UNIVERSITY MEDICAL PHARMACEUTICALS ANTIBACTERIAL HAND WIPES-
benzalkonium chloride cloth
Jurong Dongfa General Merchandise Co 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.

75127-003 University Medical Pharmaceuticals ANTIBACTERIAL HAND WIPES
0.13% Benzalkonium Chloride

Active Ingredient
Benzalkonium Chloride 0.13%

Purpose

Antibacterial

USE

hand sanitizer to help reduce bacteria on the skin.

Warning

For external use only.

Do not use In or near the eyes In case of eye
contact ,rinse eyes thoroughly with water.
Stop use and ask a doctor If Irritation or rash
develops and persists more than 72 hours.

@®Keep out of reach of children unless under adult supervision.

Directions

Wet hands thoroughly with wipe(s) and
allow to air dry.

Discard after single use in trash bin. Do not
flush.

To dispense peel back front label at tab
enough to remove wipe(s)Press label firmly
back In place to reseal pouch.

Inactive ingredients

Aqua, Glycerol, Aloe Barbadensis Leaf Juice,
lanolin, Retinyl Palmitate, Allantoin,



Polysorbate-20, Disodium EDTA, lodopropynyl
Butylcarbamate , Methylisothlazolinone ,
Isopropyl Myristate.

Drug Facts (continued) Drug Facts (continued)
Directions Inactive ingredients

m Wet hands thoroug hly with wipe(s) and Aqua, Glycerol, Aloe Barbadensis Leaf Juice,
allow to alr dry. Lanolin, Retinyl Paimitaie, Allantoin,

m Discard after single use in trash bin. Do not | Polysorbate-20, Disocium EDTA, lodopropynyl

flush. carbamaie, Methylisothiazolin
m To dispense, peel back front label at tab i sl i

enough to remove wipa(s). Press label firmly
back In place to reseal pouch.

Drua Facts Drug Facts (continued)




Active ingredient Purpose | Keep out o reach of children. I swallowed

get medical help or contact a Polson Control
Benzalkonlum Chioride 0.13%.... Antibacterial § o~ - right away.

[h& ® Hand sanitizer to help reduce bacteria Do mot use Inor near the eyes. In case of eye
on the skin contact, inse eyes thoroughly with water.
Warnings Stop use and ask a doctor IfIrritafion or rash
For extemal use only. P | develops and persists more than 72 hours. W
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UNIVERSITY MEDICAL PHARMACEUTICALS ANTIBACTERIAL HAND
WIPES

benzalkonium chloride cloth

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:75127-003

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W?7) (BENZ ALKONIUM - BENZ ALKONIUM 0.13 g
UNII: 7N6JUD5X6Y) CHLORIDE in 100 g

Inactive Ingredients

Ingredient Name Strength
IODOPROPYNYL BUTYLCARBAMATE (UNII: 603P14DHEB)
METHYLISOTHIAZOLINONE (UNII: 229D0E1QFA)
POLYSORBATE 20 (UNIl: 7T1F30V5YH)
LANOLIN (UNII: 7EV65EAWGH)
ALOE VERA LEAF (UNII: ZY81Z83H0X)
ALLANTOIN (UNII: 3445277G0Z)
VITAMIN A PALMITATE (UNII: 1D1KONOVVC)
EDETATE DISODIUM ANHYDROUS (UNII: 8NLQ36F6MM)
GLYCERIN (UNII: PDC6A3C00OX)
ISOPROPYL MYRISTATE (UNII: ORESKALNJS)
WATER (UNIl: 059QFOKOOR)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:75127- .
1 003-01 200 in 1 CARTON 09/02/2020
1 10 in 1 BAG
1 45 g in 1 NOT APPLICABLE; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ﬁ;ﬁ monograph not 43335 09/02/2020
Labeler - Jurong Dongfa General Merchandise Co Ltd (528077612)
Establishment
Name Address ID/FEI Business Operations
Jurong Dongfa General Merchandise Co Ltd 528077612 manufacture(75127-003)

Revised: 2/2022 Jurong Dongfa General Merchandise Co Ltd
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