HYGIENEPOINT ADVANCE ANTIBACTERIAL F OAM HAND CLEANER- benzalkonium
chloride liquid
Triple S a.k.a Standardized Sanitation Systems, 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.

HygienePoint Advance Antibacterial Foam Hand Cleaner

Active ingredient
Benzalkonium Chloride 0.5%

Purpose

Antimicrobial

Uses
* Handwash to help decrease bacteria on the skin

* Recommended for repeated use

Warnings
For external use only

When using this product do not use in or near the eyes. In case of contact, rinse eyes thoroughly with
water.

Stop use and ask a doctor if irritation or rash appears and lasts

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

Directions
» Wet hands
* Apply a small amount of product and work into a lather

* Rinse well and dry hands completely

Inactive Ingredients

Water (Aqua), Propylene Glycol, Glycerin, Cocamidopropyl Betaine, PEG-80 Sorbitan Laurate, Citric
Acid, Ethylhexylglycerin, Lauramine Oxide, Polyquaternium-10, Fragrance (Parfum), Phenoxyethanol,
Blue 1 (CI42090), Red 33 (CI 17200)



/. GBS TRIPLE S
P Skin Care

Advance Antibacterial Foam \

Hand Cleaner

Limpiador de manos espumoso -
Antibacterial Avanzado

Drug Facts Datos Farmacologicos
Active ingredient Purpose Ingrediente actiun Propdsito
Benzalkonim Chkorie 0.5% .mmmsmmsmmssesAMTiMicrobial CJonwro e hereakoonio 0.5% Antimicrobiano

Use Handhwash to help decrease bacteria on the skin
Warnings
For external use only

When usfng this product do ol
In case of contact, rinse eyes t

Str:rpll usnanﬂaskaduﬂlurlflrf ation ar rash appears
'_-Ik

Uso |z de menos em hul wara disminuir la cantidad de
acer ’c--"hil':"

Adverlencias

Solo para uso externo

Al utilizar este producto, evilar o contaco
uﬂJuuzmﬂl:“Q:@ A

completamenta koS 0ios 00N agua,

e ,|, o
[Eele T

Heen uut of realqh of chidxe?. k MI
el or contact a Poison Control Centar i

Deﬁr de usar ef pruductu yi mnsd’tar a un médico si aparece |

%

PersisE Una iMAcion o &upcion cutan

ﬂ:recfmns o Wet hand

fnar:nve mgremenrs Wate (#
3 {B B

in, Cocan

WHTs 1200 mL

34125 (40.5 US/EU FL 02)

Mantener fuera del alcance de hs nifios. £n caso de ingestid
e inmedato acudir @ un meédion 0 ponerse en contactn con un cey
para o conte e s,

Mﬂﬂ'ﬂ deusn-rﬁ -esela: al

I'-

LU

i @ Aplicar ina peaueda
, 35 st produc
gar hign » Secarse bs manos con

n'ﬂgred:erifes mam‘wus Agua, Prop
nidopropd betzna, Lat

1™

benzalkonium chloride liquid

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

HYGIENEPOINT ADVANCE ANTIBACTERIAL F OAM HAND CLEANER

Item Code (Source) NDC:59110-401

Basis of Strength Strength

Benzalkonium Chloride (UNI: FSUM2KM3W7) (BENZALKONIUM - UNI:7N6JUD5X6Y) Benzalkonium Chloride 0.005 mg in 1 mL




Inactive Ingredients
Ingredient Name Strength
Water (UNI: 059QFO0KOOR)
Propylene Glycol (UNI: 6DC9Q167V3)
Glycerin (UNI: PDC6A3C00X)
Cocamidopropyl Betaine (UNI: 50CF30 11KX)
PEG-80 Sorbitan Laurate (UNI: 239B50Y732)
CITRIC ACID MONOHYDRATE (UNII: 296 8PHW8QP)
Ethylhexylglycerin (UNIL: 147D247K3P)
Lauramine Oxide (UNIL: 4F6 FC4MI8 W)
POLYQUATERNIUM-10 (10000 MPA.S AT 2 %) (UNIL: PIISTR9 Q YH)
PHENO XYETHANOL (UNIL: HIE492ZZ3T)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
D&C RED NO. 33 (UNI: 9DBAOSBBOL)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:59110-401- 1200 mL in 1 PACKAGE; Type 0: Nota Combination 02/28/2018
40 Product
2 NDC:59110-40 1-42 Il)isgurzltL in 1 PACKAGE; Type 0: Not a Combination 02/28/2018

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 02/28/2018

Labeler - Triple S a.k.a Standardized Sanitation Systems, Inc (001968296)

Revised: 2/2018 Triple S a.k.a Standardized Sanitation Systems, Inc
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