ANTISEPTIC WIPE- benzalkonium chloride cloth
Hubei Fanjian Medical Product Co.,Ltd

Antiseptic Wipe

DRUG FACTS

Active ingredient
Benzalkonium Chloride 0.13%

Purpose
First Aid Antiseptic

Use:

For preparation of the skin before injection. Antiseptic cleansing of face, hands and body
without soap and water.

Warnings:

For external use only.

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away. If unusual
redness, swelling or other symptoms'occur, consult a physician immediately.

Do not use:

In the eyes, or over large areas of the body.

Directions:

Tear open packet, unfold towelette Tand use to cleanse desired skin area. Discard
towelette appropriately after single use.

Other information:
Store at room temperaturel5°-30° C (59°-86° F)

Inactive ingredients

Purified water.



Package Labeling:

Reorder AW-001
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I d]—lubei Fanjian Medical Products Co. , Ltd
Fo. 2 Yingbin Avenue, Tuanfeng County Economic |
Development Zone, Huanggang City, Hubei Province
(8th Floor, Capital Building)

| DRUG FACTS - Antiseptic Wipe

Active ingredient Purpose I
Benzalkonium Chloride 0.13%............. Antiseptic
Use:For preparation of the skin before injection. I

I Antiseptic cleansing of face, hands and body without soap
and water. I
Warnings:For external use only. Keep out of reach of

| children. If swallowed, get medical help or contact a I
Poison Control Center right away. If unusual redness,
swelling or other symptoms'occur, consult a physician I
immediately.

Do not use:In the eyes, or over large areas of the body.

Directions: Tear open packet, unfold towelette Tand use
to cleanse desired skin area. Discard towelette
appropriately after single use. Inactive ingredient: Purified

water.
Other information: Store at room temperature15°-30° C I
| (59°-86° F)Inactive I
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ANTISEPTIC WIPE

benzalkonium chloride cloth

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

002-00 Device/System (syringe, patch, etc.)

Item Code (Source) NDC:83165-002

Basis of Strength Strength

BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZ ALKONIUM - BENZ ALKONIUM 1.3 mg
UNII: 7N6JUD5X6Y) CHLORIDE in 1 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIl: 059QFOKOOR)
Packaging

Item s .- Marketing Marketing
# Code SO G CECL Start Date End Date
1 NDC:83165- 0.62 mL in 1 PATCH; Type 2: Prefilled Drug Delivery 01/14/2023




Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug 505G(a)(3) 01/14/2023

Labeler - Hubei Fanjian Medical Product Co.,Ltd (846385590)

Establishment
Name Address ID/FEI Business Operations
Hubei Fanjian Medical Product Co.,Ltd 846385590 manufacture(83165-002)

Revised: 11/2023 Hubei Fanjian Medical Product Co.,Ltd
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