ALCOHOL FOAMING HAND SANITIZER- alcohol soap
Betco Corporation, Ltd.

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 Foaming Hand Sanitizer

Active Ingredient
Ethyl Alcohol 62%

Uses
e Use hand sanitizer to reduce microorganisms on the skin.
e Use this product when soap and water are not available.

Warnings

e For external use only. Do not ingest.

e FLAMMABLE. This product contains ethyl alcohol. Keep away fromsources of ignition.

e Avoid contact with eyes. In case of eye contact, flush with large quantities of water, seek medical
attention if irritation persists.

e [f skinirritation develops, discontinue use. If irritation persists for more than 72 hours, seek medical
attention.

e Keep out of reach of children.

¢ If swallowed, get medical help or contact a Poison Control Center right away.

Directions
¢ [[Read the entire label before using this product.

e [IDispense 2 pumps of product onto palm of hand and rub thoroughly over all surfaces of both hands
until dry.

Inactive Ingredients

Water, Propylene Glycol, Acrylic Polymer, Alkyl Phosphate Salts, Fragrance, DC Green #5.
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72 hours, seek medical attention.
* Keep out of reach of children.

Drug Facts Datos del Producto
Active Ingredient Purpose | | Ingrediente Activo Proposito
Ethyl Alcohol B2% ..o Atizeptic | | Alcohol etilico B2% e AR GO
Uses Usos
+ Hand sanitizer to reduce microorganisms on the skin. + Desinfectante para laz manos destinado a reducir 12 cantidad de
+ Use this product when soap and water are not available. microorganismos de lapiel. * Utilice este producto cuando el jabdn y el agua
. no estan dizponibles.
Warnings :
s For external use only. Do not ingest. Advertencias L
o FLAMMABLE. This product contains ethyl alcohol. Keep away from * Solo para uso externo. No ingiera este producto. o INFLAMABLE. Este
sources of ignition, producto contiene alcohol etilico, Mantener alejado de las fuentes de ignicion,
+ foid contactiith eyes. In case of eye contact, flush with large quantities of + Buite e contacto con las ojos. En caso de contacto con los ojos, enjudguese con
water, seek medical attention if irritation persists. abundante agua, solicite atencidn médica si persiste la irritacion.
« If skin irritation develops, discontinue use. If irritation persists for more than + 5i desarrolla initacion de la piel, discontinde el uso. 5ila irrtacin persiste durante mas

« If swallowed, get medical help or contact a Poison Gontrol Genter right away. agistencia médica o dirfase a un Certro detoxicologia de inmediato.

te 72 horas, solicite atencion médica.
* Mantener fuera del alcance de los nifios. + En caso de ingestion, obtenga

Directions

+ Rub hands together briskly until dry.

» Read the entire label before using this product. * Leala etiqueta completa antes de usar este producto. + Poner suficiente
+ Place anough product on your palrm to thoroughly cover your hands/ wdad el producto en la palma de |3 mano para cubrir las manos

Instrucciones

completamente. + Frotarse las manos vigorosamente hasta que se sequen.

Inactive Ingredients

Water, Perfluoroalkyl phozphates digthanolamine zalts, PEG-1
D|meth|cone Propylene Glycol, Fragrance, D&C Green #5.
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ALCOHOL FOAMING HAND SANITIZER

alcohol soap

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG Item Code (Source) NDC:65601-701

TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958 V90 M) ALCOHOL

Inactive Ingredients

Ingredient Name
GERANIOL (UNI: L837108USY)
DIETHANO LAMINE BIS(C8-C18 PERFLUOROALKYLETHYL)PHO SPHATE (UNIL: 4J55VM509S)
BUTYLPHENYL METHYLPROPIONAL (UNIL: T7540GJV69)
HEXYL SALICYLATE (UNIL: 8F78 EY72YL)
DIHYDROMYRCENOL (UNI: 46 L1B02ND9)
METHYL DIHYDROJASMONATE (SYNTHETIC) (UNI: 3GW44CIE3Y)
CYCLOMETHICONE 4 (UNII: CZ227117JE)
BIS-PEG-12 DIMETHICONE (70 MPA.S) (UNII: 2JDK5W22H4)
DIETHANO LAMINE (UNI: AZEO5TDV2V)
HEXAMETHYLINDANOPYRAN (UNII: 1417006 0AT)
LINALOOL, (+/-)- (UNI: D8 1QY6I88E)
LEMON OIL (UNII: ISGRO824LL)
WATER (UNIL: 059QF0KO0R)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
.BETA.-CITRONELLOL, (+/-)- (UNIl: 56 50K72VNF)
D&C GREEN NO. 5 (UNI: 8J6 RDU8L9 X)
ORANGE OIL (UNI: AKN3KSD11B)
LIME OIL (UNI: UZH29 XGA8G)
GRAPEFRUIT OIL (UNIL: YR377U58W9)
MYRCENE (UNIL: 3M39CZS25B)

Product Characteristics

Color blue S
Shape Size
Flavor Imprint Code
Contains
Packaging
ey rketin r
# Item Code Package Description Marketing Start
Date

1 lngﬁSGOl‘m " 3780 mL in 1 BOTTLE; Type 0: Nota Combination Product  06/01/2016
, NDC:65601-701- 1200 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 09/15/20 16

05 Product
3 NDC:65601-701- 50 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 06/01/2016

53 Product
4 NDC:65601-701- 550 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 06/01/2016

57 Product
5 12\23065601_70 - 1000 mLin1 BAG; Type 0: Not a Combination Product 06/01/2016
6 NDC:65601-701- 750 mL in 1 BAG; Type 0: Nota Combination Product 09/15/2016

03

Strength
0.62 mL in 1 mL

Strength

Marketing End
Date

09/11/2020
07/15/2020

07/15/2020

09/11/2020



7 15\1;3065601'70 - 508198 mL in 1 DRUM; Type 0: Not a Combination Product  06/01/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 06/01/2016

Labeler - Betco Corporation, Ltd. (024492831)

Registrant - Betco Corporation, Ltd. (024492831)

Establishment
Name Address ID/FEI Business Operations
Betco Corporation, Ltd. 024492831 manufacture(65601-701) , label(65601-701)

Revised: 2/2021 Betco Corporation, Ltd.
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