GUARDRX UNSCENTED EXTRA STRENGTH- hand sanitizer liquid

GUARDRX LAVENDER PEPPERMINT EXTRA STRENGTH- hand sanitizer liquid
GUARDRX RED THYME EXTRA STRENGTH- hand s anitizer liquid

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 70%

Purpose:

Antiseptic

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

-Recommended for repeated use.

WARNINGS:

-Flammable, keep away from children.

-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)

Inactive Ingredients:

Aqua, Glycerin, Citrus Aurantium Dulcis (Orange) Peel Oil, Thymus Vulgaris (Red Thyme) Oil,
Tocopherol.

Ethanol 70%

Purpose:

Antiseptic

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

-Recommended for repeated use.



WARNINGS:

-Flammable, keep away from children.

-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)

Inactive Ingredients:
Aqua, Glycerin, Lavandula Angustifolia (Lavender) Oil, Mentha Piperita (Peppermint) Oil, Tocopherol.
Ethanol 70%

Purpose:

Antiseptic

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

-Recommended for repeated use.

WARNINGS:

-Flammable, keep away from children.

-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)

Inactive Ingredients:



Aqua, Glycerin, Tocopherol.

59 mL NDC:74306-133-02

All Natural Lot #200501001 Exp 05/22

Drug Facts
Active Ingredients Purpose:
Ethanol 70%............cccccvcmeeene.e..... 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 (6677 °F)

Inactive Ingredients: Aqua, Glycerin, Citrus
Aurantium Dulcis (Orange) Peel Oil, Thymus
Vulgaris (Red Thyme) Qil, Tocopherol.
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118 mL NDC:74306-133-04
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Hand
Sanitizer

Alcohol
Vitamin E %
Red Thyme

D

)
Shake Well

" 2FL0OZ (59.15mL)

Formulated with
alcohol and vitamin E
for ultimate
antimicrobial and
moisturizing action.

Natural Formula
Moisturizing Vitamin E
Essential Oils

No Triclosan

No Parabens

No Synthetic Fragrances

NO ANIMAL TESTING

MADE IN USA

Manufactured by GPS Associates
1803 Carnegie Ave, Santa Ana, CA
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Drug Facts

Active Ingredients Purpose:
Ethanol 70%.........ccccccceeeuenenee. ANTISEpIIC

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
%'oduct 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, Citrus
Aurantium Dulcis (Orange) Peel Qil, Thymus

Vulgaris (Red Thyme) Oil, Tocopherol

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

4FL OZ (118.29mL)

Lot #200501002  Exp 05/22

3 74306 00020 “ 1

236 mL NDC:74306-133-08

Hand
Sanitizer

Alcohol
Vitamin E
Red Thyme

h

Formulated with
alcohol and vitamin E
for ultimate
antimicrobial and
moisturizing action.

Natural Formula
Moisturizing Vitamin E
Essential Oils

No Triclosan

No Parabens

No Synthetic Fragrances

NO ANIMAL TESTING

MADE IN USA

Shake Well
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99.9% Effective Against Germs

Extra Strength



Drug Facts Formulated with alcohol
Active Ingredients Purpose: and vitamin E for

Ethanol 70%...........c.cccccuueueee... Antiseptic
ultimate antimicrobial
and moisturizing action.

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

Natural Formula
Moisturizing Vitamin E

than 72 hours. Essent'al 0|Is
-Keep out of reach of children. If =
swallowed, get medical help or contact the NO Tnclosan

Poison Control Center right away.

-I:Irirecljtion:: Weivnands 12?rouugh"\3-i vivr:m NO Parabens
et o © oy ot e Hand Wi
Store at room temperature 20-25 °C (66-77 °F) - 0 yn etic ragrances
Inactive Ingredients: Aqua, Glycerin, Citrus s a n Itlze r
Aurantium Dulcis (Orange) Peel Oil, Thymus
Vulgaris (Red Thyme) Oil, Tocopherol.
NO ANIMAL TESTING
Manufactured by GPS Associates AlCOh0|
1803 Carnegie Ave, Santa Ana, CA V ) E
itamin ——
8 FL OZ (236.59mL) ta —_—
MADE IN USA
Lot #200501003 Exp 05/22 Red Thyme _ 22

www.GuardRxHandSanitizer.com

“ Shake Well
3874306 " 00023 W2 ¥ 99.9% Effective Against Germs

Extra Strength

59 mL NDC:74306-134-02



Drug Facts All Natural Lot #200501004  Exp 05/22
Active Ingredients Purpose: ‘
Ethanol 7096... ..cuusussimmismmsziss Antiseptic Formulated WIth

alcohol and vitamin E
for ultimate

D antimicrobial and
moisturizing action.

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

n

WARNINGS:

-Flammable, keep away from fire or flame.

