AETHERA HAND CLEANSER- 63 % hand sanitizer liquid
TINY JEWEL BOX HAND CLEANSER- 63 % hand sanitizer liquid
Happy Farm Botanicals Inc.

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 Section
Active Ingredient[s]
Ethyl Alcohol 63%

Purpose
Purpose

Antiseptic

Usels]

Use[s]
¢ For handwashing to decrease bacteria on the skin
® When water, soap and towel are not available
¢ Recommended for repeat use

Warnings

Warnings

General Warnings
e For external use only
Flammable
Keep Away from heat and flame
Do not store above 40 degrees Celcius (105 degrees Farenheit)

Do not Use
® Do notuse inmouth, ears or eyes.

When using this product
e When using this product, avoid contact with eyes.
¢ Incase of contact, flush eyes with water.

Stop Use section
e Stop Use

ask a doctor

And seek a doctor if redness or irritation develops and persists for more than 72 hous

Children Supervision
e Children must be supervised in use of this product.

Directions



¢ Pump as needed into your palms and thoroughly spread on both hands
e Rub into skin until dry

Other Information

Other Information

Store at 20 degrees to 25 degrees Celcius
(68-77 degrees Farenheit)

Directions
Directions

Wet hands thoroughly with product and allow to dry without wiping

Inactive Ingredients
Inactive Ingredients

Aqua, Coconut Oil Glycereth-8 Esters, Triethanolamine, Acrylates/C10-30 Alkyl Acrylate
Crosspolymer, Citrus Aurantium Dulcis (Orange) Oil
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63% hand sanitizer liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
ALCOHOL (UNIE: 3K9958 V9OM) (ALCOHOL - UNI:3K9958 V90 M)

Inactive Ingredients

Ingredient Name
ORANGE OIL (UNI: AKN3KSD11B)
WATER (UNIL: 059 QFOKOOR)
COCONUT OIL GLYCERETH-8 ESTERS (UNIL: 9 V234MGT7F)
CARBOMER INTERPOLYMER TYPE A (55000 CPS) (UNI: 59 TL3WG5CO)
TROLAMINE (UNI: 903K93S3TK)

Packaging
# Item Code Package Description

NDC:73964-063- 60 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination

1 02 Product

Marketing Information
Marketing Category Application Number or Monograph Citation

Basis of Strength
ALCOHOL

NDC:73964-063

Strength
63 mL in 100 mL

Strength

0.06 mL in 100 mL

Marketing Start
Date

04/16/2020

Marketing Start Date

OTC monograph not final part333A 04/16/2020
TINY JEWEL BOX HAND CLEANSER
63% hand sanitizer liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
ALCOHOL (UNIE: 3K9958 V90 M) (ALCOHOL - UNIE3K9958 V90 M)

Basis of Strength
ALCOHOL

Marketing End
Date

Marketing End Date

NDC:73964-163

Strength
63 mL in 100 mL



Inactive Ingredients

Ingredient Name Strength
ORANGE OIL (UNI: AKN3KSD11B)
WATER (UNI: 059 QFOKOOR)
COCONUT OIL GLYCERETH-8 ESTERS (UNIL: 9 V234MGT7F) 0.06 mL in 100 mL
CARBOMER INTERPOLYMER TYPE A (55000 CPS) (UNIE: 59 TL3WG5CO)
TROLAMINE (UNIE: 903K93S3TK)

Packaging

# Item Code Package Description WAET 0TS S Slaxkeiscibng
Date Date

1 NDC:73964-163- 60 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 04/16/2020

05 Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 04/16/2020

Labeler - Happy Farm Botanicals Inc. (022653140)

Establishment

Name Address ID/FEI Business Operations
Happy Farm Botanicals 022653140 manufacture(73964-063, 73964-163) , pack(73964-063, 73964-163) , label(73964-
Inc. 063, 73964-163)

Revised: 4/2020 Happy Farm Botanicals Inc.
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