HAND SANITIZER- alcohol gel
Jorge Martin Gomez Sanchez

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.

HAND SANITIZER

This is a hand sanitizer manufactured according to the Temporary Policy for Preparation of Certain
Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (CoViD-19); Guidance
for Industry.

The hand sanitizer is manufactured using only the following United States Pharmacopoeia (USP) grade
ingredients in the preparation of the product (percentage in final product formulation) consistent with
World Health Organization (WHO) recommendations:

a. Alcohol (ethanol) (USP or Food Chemical Codex (FCC) grade) (70%, volume/volume (v/v)) in an
aqueous solution denatured according to Alcohol and Tobacco Tax and Trade Bureau regulations in
27 CFR part 20.

Sterile distilled water
Isopropyl alcohol
Carbomer 940
Glycerin
Triethanolamine
Aloe vera Leaf
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The firm does not add other active or inactive ingredients. Different or additional ingredients may
impact the quality and potency of the product.

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

Water, isopropyl alcohol, carbomer 940, glycerin, triethanolamine, aloe vera leaf

Package Label - Principal Dis play Panel
33.8 fl 0z Hand sanitizer NDC 78471-001-01
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Drug Facts

Active Ingredients
Eyl AICORON .o 7%
Use

For handwashing o decrease bactaria on the skin
Recommended for repeated use

Warnings:

For axternal use only

Flammable keep away from fire o flame

In case of accidental ingestion, seek medical attention
or contact a poison control center immediately.

Directions:

Receive a small amount of ligquid into palm of hand
Rub hands together until dry

Rub thoroughly over all surfaces of both hands

Other information:
Store in a cool dry place balow 104° F

Inactive Ingredient:
Water, Isopropyl alcohol, Carbomer 940, Glycerin,
Triethanolamine, Aloe vera extract.

Elaborated ly:
Jorge Martin Gomez Sanchez
A'd.cSaFma cmli.EBbN&GEE-C 70%
P 37439 Lebn Gio. ALCOHOL

Infoi@franchelab. com.mx

Exp: April 2022
Lot:20042001GA

33.8 fl oz
1L

0" 7325357 91301

16.9 fl oz Hand sanitizer NDC 78471-001-02
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Drug Facts

Active Ingredients

Bl e T
Use

For handwashing to decrease baciena on the skin
Recommended for repeated ugs

Warnings:

For extemal use only

Flammable keep away from fire o lame

I case of actidental ngeston, aeak madecal atenson
OF COMBEL 8 poistn contrdl Canber immediately

Directions:

Receiye asmall amount of liguid into palm of hand
Rub hands iogather until doy
Rulb thoroughly over all surfaces of both hands

Other information:
Stone in & ool dry place balow 104" F

Inactive Ingredient:
Wabter, lsopropy alcohol, Carbomer 840, Glycedn,
Triethanolamine, Alos vera extract.

Elaborated by:
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8.4 fl oz Hand sanitizer NDC 78471-001-03
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Drug Facts I

Active Ingredients l
Ettwyl Adcobhal L E ¥ 3 Wby

Use
For handwashing fo decrease baciena an the skn
Recommended for repeated use
Warnings:
For exiernal use only

Flammabls keep away froem fine o flames

Iri cazs of accdenial mgesbon, sesk medecal afienbon
of contact a posscn control center immediately

Directiomns:
Rscsres 2 small amount of kguid inlo palm of kand

Ruty hands together untl dry
Rub thoroughly over al surfaces of both hands

Other information:
Store inia cool dry place below 104" F

Inactive Ingredient:
Water, lsopropyl alcohol, Cabomer ™0, Glycsrn,
Trigthanolamene, Aloe vera extract.

Elaborated by:
Jonge Martin Gomez Sanches
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4 f] oz Hand sanitizer NDC 78471-001-04
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Hand
Sanitizer Gel®

Use

Faor handwashing fo decrease baciena on the sion
Recommended for repeated use

Warnings:

For exiernal use anly

Flammahés keep away from fire o flams

I casze of accidental ingestion, sssk medcal afention
of contact a poson control center immediatety.

Dire ctinnes:
Rsceree a small amssunt of bguid inlo palm of hand

Ruiy hands together ursl dry
Rub thoroughly over all surfaces of both hands

Other information:
Shore i a cool dry place below 104 F

Inactive kngredient
Waler, Iscoropyl  alcohol, Carbomer 840, Glyosnn
Tristhanolamine, Aloe wera exirct

Elaborated by:
Jorge Martin Gomez Sancher
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1 Gallon Hand sanitizer NDC 78471-001-05
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Drug Facts

Active Ingredients
EthfiAlcohd ... . . . . . .. Ti&:
Use

For handwsashing to decrease bacteria on the skin
Recommended for repeated use

Wamings:

For extemnal use only

Flammable keep away from fire o flame

In case of accidantal ingeston, seek medical attanton
of Contact & posson comrol canter Immediataly.

