SIMPLY SAFER ADVANCED HAND SANITIZER- alcohol gel
Active Barrier Llc

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.

SIMPLY SAFER Advanced Hand Sanitizer

Drug Facts

Active ingredient
Alcohol 70% v/iv

Purpose

Antiseptic

Use: Hand Sanitizer to help reduce bacteria on skin.

Warnings: For external use only.
FLAMMABLE. Keep away from flame or high heat.
Avoid contact with eyes. If contact occurs, rinse thoroughly with water.

Stop use and consult a physician if irritation and redness develop.

Keep out of reach of children.

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

Directions: Apply a dime-sized portion to hands, rub to distribute. Allow to dry.

Other information: Store below 110°F (43°C). May discolor certain fabrics or surfaces.

Inactive ingredients:

Water (Agua, Eau) Isopropyl Alcohol, Acrylates/C10-30 Alkyl Acrylate Crosspolymer, Aloe
Barbadensis Leaf Juice, Glycerin, Isopropyl Myristate, Tocopheryl Acetate, Fragrance,
Triethanolamine

Questions: (401) 272-4210

*70% ETHYL ALCOHOL

* SPECIFICALLY FORMULATED FOR HEALTH CARE PROFESSIONALS
* MOISTURIZERS & EMOLLIENTS

* ALOE VERA & VITAMIN E

« CHG COMPATIBLE



Manufactured in the USA for:
Active Barrier, LLC,

Scituate, MA 02066

Distributed by:

Simply Safer, LLC

69 Tingley Street

Providence, RI1 02903
www.SimplySaferProducts.com
Formulated with:

ACTIVE BARRIER Technology
MADE IN THE USA

Packaging
Pack Size: 2 fl oz (60 mL)
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NDC 79388-100-01

Manufactured in the USA for:
Active Barrier, LLC
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69 Tingley Street
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Drug Facts

Active ingredient......... Purpose
Alcohol 70% viv............Antiseptic

Use: Hand Sanitizer to help
reduce bacteria on skin.

Warnings: For extemnal use only.

FLAMMABLE. Keep away from
flame or high heat.

Avoid contact with eyes. If contact
occeurs, rinse thoroughly with water.
Stop use and consult a physician
if irritation and redness develop.
Keep out of reach of children.

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

Directions: Apply a dime-sized
portion to hands,rub to distribute.
Allow to dry.

Other information: Store below
110°F (43°C). May discolor certain
fabrics or surfaces.

Inactive ingredients:

Water F. ua, Eau) Isoprop

Alcohol, Acrylates/C10-30 Alkyl
Acrylate Crosspolymer, Aloe
Barbadensis Leaf Juice, Glycerin,
Isopropyl Myristate, Tocopheryl
Acetate, Fragrance, Triethanolamine
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Pack Size: 8 fl oz (236 mL)
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SIMPLY SAFER ADVANCED HAND SANITIZER
alcohol gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:79388-100

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNI: 059QFOKOOR)
ISOPROPYL ALCOHOL (UNI: ND2M416302)




CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CRO SSLINKED) (UNIL: 59 TL3WG5CO)
ALOE VERA LEAF (UNIL: ZY8 178 3H0 X)

GLYCERIN (UNI: PDC6A3C00X)

ISOPROPYL MYRISTATE (UNI: 0RESK4LNJS)

.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)

TROLAMINE (UNIL: 903K93S3TK)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:79388-100-01 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/11/2020

2 NDC:79388-100-02 236 mL in 1 BOTTLE; Type 0: Not a Combination Product 07/11/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 07/11/2020

Labeler - Active Barrier Lic (129499771)

Revised: 7/2020 Active Barrier Llc
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