GUARDRX GEL HAND SANITIZER- gel hand s anitizer gel
GPS Associates

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.

Ethanol 73%

Purpose:

Antiseptic

Uses:
-For hand washing to decrease bacteria on skin.

-Recommended for repeated use.

WARNINGS:

-Flammable, keep away from fire or flame.

-For external use only.

-Do not use in eyes. If contact occurs, flush thoroughly with water.

-Stop use and ask doctor if redness and irritation develop and persist for more than 72 hours.

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

Directions:

Wet hands thoroughly with product and allow to dry without wiping.

-Do not use other than directed.

Store at room temperature 20-25 °C (66-77 °F)

Aqua, Glycerin, Hydroxypropyl Cellulose, Triethanolamine, Hydrogen Peroxide,

59.15 mL NDC:74306-234-02



Antimicrobial Gel Formula

Drug Facts
Active Ingredients Purpose:
EtNANOI 73%...vevvvesererseressessssssssnnns Antiseptic

Uses: -For hand washing to decrease
bacteria on skin.
-Recommended for repeated use.

WARNINGS:

-Flammable, keep away from fire or flame.

-For external use only.

-Do not use in eyes. If contact occurs, flush
thoroughly with water.

-Stop use and ask a doctor if redness and
irritation develop and persist for more
than 72 hours.

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

-Directions: Wet hands thoroughly with
product and allow to dry without wiping.
-Do not use other than directed.

Store at room temperature 20-25 °C (66-77 °F)

Inactive Ingredients: Aqua, Glycerin,
Hydroxyethyl Cellulose, Triethanolamine,
Peroxide.

Distributed by GPS Assaciates
1803 Carnegie Ave, Santa Ana, CA

3 74306 00045 4

Hand
Sanitizer

Q

Gel Formula
Alcohol
Glycerin

Effective Against Germs

Formulated with alcohol
and glycerin for
ultimate antimicrobial
and moisturizing action.

Antimicrobial
Moisturizing Glycerin

No Triclosan

No Parabens

No Synthetic Frangrances

NO ANIMAL TESTING

]
MADE IN USA

www.GuardRxHandSanitizer.com

2 FL 0Z (59.15mL)

Lot #200527002 Exp 06/22

118.29 mL NDC:74306-234-04



Antimicrobial Gel Formula

Drug Facts
Active Ingredients Purpose:
Ethanol 73%.........cevvvmmmeeessesienssses Antiseptic

Uses: -For hand washing to decrease
bacteria on skin.
-Recommended for repeated use.

WARNINGS:

-Flammable, keep away from fire or flame.

-For external use only.

-Do not use in eyes. If contact occurs, flush
thoroughly with water.

-Stop use and ask a doctor if redness and
irritation develop and persist for more
than 72 hours.

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

-Directions: Wet hands thoroughly with
product and allow to dry without wiping.
-Do not use other than directed.

Store at room temperature 20-25 °C (66-77 °F)

Inactive Ingredients: Aqua, Glycerin,
Hydroxyethyl Cellulose, Triethanolamine,
Peroxide.

Distributed by GPS Associates
1803 Carnegie Ave, Santa Ana, CA

306 00043

Hand
Sanitizer

Q

Gel Formula
Alcohol
Glycerin

Effective Against Germs

Formulated with alcohol
and glycerin for
ultimate antimicrobial
and moisturizing action.

Antimicrobial
Moisturizing Glycerin

No Triclosan

No Parabens

No Synthetic Frangrances

NO ANIMAL TESTING
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MADE IN USA

www.GuardRxHandSanitizer.com

4 FL 0Z (118.29mL)

Lot #200527003 Exp 06/22

236.58 mL NDC:74306-234-08



Antimicrobial Gel Formula

Drug Facts
Active Ingredients Purpose:
Ethanol 73%.........cccvrvrenrennennn Antiseplic

Uses: -For hand washing to decrease
bacteria on skin.
-Recommended for repeated use.

