ONE STEP HAND SANITIZER ALOE- alcohol gel
BELVEDERE INTERNATIONAL INC.
Reference Label Set Id: 711e7953-33f1-48ad-af74-16125341c404

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
DRUG FACTS

Active Ingredient
Ethyl Alcohol 62%

USE WHENEVER SOAP AND WATER ARE NOT AVAILABLE AND TO SUPPLEMENT
ROUTING HAND WASHING

CHILDREN UNDER 6 YEARS OF AGE SHOULD BE SURPERVISED WHEN USING THIS
PRODUCT, KEEP OUT OF REACH OF CHILDREN

USE WHENEVER SOAP AND WATER ARE NOT AVAILABLE AND TO SUPPLEMENT
ROUTINE HAND WASHING, APPLY LIBERALLY TO HAND AND RUB THOROUGHLY UNTIL
DRY

FOR EXTERNAL USE ONLY, KEEP OUT OF REACH OF CHILDREN, FLAMMABLE, AVOID
CONTACT WITH EYES SHOULD THIS OCCUR FLUSH WITH WATER DISCONTINUE USE IF
IRRITATION DEVELOPS, IF CONDITION PERSISTS FOR MORE THAN 72 HOURS CONSULT
YOUR PHYSICIAN. IF SWALLOWED CONTACT A PHYSICIAN AS WELL, DO NO STORE
ABOVE 40 0C/110"0F

APPLY LIBERALLY TO HAND AND RUB THOROUGHLY UNTIL DRY

WATER, [SOPROPYL ALCOHOL, CARBOMER, ALOE VERA LEAF, POLYSORBATE 20,
PARFUM
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ONE STEP KILLS 99.9% OF MOST COMMON
DISEASE-CAUSING GERMS WITHIN SECONDS!
QOne Step kills harmful bacteria and germs on contact. The formula
requires no rinsing. Enriched with Aloe Vera to moisturize hands,
leaving them soft and smooth, without a sticky residue.
DIRECTIONS: Use Wwhenever soap and water are not available and o
supplement routine hand washing. Apply liberally to hands and rub
thoroughly until dry. Children under 6 years of age should be
Supervised when using this product.
WARNING: For external use only. Keep out of reach of children,
Flammable. Avoid contact with eyes. Should this occur, flush eyes with
water. Discontinue use if irritation develops. If condition persists for
more than 72 hours, consult your physician. If swallowed, contacta
physician as well. Do not store above 40°C/110°F
ONE STEP TUE EN QUELQUES SECONDES 99,9 % DE LA PLUPART
DES GERMES COMMUNS QUI CAUSENT DES MALADIES !
One Step tue au contact les bactéries et germes nocifs. L formule ne
nécessite pas de ringage. Enrichi d‘aloés pour hydrater les mains et les
rendre douces et lisses, sans résidu collant.
MODE D’EMPLOI : Utilisez-le lorsque vous n'avez pas de savon et d’sau
Sous [a main et comme supplément du lavage courant des mains.
Appliquer généreusement sur les mains et bign frotter jusqu'a ce
qu'elles soient séches. Les enfants de moins de 6 ans devraient étre
surveillés lorsqu'ils utilisent ce produit.
AVERTISSEMENT : Pour usage externe seulement. Tenir hors de la
portée des enfants. Inflammable. Eviter tout contact avec les yeux.
En cas de contact, rincer les yeux a grande eau. Cesser I'emploj
du produiten cas d'irritation. Si celle-ci persiste pendant plus de
72 heures, consulter votre médecin, En cas d'ingestion, consulter
éga!enﬁr(])t an médecin. Ne pas conserver i une température dépassant
40°C/A10°F i
ACTIVE INGREDIENT/INGREDIENT ACTIF : Ethyl Alcohol 62%
OTHER INGREDIENTS/AUTRES INGREDIENTS : Water, Isopropyl
Alcohol, Emollient, Thickeners, Aloe o
Barbadensis Extract, Fragrance.
Questions/Des questions? :
1-800-668-1118
www.belvint.com
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MEDICINAL INGREDIENT/ INGREDIENT MEDICINAUX: o
Ethyl Alcahal 622 wiy, Alcool éhyllque 62% pp.
NON-MEDICINAL INGREDIENTS/INGREDIENTS =~ St
NON MEDICINAUX: WaterEau, lsopropyl Alcohol,
Aloe Barbadensis, Parfum, PEG-7 Glyceryl Cocoate,
€160725.
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ONE STEP HAND SANITIZER ALOE
alcohol gel

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M)

Inactive Ingredients

Ingredient Name
WATER (UNIE 059 QFOKOOR)
POLYSORBATE 20 (UNIL: 7T1F30 V5YH)

SANITIZER SPRAY

KILLS 0/ OF GERMS
3 gg - g A’ DES GERMES
WITHOUT WATER/SANS EAU

VAPORISATEUR
DESINFECTANT

For Hands and Surfaces

Pour les mains et les surfaces

Non-Sticky/Quick Drying
Non collant/Séchage rapide

175 mL/6 U.S. fl. oz.
NP 80014538

Item Code (Source)

Basis of Strength
ALCOHOL

NDC:60742-001

Strength
62 mL in 100 mL

Strength



ALOE VERA LEAF (UNII: ZY8 178 3H0 X)
CARBOMER 934 (UNI: Z135WT9208)
ISOPROPYL ALCOHOL (UNII: ND2M416302)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:60742-001-01 236 mL in 1 BOTTLE, PUMP

2 NDC:60742-001-02 60 mL in 1 BOTTLE

3 NDC:60742-001-03 1000 mL in 1 BOTTLE, PUMP

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part356 01/31/2012

Labeler - BELVEDERE INTERNATIONAL INC. (247836356)
Registrant - BELVEDERE INTERNATIONAL INC. (247836356)

Establishment
Name Address ID/FEI Business Operations
BELVEDERE INTERNATIONAL INC. 247836356 manufacture(60742-001)

Revised: 9/2013 BELVEDERE INTERNATIONAL INC.
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