ROUGH AND SMOOTH HEAVY DUTY ANTISEPTIC HAND SANITIZER-
benzalkonium chloride cloth
Orbizorb LLC

Rough and Smooth Heavy Duty Antiseptic Hand Sanitizer

Drug Facts

Active ingredient

Benzalkonium chloride 0.13%

Purpose

Antiseptic

Use
e For hand washing to decrease bacteria on the skin

Warnings

For external use only

Do not use

in the eyes

Stop use and ask a doctor if

e irritation and redness develop.

e If condition persists for more than 72 hours consult a doctor.
Keep out of reach of children.

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

Directions

e Peel back the foil seal and pull the center wipe through the slot in the lid.
e Wet hands thoroughly with product and allow to dry without wiping.

e Close lid after use to prevent wipes from drying out.

Inactive ingredients

W ater, Estasol, Poloxalene, PEG-75 Lanolin, Glycerin, Aloe Barbadensis Extract,
Polyethylene glycol, Lauryl Glycosides, Fragrance, Disodium EDTA, 2-bromo-2-
nitropropane-1,3-diol, 1,2-benzisothiazolin-3-one.
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Drug Facts

Active ingredient
13%

Micro-beaded
Power-Clean
Surface

Todllitas Desinfectantes Antisépticas

Para Manos Reforzadas
Asperas y/Lisas
Cloruro

2 Wipe

e Benzalconio al/0.1

s/Todllitas
8.7" x7.9"(22 cm x 20 cm)

Use
m For handwashing to decrease bacteria on the skin

Warnings
For external use only
Do not use in the eyes
Stop use and ask a doctor I
L] |‘|rmon and redness develop.
more than
Keep out of reach of children. I swallowed, get medicsl hsvp or contact a Paison Control Center right away.
Directions
W Peel back
' Wet hands thoroughly with podact and alow 1o dry without wiping.
' Clos i after use to prevent wipes from drying out

Inactive ingredients
Water, Esasol, Poloxalene, PEG-75 Lanolin, Glycern Fragrance, Disod
2-8romo-2-Niropropane-13-Diol 1 2-Berzisohiazolin-3-One
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Drug Facts Informacién Sobre El Férmaco

Active ingredient Ingrediente Activo
jum chioride 0.13% Cloruro de Benzakconio al0.13%

Empleo
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Use
' For handwashing to decrease bacteria on the skin

Warnings Advertencias

For external use only Sblo para uso extemo
Do not use in the eyes No lo aplique en los ojos.
Stop use and ask a doctor if Deje de usarlo y consulte a un médico so:
' ritation and redness develop. W se presents iritacion y enrojecimiento

M |f condition persists for more than 72 hours consult a doctor. W la condicién persiste por mas de 72 horas consulte a su médico.
Keep out of reach of children. I swallowed, get medical help or contact a Poison Control Center right away. del al delos nifios. E: de ingestion,
Drec con el Centro de Control de Envenenamientos immediatamente.

ons
W Peel back the foil seal and pull the center wipe through the slot in the lid. Modo de Empleo
‘W Wet hands thoroughly with product and allow to dry without wiping. m D ue el s_eloI de aluminio y jale la toallita central a través de la. ranura de latapa.
W Close fd afer use to prevent wipes from drying out. Humedezca bien las manos con el producto y déelo secar
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‘Agua, Estasol, Poloxalen, Lanol

Water, Estasol, Pghxalsﬂe‘ PEG-75 Lanolin, Glycerin, Al ina PEG-75, Glicerina, Extracto de Aloe barbadensis, Polietilenglicol, Lauril lucdsido,
Fragrance, Disodium EDTA, ropropane-1.3-Diol, 1 Fraganca, EDTA dsdico, 2-0romo-2-tropropano-, ol 1 2-benzisotiazol-3-ona
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ROUGH AND SMOOTH HEAVY DUTY ANTISEPTIC HAND SANITIZER

benzalkonium chloride cloth

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:90119-001
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

BENZALKONIUM CHLORIDE (UNIl: F5SUM2KM3W7) (BENZ ALKONIUM - BENZ ALKONIUM 1.3 mg
UNII: 7N6JUD5X6Y) CHLORIDE inlg




Inactive Ingredients

Ingredient Name Strength
WATER (UNII: 059QF0KOO0R)
POLOXALENE (UNII: V8B3K565W0)
PEG-75 LANOLIN (UNII: 091790X7TB)
GLYCERIN (UNIl: PDC6A3C00X)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
LAURYL GLUCOSIDE (UNIIl: 76LN7P7UCU)
EDETATE DISODIUM ANHYDROUS (UNII: 8NLQ36F6MM)
BRONOPOL (UNII: 6PULE16CIW)
ALOE VERA LEAF (UNII: ZY81Z83HO0X)

Packaging
Item S Marketing Marketing
# Code PR M Start Date End Date
NDC:90119- :
1 001-80 80 in 1 CANISTER 08/30/2020
1 612.48 g in 1 PATCH; Type 2: Prefilled Drug Delivery
Device/System (syringe, patch, etc.)
NDC:90119- :
2 001-02 2 in 1 PACKAGE 09/20/2020
2 7.656 g in 1 PATCH; Type 2: Prefilled Drug Delivery
Device/System (syringe, patch, etc.)
NDC:90119- 3
3 001-40 40 in 1 PACKAGE 09/20/2020
3 7.656 g in 1 PATCH; Type 2: Prefilled Drug Delivery
Device/System (syringe, patch, etc.)
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug 505G(a)(3) 08/30/2020
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