THEOCHEM TEA TREE HAND AND BODY WASH- tea tree hand and body wash soap
Theochem Laboratories

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.

TEA TREE HAND AND BODY WASH

Active Ingredient
Benzalkonium Chloride 0.1%

Purpose:

Antimicrobial

Uses:
For Hand Washing, and to decrease bacteria on the skin.

Recommended for repeated use.

Warnings:

If medical advice is needed, have product container or label at hand. Keep out of reach of children.
Read label before use. Store in cool, dry conditions in well sealed receptacles.

Wash affected area thoroughly after handling. Wear eye and face protection.

FIRST AID: IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing. If eye irritation persists: Get medical attention.

Dispose of contents and container in accordance with local, regional, national and international
regulations.

Keep out of reach of children

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

Directions:

For Use with Dispenser:

Pour contents into the dispenser reservoir. For first use applications, pump dispenser a few times to
prime.

For Use as Hand Soap:

Wet hands and dispense a small amount of the product into palm. Rub hands to produce lather. Rinse
thoroughly with water, then dry hands completely.

For Use as Bath and Body Wash:

Apply sparingly. Avoid contact with eyes. Lather and rinse.

Other Information

Avoid release to the environment. Collect spillage. Dispose of contents and container in accordance
with local, regional, national and international regulations.



Inactive Ingredients:

Water, Caprylyl Polyglucoside, Lauryl Myristyl Amidopropyl Amine Oxide, Cetyl Trimethyl
Ammonium Chloride, Aloe Vera Extract, Fragrance, Methylisothiazolinone and Benzisothiazolinone,
FD&C Blue #1, FD&C Yellow #5
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ADVANTAGES
This product has a unique antibacterial foaming formula with special therapeutic ingredients including tea tree and aloe. It is mild on the skin but very
effective at cleaning away dirt, grease, ink, etc. The foaming action is created by dispensing through our special foaming dispenser.

Drug Facts

Active Ingredient Purpose
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Uses:

For hand washing, and to decrease bacteria on the skin. Recommended for repeated use.

Warnings:

If medical advice is needed, have product container or label at hand. Keep out of reach of children. Read label before use. Store in cool, dry
conditions in well sealed receptacles.

Wash affected area thoroughly after handling. Wear eye and face protection.

FIRST AID: IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do. Continue rinsing. If
eye irritation persists: Get medical attention.

Dispose of contents and container in accordance with local, regional, national and international regulations.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right away.

Directions:

For Use with Dispenser:

Pour contents into the dispenser reservaoir, For first use applications, pump dispenser a few times to prime.
For Use as Hand Soap:

Wet hands and dispense a small amount of the product into palm. Rub hands to produce lather. Rinse thoroughly with water, then dry hands completely.
For Use as Bath and Body Wash:
Apply sparingly. Avoid contact with eyes. Lather and rinse.

Other Information:

Avoid release fo the environment. Collect spillage. Dispose of contents and container in accordance with local, regional, national and international
regulations.

Inactive Ingredients:

Water, Caprylyl Polyglucoside, Lauryl Myristyl Amidopropyl Amine Oxide, Cetyl Trimethyl Ammonium Chioride, Aloe Vera Extract, Fragrance,
Methylisothiazolinone and Benzisothiazolinone, FD&C Blue #1, FD&C Yellow #5

THEOCHEM TEA TREE HAND AND BODY WASH

tea tree hand and body wash soap

Product Information
Product Type HUMAN OTC DRUG TItem Code (Source) NDC:68878-561

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLO RIDE (UNI: FSUM2KM3W7) (BENZALKONIUM - BENZALKONIUM 0.1 mg
UNIL:7N6JUD5X6Y) CHLORIDE inlL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059QF0KOOR)
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1 1;?068878‘561' 2in 1 CASE 08/08/2017
1 NDC:68878-561- 3.785L in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
02 Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part333A 08/08/2017

Labeler - Theochem Laboratories (004100038)

Registrant - Theochem Laboratories (004100038)
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Establishment
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Theochem Laboratories 004100038 manufacture(68878-561)
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