HAND SANITIZER- alcohol gel
Naturelab, S. de R.L de C.V.

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 80% v/v. Purpose: Antiseptic

Benzalkonium chloride 0.13% w/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
e inchildrenless than 2 months of age
® 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
e 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)
® Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

Purified Water USP, Propylene Glycol, Glycerin, Chlorine Dioxide.



Package Label - Principal Dis play Panel
500 mL NDC: 77877-003-01
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C21 H3s NCI*

Hand Spray Sanitizer, Non-sterile
Solution

ALcoHoL ANTISEPTIC 80%
TOPICAL SOLUTION
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16.9 FL OZ | +aGlycerin
(500 ML) | Hand Rub

‘ . PANTONE Process Cyan C



Drug Facts

Active Ingredient [s] Purpose

Etivyl akconhol 80%: viv
Benzalonium chlonde 013% .. ... ... ... ... ... Anfisepic

Use[s
Hand l';aﬁl'rt'Er 1o help reduce backenia that potenfially can cause disease. For use
when soap andwater are not avallable.

Warnings

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

Do not use

o In children less than 2 months of age

n On Open SKin wounds

When using this product keep out of eyes, ears, and mouth. In case of confact
with eyes, rinse throughly with water

Stop use and ask a doctor 1 imiahon or (ash OCCUTS. THese may DE signs
of & serious condiion.

Keep out of reach of children If swallowed, get medical help or contact a Poison
Control Genter right amway.

Directions

» Place enough product on hands o cover all sufaces. Rub hands fogether until dry.
» Supenise chikdren under 6 years of age when using fhis product o avod swalowing.

Other information

n Store between 15-30°C (59-86°F)
» Avoid freezing and excessive heat above 40°C (104°F)

Inactive ingredients: Purfied Water USP, Propyiene Glycal, Giycenn,
CERRO DEL AIRE #46 COL. ROMERD DE TERRERDS,

Chioning Diowck.
ALCALDIA COYOACAN CP.05310 COMX. MADE IN MEXICO | |I ‘ ‘ |‘ ‘

MAMUFACTIURED BY MATURELAB 5. DER.LL. DEC.Y. ‘
www.defend-x1.com 50301660899

‘ . PANTONE Process Cyan C

250 mL NDC: 77877-003-02



C21 H3s NCI°

Hand Spray Sanitizer, Non-sterile
Solution

ALcoHoL ANTISEPTIC 80%
TOPICAL SOLUTION
GLOBAL TECHNOLOGY"®

8.5 FL OZ + Glycerin
(250 ML) | Hand Rub

‘ . PANTONE Process Cyan C



Drug Facts

Actlve Ingredient [5]

Ethyd alcohal 80F vl
Berza kiorium chicride 0.13%

Use 5]
Hand zaniizer to help mduce bacteria tet poterdally can cause dassse. For uza
when aoap and water & not availsbls.

Warnings
For extemnal uss only Flammable. Keep away from heator flame.

Donat
L] hmidvanlase.'}‘ME mariha of &g

W {On open 2hin wound:

When using this product kesp ouf of eyes, ewe, and MOUN. N ta2s of comad
with eye 2 rines through by with waner

Stop uss and ask & doctor if mtsdon or rash ocoure. Theas may bs signz of a
aanious condiion.

Keap out of reach of children B awallowed, get medical halp or contad a Paizon
Corirol Genter ight aw ey

Directlons
8Place enough product on hands to cover &l autaces. Rub hands together unid dry

W Superviachidrenunder § years of ags whenuzing thiz productio awidawal owing.

Other Infarmation
0 Store between 15-30°C (59-36°7)
 Ayoid freazing and excsasive haat sbove 4090 (104 °F)

Inactve ingreclents: Purfisd Watsr USP. Propylens Glycol, Glyosdn,
CERR0 [EL MEE 54 COL. ROMERD DE TERRER 08,

Chlorine Diceida
ALCALDIA COVOACAN CP 04310 COME MADE [N MERCD |I ||| |I |I |

w.defend-x1.com 7 603014 mﬁgrsJ

| . PANTOMNE Process Cyan C

MANUFACTURED BY MATURELAB S DERL.DECN

10 mL NDC: 77877-003-03

03018 04798

JNUNRmmn

CH3 CH2 OH®

Hand Spray Sanitizer, Non-sterile Solution

aLcoHoL ANTISEPTIC 80% 0.3 FL 0Z (10 ML)




Drug Facts

Active fn%rediem [s]
Ethyl allcondl 8% wiv
Benzalkonium chioride 0.13% .

Ugrehf s] ;s :

Hand sanifizer 10 help reduce bactena that polentialy
can cause disease. For use when soap and waker are
not available.

Wamings

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

not use
-Dfﬁ dﬁ'lwren I35 than 2 manths of age
m 0N Open Skin wounds

When using this product keen out of eyes, ears, and
mouth. In case of contact with eyes, finse throughly with
watter.

Stop use and ask a doctor i inifafion or rash oCours.
These may De signs of & senious condrbon.

Drug Facts (continued)

Keep out of reach of children If swallowed, gt
medical help or contact & Poison Confrol Genter right
any.

