ALCOHOL- alcohol spray
ALCOHOL- alcohol gel
Hello Bello

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.

DRUG FACTS

ACTIVE INGREDIENT
Ethyl Alcohol - 62.0%

PURPOSE
Antiseptic

USES:

For hand washing to decrease bacteria on skin
e Recommended for repeated use.

WARNINGS:

For external use only
e Flammable
e Keep away from fire/flame

e Do not use this product in or near eyes. If contact occurs rinse thoroughly with
water

e Keep out of reach of children
e |f swallowed, get medical help or contact a Poison Control Center right away
e Children under six years of age should be supervised.

DIRECTIONS:

Dispense an adequate amount in your palm to cover all surfaces of hands completely
e Rub hands together until dry
e Does not require rinsing.

OTHER INFORMATION:

Do not store above 104°F/40°C.
e May discolor some fabrics.



INACTIVE INGREDIENTS:

Aloe Barbadensis Leaf Juice. Chamomile Extract Carbomer, Glycerin, Natural Vitamin E
(tocopheryl acetate), Panthenol, Propylene Glycol, Purified Water, Triethanolamine

Principal Display Panel - 118 mL Bottle Label
Non-sterile Solution

hello
bello™

Alcohol Antiseptic 80%
Topical Solution

80% Alcohol

Hand Sanitizer
Spray

4 fl. 0z. (118 ml) e

DRUG FACTS Non-sterile Solution

8

ACTIVE INGREDIENT(S)..ccoenvurissnsssenmernscnrenene. PURPOSE
Alcohol B0% wv/v. Antiseptic
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: in children less than 2 months of
age, on open skin wounds - When using this product keep out of
ayes, ears, and mouth. In case of contact with eyes, rinse eyes
thoroughly with water. « Stop use and ask doctor if irritation or
rash occurs. These may be signs of a serious condition. «

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. « 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) Alcohol Anti ic 80%
INACTIVE INGREDIENTS: glycerin. hydrogen peroxide, purified S, : ;
water USP SDS-PA-20050 Topteat
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80% Alcohol

Made in the US with US and imported materials? Yep. £5 Hand Sanitizer

Questions? (888) 860-6888
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Fragrance-Free

Kills Germs
Hand Sanitizer
Gel
12 fl. 0z. (354 ml) e
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DRUG FACTS z Fragrance-Free
ACTIVE INGREDIENT ..o PURPOSE =
Ethyl Alcohol - 70.0%....cccmmAntiseptic «
USES: For hand washing to decrease
bacteria on skin = Recommended for R'E'g‘?cs&
repeated use.
WARNINGS: For external use only «
Flammable » Keep away from fire/flame »
Do not use this product in or near eyes. If
contact occurs rinse thoroughly with water
~Kawp outof rochd kb Made in the US with US and
swallowed, get medical help or contact a P p-
Poison Control Center right away - Children Guestions? (883) 860-6888
under six years of age should be supervised. @ 2020 Distributed N
DIRECTIONS: Dispense an adequate by Hello Bello H d S t
amount in your palm to cover all surfaces of Los Angeles, CA 90272 a n a n l I ze r
hands completely - Rub hands together until
dry = Does not require rinsing. G e I
OTHER INFORMATION: Do not store above
104°F /40°C. » May discolor some fabrics.
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and Chamomile Extracts.
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Hand Sanitizer
Gel
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USES: For hand washing to decrease bacteria on skin » § E— >
Recommended for repeated use, i a %
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WARNINGS: For external use only + Flammable « Keep away .t i =
from fire/flame + Do not use this product in or near eyes. If IS - 8
contact occurs rinse thoroughly with water « Keep out of reach of o S
children « If swallowed, get medical help or contact a Poison o
Control Center right away « Children under six years of age @ 2
should be supervised. —— 2 Fragrance-Free
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DIRECTIONS: Dispense an adequate amount in your palm to — 7 Made with Aloe
cover all surfaces of hands completely » Rub hands together = and Chamomile Exiracts
until dry = Does not require rinsing. o E
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OTHER INFORMATION: Do not store above 104°F/40°C. « — -
May discolor some fabrics. —— @ Kills Germs
INACTIVE INGREDIENTS: Aloe Barbadensis Leaf Juice, Chamomile 65 — _%
Extract Carbomer, Glycerin, Natural Vitamin E (tocopheryl acetate), o= ~ exe
Panthenol, Propylene Glycol, Purified Water, Triethanolamine — ¢ Hand Sanitizer
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ALCOHOL
alcohol spray
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:73418-039
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
Alcohol (UNII: 3K9958V90M) (Alcohol - UNII:3K9958V90M) Alcohol 80 mL in 100 mL

Inactive Ingredients

Ingredient Name

Glycerin (UNIl: PDC6A3C00X)
Hydrogen Peroxide (UNIl: BBXO60AN9V)
Water (UNIl: 059QFOKOOR)

Strength




Packaging

Marketing Start
Date

# Item Code Package Description

1 NDC:73418-039- 118 mL in 1 BOTTLE; Type 0: Not a Combination

01 Product 04/01/2020

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
t?nTaﬁ monograph not . 3335 04/01/2020
ALCOHOL
alcohol gel

Product Information

Product Type HUMAN OTC DRUG

Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Alcohol (UNII: 3K9958V90M) (Alcohol - UNII:3K9958V90M)

Basis of Strength
Alcohol

Inactive Ingredients
Ingredient Name
Water (UNIl: 059QFOKOOR)
Aloe Vera Leaf (UNIl: ZY81Z83HO0X)
Glycerin (UNIl: PDC6A3C00X)
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0ASMM307FC)

Packaging

# Item Code Package Description Marketing Start
Date

1 NDC:73418-040- 354 mL in 1 BOTTLE; Type 0: Not a Combination 04/01/2020

01 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monograph Not  part333a 04/01/2020

Marketing End
Date

Marketing End
Date

NDC:73418-040

Strength
70 mL in 100 mL

Strength

Marketing End
Date

Marketing End
Date



ALCOHOL

alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength
Alcohol (UNIl: 3K9958V90M) (Alcohol - UNII:3K9958V90M) Alcohol

Inactive Ingredients
Ingredient Name
Aloe Vera Leaf (UNIl: ZY81Z83HO0X)
Chamomile (UNIl: FGL3685T2X)
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0OASMM307FC)
Glycerin (UNIl: PDC6A3C00OX)
.Alpha.-Tocopherol Acetate (UNIl: 9E8X80D2L0)
Panthenol (UNIl: WWO9CM00672)
Propylene Glycol (UNIl: 6DC9Q167V3)
Water (UNIl: 059QFOKOOR)
TROLAMINE (UNIl: 903K93S3TK)

Packaging

# Item Code Package Description Marketing Start
Date

1 NDC:73418-041- 59 mLin 1 BOTTLE; Type 0: Not a Combination 04/01/2020

01 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monograph not 43334 04/01/2020

final

Labeler - Hello Bello (081135707)

Establishment

NDC:73418-041

Strength
62 mL in 100 mL

Strength

Marketing End
Date

Marketing End
Date

Name Address ID/FEI Business Operations
Unconditional Love 081135707 MANUFACTURE(73418-039, 73418-040, 73418-041)
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