Directions:
Recerve a small amount of liquid into palm of hand

Rub hands togethes until dry
Rub thoroughly ower all surfeces of both hands

Other information:
Store in & ool dry place below 104° F

Inactive Ingredient:
Water, lsopropyl alcohol, Carbomer B40, Glycerin,
Triethanolarmine, Aloe vera extract

Elaborated by:
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1.5 Gallon Hand sanitizer NDC 78471-001-06
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Drug Facts

Active Ingredients
Ethyl Alobel o 08
Use

For handwsashing bo decrease bacteria on the skin
Recommended for repested use

Wamings:

For external use only

Flammable keep away from fire o flarme

In case of accidental ingeston, sesk medscal atention
or contact 8 posson control center immediately.

Directions:
Recetve a small amount of liquid inte palm of hand

Rub hands together until dry
Rub thorouwghly over &l surfaces of both hands

Other information:
Store in & cood dry place below 104° F

Inactive Ingrediant
Watar, lopropyl abcohol, Carbomer 940, Glycenin,
Triethanolamine, Aloe vera exiract

Elaborated by:
Jorge Martin Gimez Sanchez
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5 Gallons Hand sanitizer NDC 78471-001-07
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Drug Facis

Active Ingredients

Efdfenhal oo i st G
Use

For handwashing 1o decrease bacteria on the skin
Recommended for repested wse

Warnings:

For external use only

Flammable keep away from fire o flame

In case of accidental ingestion, seek medical attenton
of ConBCt & polson control center immediately.

Directions:
Recaive a small amount of bgud into palm of hand

Rulbr hands together wniil dry
Ruly thonoughly over all surfaces of both hands

Other information:
Store In & cool dry place below 104° F

Inactive Ingredient
‘Water, lsopropyl alcohol. Carbomer 940, Glycerin,
Trethanolarmine, Aloe vera extract.

Elaborated by:
Jonge Martin Gomez Sanchez T0%

v, Santa Crocoe Ma, 115G ALCOHOL
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5 Gallons
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300.2 Gallon Hand sanitizer NDC 78471-001-08
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Drug Facts

Active Ingredients

EhylAleohol . oo T
Use

For handwashing io decrease bactera on the skin
_Recommended for repeated use

Warnings:

For external use only

Flammable keep away from fire o flame

In case of accidental ingestion, eeek medical attenton

of conact & polson control center immediately.

Directions:

Recelve a small amownt of bguid into paim of hand
Rulb hands together wnitil dry

Roub thonoughty over all surfaces of both hands

Other information:
Store In & cool dry place balow 104° F

Inactive Ingredient
Water, |sopropyl alcohol, Carbomer 040, Glycernin,
Triethanoiamine, Aloe vera exfract.

Elaborated by: e
Jorge Martin Gomez Sanchez T0%

Jy, Santa Crocoe Mo, 115-C ALGUHOL

G.P. 37438 Ladn Gad.
InfoiEfranchelab. com_mx

MADE IN MEXICO xp: April 2022
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300.2 Gallons
1000 L
0" ¥3z2535" 913059

HAND SANITIZER
alcohol gel

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

Basis of Strength
ALCOHOL

NDC:78471-001

Strength
70 mL in 100 mL




Ingredient Name

ALOE VERA LEAF (UNII: ZY8 178 3H0 X)

GLYCERIN (UNIl: PDC6A3C00X)

ISOPROPYL ALCOHOL (UNII: ND2M416302)

WATER (UNIL: 059QF0KOOR)

TRIETHANO LAMINE TRIS (DIHYDRO GEN PHO SPHATE) (UNIL: 36 YHT392ID)
CARBOMER 940 (UNII: 4Q93RCW27E)

Packaging

#

Item Code

NDC:78471-001-
01

NDC:78471-001-
02

NDC:78471-001-
03

NDC:78471-001-
04

NDC:78471-001-
05

NDC:78471-001-
06

NDC:78471-001-
07

NDC:78471-001-
08

Package Description

1000 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

500 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

250 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

120 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

3800 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

5000 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

19000 mL in 1 PAIL; Type 0: Nota Combination Product

1000000 mL in 1 DRUM; Type 0: Not a Combination Product

Marketing Information

Marketing Category

Application Number or Monograph Citation

OTC monograph not final part333A

Jorge Martin Gomez Sanchez

Revised: 6/2020

Labeler - jorge Martin Gomez Sanchez (951577703)

Establishment
Name Address ID/FEI

951577703

Marketing Start
Date

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

Marketing Start Date
03/30/2020

Strength

Marketing End

Date

Marketing End Date

Business Operations
manufacture(78471-001)

Jorge Martin Gomez Sanchez
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