PROMEDIC- benzalkonium chloride cloth
Perfect Medics, 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.

Promedic DISINFECTING WIPES

Active Ingredients

Benzalkonium chloride 0.13%.

Purpose

Antiseptic
Warnings

For external use only.

When using the product
e Keep out of eyes, in case of contact with eyes, flush thoroughly with water
® Avoid contact with broken skin
® Do notinhale or ingest

Stop use and ask a doctor if skinirritation develops.

Uses
e to decrease bacteria on the skin that could cause disease.

Directions
e Wipe down surface thoroughly and allow to air-dry.
e For childrenunder 6, use only under adult supervision.
e Notrecommended for infants.

Keep Out of Reach of Children.
¢ If swallowed, get medical help or contact a poison control center right away.

Other Information
e do not store above 105F.

Inactive Ingredients
Purified water, glycerin, phenoxyethanol, polysorbate 20 (Polyoxyethylene (20) sorbitan monolaurate),

aloe vera leaf juice.
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Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:79134-001

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
Benzalkonium chloride (UNI: FSUM2KM3W7) (BENZALKONIUM - UNI:7N6JUD5X6Y) Benzalkonium chloride 0.13 g in 100 mL

Inactive Ingredients
Ingredient Name Strength
WATER (UNIL: 059 QFOKOOR)
GLYCERIN (UNII: PDC6A3C00X)
PHENO XYETHANOL (UNIE: HIE492ZZ3T)
POLYSORBATE 20 (UNI: 7T1F30 V5YH)
ALOE VERA LEAF (UNIE: ZY81Z83H0 X)
FRAGRANCE LAVENDER & CHIA F-153480 (UNIL: SXS9CO2TZK)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:79134-001-01 80 in 1BOX 06/18/2020

1 450 mL in 1 PACKET; Type 0: Not a Combination Product

2 NDC:79134-001-02 80 in 1 CANISTER 06/18/2020

2 467 mL in 1 PACKET; Type 0: Nota Combination Product

3 NDC:79134-001-03 10 in 1 CANISTER 06/18/2020

3 60 mL in 1 PACKET; Type 0: Not a Combination Product

4 NDC:79134-001-04 80 in 1 CANISTER 06/18/2020

4 450 mL in 1 PACKET; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 06/18/2020

Labeler - perfect Medics, Inc (117507545)

Revised: 9/2020 Perfect Medics, Inc
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