Directions

Place enough product on hands 1 cover all sufaces.
Rub hands iogether until dry.

w Supervise children under 6 years of age when using this
product i avoid swallowing.

Other information
# Siore batween 15-30°C (50-86°

» Awid freezing and excessive heat above 40°G
(104 )
Inactive ingredients: Purfied Water USP,
Propyiene Giyool, Giyoerin, Ghiorine Cioide.
MANLF ACTURED BY NATURELAB 5. DE AL CE C'. CEFRODAL A 24 (1L,
RONERQCE TEERQS AL CALDIA COYQACAN C.P. 4310 COME MADEIN NEXCO
www.defend-x1.com

3785 mL NDC: 77877-003-04
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‘ . PANTONE Process Cyan C



Drug Facts

Active Ingredient [s] Purpose
Ethyl alcohol 80w ... ... .o L .. Antiseptic
Benzalkoniumchloride 013% .. .. ... ... .. Antiseptic
Use [s]

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

Warnings

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

Do not use

= |n children less than 2 months of age

= Onopen skin wounds

When using this product keep out of eyes, ears, and
rmtuth_ In case of contact with eyes, rinse throughly 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 chlldren If swallowed, get medical
help or contact a Poison Control Center right away.

Directions

= Place enough product on hands to cover all sufaces. Rub
hands together until drgf_

s Supervise children under 6 years of age when using this
product to avoid swallowing.

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

Inactive ingredients: Purified Water USP,
Propylene Glycol, Glycerin, Chiorine Dioxide.

MAMNUFACTURED BY: NATURELAB 5. DER.L.DE C.V.
CERRO DEL AIRE #46 COL. ROMERO DE TERRERODS,
ALCALDIA COYOACAN C.P. 04310 COMX. MADE INMEXICO

www.defend-x1.com 7'503018 047980

PANTONE Process Cyan C

1000 mL. NDC: 77877-003-05



C21 Hss NCI°

Hand Spray Sanitizer, Non-sterile
Solution

ALcoHoL ANTISEPTIC 80%
TOPICAL SOLUTION
GLOBAL TECHNOLOGY®

33.8FLOZ +Glycerin
(1QT1FLOZ) | HandRub
1L

ay

‘ . PANTONE Process Cyan C



MAMUFACTURED BY NATURELABS. DER.L DEC.V.
CERRO DEL AIRE #46& COL. ROMERD DE TERRERDS,
ALCALDIACOYOACAN CP. 04310 COMX. MADE [N MEXICO

Drug Facts

Active Ingredient [s] Purpose
Ethy! alcohol 80% viv Antiseptic
Benzalkonium chioride 0.13% Antiseptic

Use [s]
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 not use

= In children less than 2 months of age
= On open skin wounds

When using this product keep out of e':[ﬂes ears, and

mouth. In case of contact with eyes, rinse
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 chlldren If swallowed, get medical
help or contact a Poison Control Center right away.

hroughly with

Directions

® Place ennu%h product on hands to cover all sufaces. Rub
hands together until dry

m Supervise children under 6 years of age when using this
product to avoid swallowing.

Other information
n Store between 15-30°C (59-86 °F)

m Avoid freezing and excessive heat above 40°C (104 °F)
Inactive ingredients: Purified Water USP,
Propylene Glycol, Glycerin, Chlorine Dioxide.

w.defend-x1.com 503018 04798

. PANTONE Process Cyan C

HAND SANITIZER
alcohol gel



Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:77877-003

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
BENZALKONIUM CHLO RIDE (UNI: FSUM2KM3W?7) (BENZALKONIUM -
UNIL7N6JUD5X6Y)

ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 VOO0 M)

Inactive Ingredients

Ingredient Name
CHL O RINE DIO XIDE (UNIL: 806 1YMS4RM)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
GLYCERIN (UNIL: PDC6 A3C00X)
WATER (UNIL: 059 QFOKOOR)

Basis of Strength Strength
BENZALKONIUM 0.13 g
CHLORIDE in 100 mL

80 mL
ALCOHOL in 100 mL
Strength

0.2 mL in 100 mL
7 mL in 100 mL
0.6 mL in 100 mL

Packaging
# Item Code Package Description MR S W el [l
Date Date
1 NDC:77877-003- 500 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination 03/30/2020
01 Product
2 NDC:77877-003- 250 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination 03/30/2020
02 Product
3 NDC:77877-003- 10 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination 03/30/2020
03 Product
4 1;13077877-003- 3785 mL in 1 CONTAINER; Type 0: Not a Combination Product 03/30/2020
5 NDC:77877-003- 1660 mLin 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

05

Marketing Information

Marketing Category  Application Number or Monograph Citation

OTC monograph not final part333A

Labeler - Naturelab, S. de RLde C.V. (951577513)
Registrant - Naturelab, S. de RL. de C.V. (951577513)

Establishment
Name Address ID/FEI

Marketing Start Date Marketing End Date
03/30/2020

Business Operations



Naturelab, S. de R.L. de C.V. 951577513 manufacture(77877-003) , pack(77877-003) , label(77877-003)

Revised: 5/2020 Naturelab, S. de R.Lde C.V.
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