MG DERMACLEAN- n/a liquid

Morgan Gallacher 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.

MG DermaClean

Antibacterial Hand Soap with Benzalkonium Chloride

Effective in a wide variety of applications

MG DermaClean mriacteriattand soap  Clorsan:Galzhorine, mtemstse st e s

High-foaming premium sanitizing hand soap with quat. Provides good sudsing and

easily lifts heavy soils without drying skin. Included antimicrobial component
Benzalkonium Chloride kills bacteria providing a one-step cleaning & sanitizing
product.

MG DermaClean Hand Sanitizer is based on the active ingredient Benzalkonium

Drug Facts
Active Ingredient Purpose
Benzalkonium Chloride 0.13%................ccccccoceninnnnne Antimicrobial

Uses - For hand sanitizing to decrease bacteria on the skin

including: Chloride in a unique non-drying, moisturizing and conditioning formulation. USDA E2 + Recommended for repeated use

compliant for combination hand washing and sanitizing.

Warnings
Benzalkonium Chloride, which is listed in the Antiseptic monograph as Category IIl for | Eerexternaluseonly
safety and efficacy. This category allows Benzalkonium chloride based products to be When using this product avoid contact with eyes. In case of eye
marketed in use patterns that fall within the monograph as long as the formulations | .o o0t flush eves with water Do not ingest

conform to the percentage ranges in the monograph, which is 0.1-0.13% for
Benzalkonium chloride.

Food Service Establishments Hotels & Restaurant§
Food Processors Day Care Facilities
Grocery Stores Cruise Ships

Stop use and ask a doctor if irritation or redness develops and
conditions persist,
Keep out of reach of children. If swallowed, get medical help or

SPILL/LEAK CONTROL
Dispose of in accordance with Local, State and Federal Regulations

Directions -« Apply small amount of product to wet hands

Manufactured By: Net Contents: 1 Gallon

Inactive Ingredients Water, lauramine oxide, cocamidopropy!
betaine, disodium cocoamphodipropionate, glycerin,
methylchloroisothiazolinone, sodium chloride

Morgan- Gallacher. Inc. 020

SUPERIOR CLERHING PRODUCTS

Active Ingredient
Benzalkonium Chloride 0.13%

Uses
¢ For Hand sanitizing to decrease bacteria on the skin
e Recommended for repeated use

Purpsoe

Antimicrobial

Warnings
¢ For external use only
e When using this product avoid contact with eyes. In case of eye contact flush eyes with water. Do
not ingest.
e Stop use and ask a doctor if irritation or redness develops and conditions persist.

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

Directions
e Apply small amount of product to wet hands
e Work into lather and rinse thoroughly
¢ Dry handsl

Inactive Ingredients
® Water



Lauramine oxide

cocamidopropyl betaine
disodium cocoamphodipropionate
glycerin
methylchloroisothiazolinone
sodium chloride

MG DERMACLEAN
n/a liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:50241-014

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLORIDE (UNI: FSUM2KM3W7) (BENZALKONIUM - BENZALKONIUM 0.13 g
UNIL:7N6JUD5X6Y) CHLORIDE in 100 g
Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QF0KOOR)

LAURAMINE O XIDE (UNII: 4F6 FC4MI8 W)

COCAMIDOPROPYL BETAINE (UNI: 50CF3011KX)
DISODIUM CO COAMPHO DIPRO PIONATE (UNIL: 6 K8PRP397M)
GLYCERIN (UNII: PDC6A3C00X)
METHYLCHLOROISOTHIAZOLINONE (UNI: DEL7T5QRPN)
SODIUM CHLORIDE (UNII: 451W471Q8 X)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:50241-014-01 3756 g in 1 BOTTLE, PLASTIC

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 02/03/2014

Labeler - Morgan Gallacher Inc. (028311595)

Establishment
Name Address ID/FEI Business Operations



Morgan Gallacher Inc. 028311595 manufacture(50241-014)
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