HAND SANITIZER- alcohol gel
OXYGEL ALOE VERA- alcohol gel
Matilde Gomez Lopez

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)
Alcohol 70% v/v. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

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

Warnings

For external use only. Flammable. Keep away from heat or flame

Do notuse
¢ inchildrenless than 2 months of age
e onopenskin wounds

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
¢ Place enough product on hands to cover all surfaces. Rub hands together until dry.
e Supervise children under 6 years of age when using this product to avoid swallowing.

Other information
e Store between 15-30C (59-86F)
e Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

NDC 78084-001: purified water USP, glycerin, carbomer, triethanolamine.



NDC 78084-002: purified water USP, glycerin, carbomer, triethanolamine, aloe vera.
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500 mL NDC:78084-001-01 _ ]
HAND SANITIZER

DRUG FACTS

Active ingredient Purpose
LI SO 11111

Uses
+ Hand sanitizer bo help reduce bacteria an the sian that tould cause diseasa,
» Recommended for repeatad use,

Warnings:
+ Hammable. Keep away from fire or flame,
- For external usa only,

+ When wsing this product do nat wse m or near the ages.
In case of contact, rinse eyes thorowghly with water.

- Stop use and ask & doctor if imitation or rash appears and fasts,

- Keep ot of reach of chlidren, |f swalkowed, get madical halp or contact 3
Pason Contmd Center rioht away,

Directions:

+ Place enough product inyour palm therowghly cover your hands.

+ Bub hands togather briskky until dry.

« (hildren undes & years of age shoukd be supervised by an adull
whenused OXYGEL 212,

(ther Information
- Do ot stare above 180" F @3 0.
« May discolor contain fabrs or surfaces.

Inactive ingredients
» Water, carbomer, triathanalamine and ghvenn

* Antiseptic of most common germs thal may cause iliness.
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DISTRIBUTED BY: FX Imports: La Habra, CA 90631

16.9 FL 0Z (500 ml)

1000 mL NDC: 78084-001-02



HAND SANITIZER

DRUG FACTS

Active ingredient Purpose
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Uses
- Hand saniter to help reduce bacteria on the skin that could cause disease.
- Recommended for repeated use.

Warnings:

+ Flammiable. Keep away from fie or flame.

- For external use only.

- When using this product do not use in or near the eyes.
In case of contact, rinse eyes thoraughly with water.

- Stop use and ask a doctor if imitation or rash appears and lasts.

- Keep out of reach of chlidren. If swallowed, el medical help or conlact &
Poison Control Center right away.

Directions:

« Place enough product in your palm thoroughly cover your hands.

- Rub hands together briskhy until dry.

- Children under & years of age should be supervised by an adul
when using OXYGEL 712,

Other Information
- Do ot store above 110 F (43 ().
- May discolor contain fabrics or surfaces.

Inactive ingredients
- Water, carbomer, tristhanolamine and glycerin.

* Antiseptic of most common germs that may cause illness.
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HAND SANITIZER

DRUG FACTS

Active ingredient Purpose
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Uses
- Hand sanitizer to help redhuce bacteria on the skin that could cause disease.
+ Recommended for repeated usa,
Warnings:
Fi ble. Keep away from fire or flame.
+ For extemal use only.

- When using this product do not use in or near the eyes,
In case of contact, rinse eyes thoroughly with water.

N - Stop use and ask a doctor I imitation or rash appears and lasts.
F - Keep out of reach of chiidren. If swatlowed, get medical help or contact a
Poison Control Center right away.
AN —
+ Place enough product in your paim thoroughly cover your hands.

- Rub hands fogether briskly until dry.
+ Chikdren under & years of age shoukd be supervised by an adult
when using 0XYGEL 212

Other Information
- Do not stare above 110 F (437 C),
- May discolor contain fabeics or surfaces.

Inactive ingredients ) )
- Water, carbomer, triethanolarmine and glycerin,

* Kills of most common germs that may cause illness.
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HAND SANITIZER
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16.9 FL OZ (500 mi)

1000 mL. NDC:78084-002-02



HAND SANITIZER
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{3 70% ALCOHOL

HAND SANITIZER

8.45 FLOZ (50 mi)
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HAND SANITIZER
alcohol gel

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

ALCOHOL (UNIE: 3K9958 V90 M) (ALCOHOL - UNIE3K9958 V90 M)

Inactive Ingredients

Ingredient Name

CARBOMER 940 (UNIL: 4Q93RCW27E)

GLYCERIN (UNIL: PDC6A3C00X)

TRIETHANO LAMINE HYDRIO DIDE (UNII: DT981T03JK)

WATER (UNIL: 059QF0KOOR)

Item Code (Source) NDC:78084-001
Basis of Strength Strength
ALCOHOL 70 mL in 100 mL
Strength

1.8 g in 100 mL
6.7 mL in 100 mL
1.8 g in 100 mL




Packaging
# Item Code Package Description

Marketing Start Date Marketing End Date

1 NDC:78084-001-01 500 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

NDC:78084-001-

2 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

02

03 Product

Marketing Information

NDC:78084-001- 200000 mL in 1 DRUM; Type 0: Nota Combination

03/30/2020

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC monograph not final part333A

OXYGEL ALOE VERA
alcohol gel

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

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

Inactive Ingredients
Ingredient Name
CARBOMER 940 (UNI: 4Q93RCW27E)
GLYCERIN (UNI: PDC6A3C00X)
TROLAMINE (UNIE: 903K93S3TK)
WATER (UNIL: 059 QFOKOOR)
ALOE VERA LEAF POLYSACCHARIDES (UNI: W210437517)

Packaging
# Item Code Package Description

03/30/2020
Item Code (Source) NDC:78084-002
Basis of Strength Strength
ALCOHOL 70 mL in 100 mL

Strength
3 g in 100 mL
5mL in 100 mL
3mL in 100 mL

5mL in 100 mL

Marketing Start Date Marketing End Date

1 NDC:78084-002-01 500 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/22/2020

NDC:78084-002-

2 1000 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/22/2020

02
NDC:78084-002-

3 250 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/22/2020

03



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 07/22/2020

Labeler - matilde Gémez Lépez (951577135)

Registrant - Matilde Gémez Lopez (951577135)

Establishment
Name Address ID/FEI Business Operations
Matilde Gomez manufacture(78084-001, 78084-002) , pack(78084-001, 78084-002) , label(78084-001,
. 951577135
Lopez 78084-002)

Revised: 7/2020 Matilde Gémez Lépez
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