WARNINGS:

-Flammable, keep away from fire or flame.

-For external use only.

-Do not use in eyes. If contact occurs, flush
thoroughly with water.

-Stop use and ask a doctor if redness and
irritation develop and persist for more
than 72 hours.

-Keep out of reach of children. If
swallowed, get medical help or contact the
Poison Control Genter right away.

-Directions: Wet hands thoroughly with
product and allow to dry without wiping.
-Do not use other than directed.

Store at room temperature 20-25 °C (66-77 °F)

Inactive Ingredients: Aqua, Glycerin,
Hydroxyethyl Cellulose, Triethanolamine,
Peroxide.

Distributed by GPS Associates
1803 Carnegie Ave, Santa Ana, CA

74306 7 00044 7

Hand
Sanitizer

Q

Gel Formula
Alcohol
Glycerin

Effective Against Germs

Formulated with alcohol
and glycerin for
ultimate antimicrobial
and moisturizing action.

Antimicrobial
Moisturizing Glycerin

No Triclosan

No Parabens

No Synthetic Frangrances

NO ANIMAL TESTING

MADE IN USA

www.GuardRxHandSanitizer.com

8 FL OZ (236.59mL)

Lot #200527001 Exp 06/22

499.8 mL NDC:74306-234-16



Antimicrobial Gel Formula

Drug Facts
Active Ingredients Purpose:
EtN@NOI 73%...0uvuvereeseresiessssesennans Antiseptic

Uses: -For hand washing to decrease
bacteria on skin.
-Recommended for repeated use.

WARNINGS:
-Flammable, keep away from fire or flame.
-For external use only.

-Do not use in eyes. If contact occurs, flush
thoroughly with water.

-Stop use and ask a doctor if redness and
irritation develop and persist for more
than 72 hours.

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

-Do not use other than directed.
Store at room temperature 20-25 °C (66-77 °F)

Inactive Ingredients: Aqua, Glycerin,
Hydroxyethyl Cellulose, Triethanolamine,

Peroxide.
Gel Formula
Distributed by GPS Associates
1803 Carnegie Ave, Santa Ana, CA Alcohol

Glycerin

3 74306 00046 1

Hand

“Diretions; Wethands torougty wih Sanitizer
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Effective Against Germs

Formulated with alcohol
and glycerin for
ultimate antimicrobial
and moisturizing action.

Antimicrobial
Moisturizing Glycerin

No Triclosan

No Parabens

No Synthetic Frangrances

NO ANIMAL TESTING

S e —]
MADE IN USA

www.GuardRxHandSanitizer.com

16.9 FL OZ (499.8mL)

Lot #200527005 Exp 06/22

GUARDRX GEL HAND SANITIZER

gel hand sanitizer gel

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M)

Inactive Ingredients

Ingredient Name
TRIETHANO LAMINE LACTATE (UNIL 064C51N810)
WATER (UNIL 059 QFOKOOR)

Item Code (Source)

NDC:74306-234

Basis of Strength Strength
ALCOHOL 73 mL in 100 mL
Strength




HYDRO GEN PERO XIDE (UNI: BBX060AN9 V)
HYDRO XYPROPYL CELLULO SE, UNSPECIFIED (UNIL: 9 XZ8 H6 N6 OH)
GLYCERIN (UNI: PDC6A3C00X)

Packaging
# Item Code Package Description
1 NDC:74306-234- 59.15 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination

02 Product

NDC:74306-234- 118.29 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
04 Product

NDC:74306-234- 236.59 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
08 Product

NDC:74306-234- 499.8 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
16 Product

Marketing Information

Marketing Start Marketing End
Date Date

05/21/2020
05/21/2020
05/21/2020

05/21/2020

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 05/21/2020

Labeler - Gps Associates (096942063)

Registrant - GPS Associates, LLC (096942063)

Establishment
Name Address ID/FEI Business Operations
GPS Associates 096942063 manufacture(74306-234)

Revised: 5/2020

GPS Associates
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