; Type 0: Not a Combination 04/30/2020
01 Product
2 NDC:75366-331- 946.353 mL in 1 BOTTLE; Type 0: Nota Combination 04/30/2020
02 Product
3 1(;13]?C:75366-331— 1249190 mL in 1 TANK; Type 0: Not a Combination Product 04/30/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 04/30/2020

Labeler - clearbrooke Technologies LLC (006493200)

Establishment

Name Address ID/FEI Business Operations
Clearbrooke Technologies 006493200 manufacture(75366-330, 75366-331) , label(75366-330, 75366-331) , pack(75366-
LLC 330, 75366-331)

Revised: 4/2020 Clearbrooke Technologies LLC
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