RX200 FOAMING INSTANT HAND SANITIZER- benzalkonium chloride liquid
The Bullen Companies, 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.

RX200 Foaming Instant Hand Sanitizer

Uses
Products 17 & 78: For handwashing to decrease bacteria on skin.

Product 41: Hand sanitizer to help reduce bacteria on the skin that could cause disease. Recommended
for repeated use.

Purpose
Products 17 & 78: Antibacterial Agent
Product 41: Antibacterial Handwashing

Active Ingredient

Benzalkonium Chloride 0.13% w/w

Warnings

Products 17 & 41: For external use only.Avoid contact with eyes. If contact occurs, flush with water.
Stop use and ask a doctor if, inrare instances, redness or irritations develops. If condition persists for
more than 72 hours, consult a physician. Keep out of reach of children. If swallowed, get medical help
or contact a Poison Control Center.

Product 78: For external use only.Do not use in the eyes. Inrare instances of redness or irritation,
discontinue use. If condition persists for more than 72 hours, consult a physician. Keep out of reach of
children. If swallowed, get medical help or contact a Poison Control Center.

Inactive Ingredients

Water, Propylene Glycol, Cocamidopropyl Betaine, Aloe Barbadensis Leaf, Tocopheryl Acetate
(Vitamin E), PEG-7 Glyceryl Cocoate, Fragrance, Phenoxyethanol, Tetrasodium EDTA.

Directions

To decrease bacteria on skin, apply a small amount to palm. Briskly rub covering hands with product
until dry.

Warnings

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center.
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LA373J-0712
Ingrédiant actif Chiorure de berzalkonlum 0,13% (Agent antibacisrion) Utilisations
Pour s lavage des mains, afin da réduire las bactéries sur la peau. Avartigsaments Pour
Uisago extama Seulament. Ne pas metira dans les yaux. En cas diitaton ou da rougeur,
arrdtez Putllisation. S1les sympidmes persistant plus 72 haunss, consultaz un
médecin. En cas d'lnﬂasﬂun consuitsz un médecin ou un centre anbipolscn. Garder hors da
portéo des erants. Mode d'emploi Pour reduire Ies Dactarles SUF I paau, appliquer une

quantité sur la paume. Appliquer ef falre pénétrer Ia peau en frottant.
nurédlenls inactifs Eau, parfum, feullle d' alods barbadme acétate tocophérylique
{vitamine E), bétaine cocamidopropyiique, propyiéneglycol, phénoxyéthanol, PEG-7 cocoate
dycéryllque. tétrasodium d'EDTA.

redisnts Astivo Clorura de banzalkonlum 0,13%(Agent antibacterlal) Usos Se usa para al lavado
ne manos a fin de disminuir las bacterias en 12 piel. Advertencias Solamente para usa externo.
No o utilice an ks olos. En ¢asos rargs de Irmtacién v enrojecimiento, suspenda e uso,
Si &l estado persiste duramte mds de 72 horas consulte con un médico. Si se ingiere llame
4 un MEICo 0 a un Cefiro de control de venenos Mantenga fuera del alcance de
nirips. Mods de Emplag Para disminulr las bagtarias en la plal, aplique una pequerta cantidad en
|a palma. Frote cubriendo las manos con brio hasta que el pmdumn 6 saque. Ingradisntse
Inactivos Agua, parfume, hoja de dlos barbadensls, acatato tocofelice (vitamina E), batalna
r.wldnmlllct propikén glical, fanoxlatanol, PEG-7 cocoato gllcerl, wasodlo 4 EDTA.

Hed Contents: 1000 mL (33.8 A.02}  Manufacturad for: AIRX Laboratories
Foloroft, Pa 19032 » 610-534-8500
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RX200 FOAMING INSTANT HAND SANITIZER

benzalkonium chloride liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:57356-207

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name

BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZALKONIUM -
UNIL7N6JUD5X6Y)

Inactive Ingredients

Ingredient Name
CO CAMIDO PROPYL BETAINE (UNIE: 50CF30 11KX)
WATER (UNIE: 059 QFOKOOR)
PEG-7 GLYCERYL CO COATE (UNI: VNX7251543)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
PHENO XYETHANOL (UNII: HIE492ZZ3T)

MONO SODIUM ETHYLENEDIAMINETETRAACETATE (UNII: KBO8 XM1KO0 V)

ALOE VERA LEAF (UNII: ZY8 178 3H0 X)
ALPHA.-TOCOPHEROL ACETATE, DL- (UNI: WRIWPI7TEW8)

Basis of Strength Strength
BENZALKONIUM 4918 g
CHLORIDE in 100 mL

Strength

18.915 g in 100 mL
98.258 mL in 100 mL
4918 g in 100 mL
18.915 g in 100 mL
15.132 g in 100 mL
1.51318 g in 100 mL
0.000083 g in 100 mL
0.000083 g in 100 mL

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:57356-207-17 50 mL in 1 BOTTLE, PUMP

2 NDC:57356-207-41 1000 mL in 1 POUCH

3 NDC:57356-207-78 950 mL in 1 BOTTLE, PUMP

Marketing Information

Marketing Category Application Number or Monograph Citation
OTC monograph not final part333A

Labeler - The Bullen Companies, Inc. (002373462)

Registrant - Kutol Products Company, Inc. (004236139)

Marketing Start Date Marketing End Date
12/14/2009

Establishment
Name Address ID/FEI Business Operations
Kutol Products Company, Inc 004236139 manufacture(57356-207), analysis(57356-207) , pack(57356-207)

Revised: 4/2013

The Bullen Companies, Inc.
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