-Do not use other than directed

-For external use only. Natural Formula

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

-Stop use and ask a doctor if redness and Essential Oils

irritation develop and persist for more o

than 72 hours. No Triclosan

-Keep out of reach of children. If H d

swallowed, get medical help or contact the a n No Parabens

Poison Control Center right away. S ltl No Synthetlc Fragrances
-Directions: Wet hands thoroughly with a n I Ize r

product and allow to dry without wiping { NO ANIMAL TESTING

Alcohol

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

swi99) Jsureby aAO3YT %6766

www.GuardRxHandSanitizer.com

Inactive Ingredients: Aqua, Glycerin, Vltamm E R
Lavandula Angustifolia (Lavender) Oil, 70 —
Mentha piperita (Peppermint) Oil, Lavender Oii _Siee whe MADE IN USA

Tocopherol.

74306
118 mL NDC:74306-134-04

¥ Shake Well i’la"”f“turefiTGPSAss:ciate:
=" 2FL 0Z (59.15mL) 803 Carnegie Ave, Santa Ana, C

0 Extra Strength

Peppermint Oil <&

00027

3

-Recommended for repeated use

WARNINGS:

-Flam 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,
Lavandula Angustifolia (Lavender) Oil,
Mentha piperita (Peppermint) Cil,
Tocopherol

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

4 FL OZ (118.29mL)

Lot #200501005 Exp 05/22

3 74306

00028 7

Hand
Sanitizer

Alcohol
Vitamin E
Lavender Qil
Peppermint Qil

Drug Facts <
Active Ingredients Purpose: Formulated with
Ethanol 70%: s Antisepti i .
- — alcohol and vitamin E
Uses: -For hand washing to decrease
bacteria on skin. for UItimate

antimicrobial and
moisturizing action.

Natural Formula
Moisturizing Vitamin E
Essential Qils

No Triclosan

No Parabens

No Synthetic Fragrances

NO ANIMAL TESTING

—
MADE IN USA
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Shake Well
99.9% Effective Against Germs

Extra Strength



236 mL NDC:74306-134-08

Drug Facts Formulated with alcohol
Active Ingredients Purpose: : £
and vitamin E for

Ethanol 70%.......cccvesrieesersenennnnn ANtISEPLIC
ultimate antimicrobial
and moisturizing action.

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

Natural Formula
-Stop use and ask a doctor if redness and MOIStu"ZIng Vltamln E
irritation develop and persist for more 2 .
than 72 hours. Essentlal 0|Is

-Keep out of reach of children. If
swallowed, get medical help or contact the

Poison Control Center right away. NO Trl(:IDsan
-Directions: Wet hands thoroughly with

product and allow to dry without wiping H a n d No Parabens

-Do not use other than directed <

Store at room temperature 20-25 °C (66-77 °F) S an Itl zer No Synthetic Fragrances
Inactive Ingredients: Aqua, Glycerin,

Lavandula Angustifolia (Lavender) Qil,

Mentha piperita (Peppermint) Oil,

www.GuardRxHandSanitizer.com

Tocopherol. Alcohol NO ANIMAL TESTING
Manufactured by GPS Associates . '
1803 Carnegie Ave, Santa Ana, CA V|tam|n E
8 FL OZ (236.50mL) Lavender Oil & —
Lot #200501006 Exp 05/22 Peppermint Oil R "
“ ‘l Shake Well
3

74306 " 00029 "M"4 99'.9% Effective Against Germs

Extra Strength

59 mL NDC:74306-135-02



All Natural Lot #200501007  Exp 05/22
Drug Facts b
Active Ingredients Purpose: Formulated with
Ethanol 70%:cu e msnmnme, Antiseptic alcohol and vitamin E
Uses: -For hand washing to d .
badteria onskin. | oo for ultimate
-Recommended for repeated use G D antimicrobial and
WARNINGS: moisturizing action.
-Flammable, keep away from fire or flame.
-For external use only. Natural Formula
-Do not use in eyes. If contact occurs, flush Moisturizing Vitamin E
thoroughly with water p 9
-Stop use ancf ask a doctor iff redness and Essential Oils
;rr‘rgﬁt%n r?:l}/rt:op and persist for more NO Triclosan

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

H a n d No Parabens
sa n iti zZer No Synthetic Fragrances

NO ANIMAL TESTING

-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)

suuen jsuieby oA199T %6°66

Alcohol
!l%zggﬁ:rgnl-grediems: Aqua, Glycerin, Vitamln E

MADE IN USA

Ill |I| |||I I|I|I|| |I|I Unscented % ShakeWell  Manufactured by GPS Associates
3 0

www.GuardRxHandSanitizer.com

2FL 0Z (59.15mL) 1803 Carnegie Ave, Santa Ana, CA

74306 & 00030

Extra Strength

118 mL NDC:74306-135-04

Drug Facts <
Active Ingredients Purpose: Formulated with
Ethanol 70%.......coccvninnneirienn ANtiseptic

alcohol and vitamin E
for ultimate
antimicrobial and
moisturizing action.

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 Natural Fonnula

-Stop use and ask a doctor if redness and

irritation devel d ist fi . ot .
bl oy St el Mmstunzmg Vitamin E
-Keep out of reach of children. If . .

swallowed, get medical help or contact the Essentlal 0"5

Poison Control Center right away.

