PLUS ADVANCED- alcohol gel
Brand Name Distributor LL.C

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.

Active Ingredient(s)
Ethyl Alcohol 709 V/V...ccoviiiioiiieiiiieeiieeeieeeieeee Antimicrobial

Purpose

Antimicrobial, Hand Sanitizer

Use

Hand Sanitizer to help reduce bacteria that potentially can cause disease. For use when soap and water
are not available.

Warnings

Flammable. Keep away from heat or flame
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Do notuse
¢ inchildrenless than 2 months of age
e For external use only

When using this product keep out of eyes, ears, and mouth. In case of contact with eyes, rinse eyes
thoroughly with water.

Stop use and ask a doctor if irritation or rash occurs. These may be signs of a serious condition.



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

Stop use and ask a doctor if irritation or rash occurs. These may be signs of a serious condition.

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

Directions

Put a enough product in your palmto cover hands and rub hands together briskly until dry Children
under 6 years of age should be supervised when using

Other information

Store below 110°F (43°C) May discolor certain fabrics or surfaces
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_Inactive Ingredients:. Carbomer, Trolamine, Water
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HAND SANITIZER ALLOWS YOU TO WASH YOUR
HANDS WHENEVER CONVENTIONAL SOAP AND
WATER USE IS NOT AVAILABLE. USE AS AN AID TD
REDUCE EXPOSURE TO INFECTIOUS GERMS AND TO
SUPPLEMENT DAILY HANDWASHING. NONTOXIC-FOR
EXTERNAL USE ONLY.

*For personal refill use only

Distributed by Brand Name
Distributors LLC Houston TX 77033

MADE IN MEXICO

ADVANCED

Unseented

Kills Over 99.9% of Most
Common Germs

HAND SANITIZER
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+ Advanced Unscented Hand Sanitizer
KILLS OVER 99.9 OF MOST COMMON GERMS
128 FL OZ (3.8L)

PLUS ADVANCED
alcohol gel

Product Information
Product Type

Route of Administration

Inactive Ingredients

WATER (UNIL 059QF0KOOR)

HUMAN OTC DRUG

Active Ingredient/Active Moiety
Ingredient Name
ALCOHOL (UNIE: 3K9958 V90M) (ALCOHOL - UNIE3K9958 VIO M)

Ingredient Name
CARBO MER HOMO PO LYMER, UNSPECIFIED TYPE (UNI: 0 ASMM30 7FC)
TROLAMINE (UNII: 903K93S3TK)

Item Code (Source)

Basis of Strength

ALCOHOL

NDC:73755-300

Strength
0.7 mL in 1 mL

Strength
0.0025 mL in 1 mL
0.125 mL in 1 mL
0.289 mL in 1 mL




Packaging

Marketing Start Marketing End

# Item Code Package Description Date Date

NDC:73755-300- 3785 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination

1 01 Product

07/01/2020

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 03/30/2020

Labeler - Brand Name Distributor LLC (078570365)

Establishment

Name Address ID/FEI Business Operations
Limpo Quimicos, S.A. de C.V. 951575970 manufacture(73755-300)

Revised: 7/2020 Brand Name Distributor LLC
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