ALCOHOL HAND SANITIZER- alcohol gel
Clean Sleek Corporation

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.

Alcohol Hand Sanitizer
Alcohol 75% v/v. Purpose: Antiseptic
Antiseptic, Hand Sanitizer

Uses
e to decrease bacteria on the skin that could cause disease
¢ recoomended for repeated use

Warning
For external use only: hands

Flammable, keep away from fire or flame

WHEN USING THIS PRODUCT
e keep out of eyes. In cases of contact with eyes, flush thoroughly with water
® Avoid contact with broken skin.
¢ Do notinhale or ingest

STOP USE AND ASKA DOCTOR IF

irritation and redness develop

KEEP OUT OF REACH OF CHILDREN

If swallowed, get medical help or contact a poison control center right away.

DIrections
¢ wet hands thoroughly with product and allow to dry without wiping
e for childrenunder 6, use only under adult supervision
¢ notrecommended for infants

Other information
Store bewteen 15-30C (59-86F)
Avoid freezing and excessive heat above 40C (104F)

Water, Triethanolamine, Carbomer, parfum, Tocopherylacetate (Vitamin E Acetate), Aloe Barbadensis
leaf jiuce, Glycerin, CI119140, CI42090

Package Label - Principal Dis play Panel
250 mL NDC: 77328-001-01
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ALCOHOL HAND SANITIZER
alcohol gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:77328-001(NDC:77327-001)
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958V90M) ALCOHOL 75 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength
ALPHA-TOCOPHEROL ACETATE (UNIL: 9E8 X80D2L0)
GLYCERIN (UNII: PDC6A3C00X)
FD&C YELLOW NO. 5 (UNI: I753WB2F1M)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
TROLAMINE (UNII: 903K93S3TK)
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIL: 0 ASMM30 7FC)
WATER (UNI: 059QF0KOO0R)
ALOE VERA LEAF (UNIL: ZY81Z83H0 X)




Packaging

Marketing Start

# Item Code Package Description Date

NDC:77328-001- 250 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination

1 01 Product

05/07/2020

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part333A 05/07/2020

Labeler - clean Sleek Corporation (117501603)

Establishment

Marketing End
Date

Marketing End Date

Name Address ID/FEI Business Operations
Qingyuan Hodm Cosmetics Manufacturing Co., Ltd. 554533071 relabel(77328-001) , manufacture(77328-001)

Revised: 5/2020

Clean Sleek Corporation
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