-Directions: Wet hands thoroughly with H a n d No Triclosan

product and allow to dry without wiping
-Do not use other than directed No Parabens

Store at room temperature 20-25 °C (6677 °F) S a n I t I ze r NO Synthetic Fragrances

Inactive Ingredients: Aqua, Glycerin,
Tocopheral.

Alcohol NO ANIMAL TESTING

Vitamin E

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

4FL 0OZ (118.29mL)

MADE IN USA

Lot #200501008  Exp 05122 Unscented ( )
“ j Shake Well

3 74306 00031 7 99.9% Effective Against Germs
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Extra Strength



236 mL NDC:74306-135-08

Drug Facts Formulated with alcohol
Active Ingredient: P z NN
ctive Ingredaienis urpose and Vltamln E for

Ethanol 70%..........c.cccocecvcnneeANtISEPLIC
ultimate antimicrobial
and moisturizing action.

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

Natural Formula
Moisturizing Vitamin E

irritation develop and persist for more s e
than 72 hours. pancp Essential Oils
-Keep out of reach of children. If B

swallowed, get medical help or contact the No Triclosan

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) s a n it ize r

Inactive Ingredients: Aqua, Glycerin,
Tocopherol

H an d No Parabens

No Synthetic Fragrances

Alcohol NO ANIMAL TESTING

Manufactured by GPS Associates
1803 Carnegie Ave, Santa Ana, CA Vltamm E FERees
8 FL OZ (236.59mL) U nscented ( ——
Lot #200501009 Exp 05/22
| 0

3 74306 7 00014

www.GuardRxHandSanitizer.com

Shake Well
99.9% Effective Against Germs

Extra Strength

GUARDRX UNSCENTED EXTRA STRENGTH

hand sanitizer liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:74306-135

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNT: 3K9958 V90 M) (ALCOHOL - UNI:3K9958 V90 M) ALCOHOL 70 mL in 100 mL

Inactive Ingredients
Ingredient Name Strength



WATER (UNII: 059QF0KOOR)
.ALPHA.-TOCOPHEROL, DL- (UNIl: 7QWAIRIO01)
GLYCERIN (UNII: PDC6A3C00X)

Packaging
# Item Code Package Description
NDC:74306-135- 59 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination

02 Product

NDC:74306-135- 118 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination
04 Product

NDC:74306-135- 236 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination
08 Product

Marketing Information
Marketing Category Application Number or Monograph Citation
OTC monograph not final part333A

Marketing Start
Date

05/04/2020
05/04/2020

05/04/2020

Marketing Start Date
05/04/2020

GUARDRX LAVENDER PEPPERMINT EXTRA STRENGTH

hand sanitizer liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
ALCOHOL (UNI: 3K9958 V90M) (ALCOHOL - UNIE3K9958 V90 M)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIL: PDC6 A3C00X)
WATER (UNIE 059 QFOKOOR)
.ALPHA.-TO COPHEROL, DL- (UNI: 7QWA1RIO01)
LAVENDER OIL (UNI: ZBP1YXWOHS8)
PEPPERMINT OIL (UNIL: AV092KU4JH)

Packaging
# Item Code Package Description

NDC:74306-134- 59 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination

1 02 Product

Basis of Strength
ALCOHOL

Marketing Start
Date

05/04/2020

Marketing End
Date

Marketing End Date

NDC:74306-134

Strength
70 mL in 100 mL

Strength

Marketing End
Date



NDC:74306-134- 118 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination
04 Product

NDC:74306-134- 236 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination
08 Product

2

3

Marketing Information
Marketing Category Application Number or Monograph Citation

05/04/2020

05/04/2020

Marketing Start Date

OTC monograph not final part333A 05/04/2020
GUARDRX RED THYME EXTRA STRENGTH
hand sanitizer liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
ALCOHOL (UNIE: 3K9958 V90M) (ALCOHOL - UNI:3K9958 V90 M)

Inactive Ingredients
Ingredient Name
GLYCERIN (UNI: PDC6A3C00X)
WATER (UNIE: 059 QFOKOOR)
THYME OIL (UNI: 2UK410 MY6 B)
ORANGE OIL (UNI: AKN3KSD11B)
.ALPHA.-TO COPHEROL, DL- (UNI: 7QWA1RIO01)

Packaging

# Item Code Package Description

1 NDC:74306-133- 59 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination
02 Product

2 NDC:74306-133- 118 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination
04 Product

3 NDC:74306-133- 236 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination

08 Product

Marketing Information
Marketing Category Application Number or Monograph Citation
OTC monograph not final part333A

Basis of Strength
ALCOHOL

Marketing Start
Date

05/04/2020
05/04/2020

05/04/2020

Marketing Start Date
05/04/2020

Marketing End Date

NDC:74306-133

Strength
70 mL in 100 mL

Strength

Marketing End
Date

Marketing End Date



GPS Associates 096942063 manufacture(74306-133, 74306-134, 74306-135)

Revised: 5/2020 GPS Associates
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