HAND SANITIZER GREEN- alcohol gel
HAND SANITIZER- alcohol gel

HAND SANITIZER BLUE- alcohol gel
Grupo Delveg, S.A. 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.

Gomina Hand Sanitizer

Active Ingredient(s)
Ethyl Alcohol 70% v/v. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

Hand Sanitizer to help to decrease bacteria on the skin that could cause disease. Recommended for
repeted use.

Warnings
For external use only: hands. Flammable. Keep away from fire or flame.

Keep out of eyes, in case of contact, flush thoroughly with water. Avoid contact with broken skin. Do
not inhale nor ingest.

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

Keep out of reach of childrenif swallowed, get medical help or contact a Poisson Control Center
immediately.

Directions
® Put enough product in hands to cover them, rub them together briskly until dry.
e Childrenunder 6 years old need adult supervision to use this product.

Other information
e Store ina cool, dry place at a temperature from 32°F to 95°F.

Inactive ingredients

carbomer, demineralized water, glycerin, Microcare® CB (benzyl alcohol and a mixture of
methylchloroisothiazolinone and methylisothiazolinone) and triethanolamine. May contain FD&C Blue
No. 1, FD&C Blue No. 2, FD&C Yellow No. 5 (tartrazine) and/or FD&C Yellow No. 6.

Questions? +52 444 823 5650

Label NDC 79008-001
1000 mL NDC: 79008-001-01



Manufactured by:

GRUPO DELVEG S.A. DEC.V.

Calle 6 de Junio No. 22,
Col. Wenceslao,

San Luis Potosi, S.L.P.,
Mexico, C.P. 78120

WWW.gomina.com.mx

Distributed by:

Native Medical Supply, LLC.

,‘Na/r've

Madical Supply

PRODUCT OF MEXICO

Expiration date and lot number
are printed on the container.

Ethyl Alcohol -Based

Gel Antiséptico para Manos

Drug Facts

Active ingredient Purpose
Ethyl Alcohel 70%. Antiseptic

Use e Hand sanitizer to help to decrease bacteria on the skin
that could cause disease. ® Recommended for repeted uze.

Warnings
For external use only: hands.

Flammable. Keep away from fire or flame.

When using this product ¢ Keep out of eyes, in case of
contact, flush thoroughly with water. ® Avoid contact with
broken skin. ® Da not inhale nor ingest.

Stop use and ask a doctor if e irritation or rash appears
and lasts

Keep out of reach of children. if swallowed, get medical
help or contact a Poisson Control Center immediately.

ITIZER GEL
ANTISEPTIC

Directions e put enough product in hands to cover them,
rub them together briskly until dry. ® Children under 6 years old
need adult supervision to use this product.

Other information e store in a cool, dry place at a
temperature from 32°F to 95°F.

Inactive ingredients carbomer, demineralized water,
glycerin, Microcare'CB (benzyl alcohol and & mixture of
methylchloroisothiazolinene and methylisothiazolinone) and
triethanolamine. May contain FDEC Blue No. 1, FD&C Blue No.
2, FD&C Yellow No_ 5 (tartrazine) and/or FD&C Yellow No. &

Questions? +52 444 823 5650

77501812 " 200013

33.81fl oz (1)

Label NDC:79008-001-02
220 mL NDC: 79008-001-02

Manufactured by:
GRUPO DELVEGS.A. DEC.V.
Calle 6 de Junio No. 22,

Col. Wenceslao,

San Luis Potosi, S.L.P.,
Mexico, C.P. 78120
WWW.gomina.com.mx

Distributed by:
Native Medical Supply, LLC.

"Naﬁve

Medical Supply
#StaySafe
PRODUCT OF MEXICO

Expiration date and lot number
are printed on the container.

77501812 " 200044

HAND SANITIZER GEL

ANTISEPTIC
Ethyl Alcohol -Based

Gel Antiséptico para Manos

7.44 fl oz (220 ml)

Label NDC 79008-001-03

1000 mL. NDC: 79008-001-03

Bottle w/dispenser

Drug Facts
Active ingredient Purpose
Ethyl Alcohol 70%. Antiseptic

Use » Hand Sanitizer to help to decrease bacteria on the skin that could
cause disease. ® Recommended for repeted use.

Warnings
For external use only: hands.

Flammable. Keep away from fire or flame.

When using this product e Keep out of eyes, in case of contact, flush
thoroughly with water. # Avoid contact with broken skin. ® Do not inhale
nor ingest.

Stop use and ask a doctor if # irritation or rash appears and lasts.

Keep out of reach of children « if sualiowed, get medicsl help o
contact a Poisson Control Center immediately.

Directions e Put enough product in hands to cover them, rub them
together briskly until dry. # Children under & years old need adult supervision
to use this product.

Other information e Store in 2 cool, dry place at a temperature from
32°F to 95°F

Inactive ingredients carbomer, demineralized water, glycerin,
Wicrocare'CB (benzyl alcohol and a mixture of methylchloroisothiazolinone
and methylisothiazolinane) and triethanolamine. May contain FD&C Blue No.
1, FD&C Blue No. 2, FD&C Yellow No. 5 [tartrazine) and/or FDEC Yellow No. 6.

Questions? +52 444 823 5650




Drug Facts

Manufactured by:
GRUPO DELVEG S.A. DE C.V.
Calle 6 de Junio No. 22,

Col. Wenceslao,

San Luis Potosi, S.L.P.,
Mexico, C.P. 78120
WWW.gomina.com.mx

Active ingredient Purpose
Ethyl Alcohal 70%. Antiseptic

Use e Hand Sanitizer to help to decrease bacteria on the skin
that could cause diseass. ® Recommended for repeted use.

Warnings
For external use only: hands.

Flammable. Keep away from fire or flame.

When using this product e Keep out of eyes, in case of
contact, flush thoroughly with water. ® Awvoid contact with
broken skin. ® Do not inhale nor ingest.

Distributed by:
Native Medical Supply, LLC.

"Naﬁve

Mediical Supply

Stop use and ask a doctor if e irritation or rash appears
and lasts.

Keep out of reach of children. If swallowed, get medical
help or contact a Poisson Control Center immediately

Directions e ?ut enough product in hands to cover them,
A N TI s E PTI c rub them together briskly until dry. @ Children under 6 years old

need adult supervision to use this product.

Evgleation date and kntnumbes Ethyl AlCOhOI -Based Other informat:'on ® Store in & cool, dry place at a

are printed on the container.

PRODUCT OF MEXICO

temperature from 32°F to 95°F.

With Dispenser Gel Antiséptico para Manos Inactive ingredients carbomer, demineralized wiater,

glycerin, Microcare’CB (benzyl alcohol and & mixture of
methylchloroisothiazolinone and methylisothiazolinone) and
triethanolamine. May contain FD&C Blue No. 1, FD&C Blue No
2, FD&C Yellow No. 5 (tartrazine) and/or FD&C Yellow No. 6.

Questions? +52 444 823 5650

7501812200112 33.81floz(11)

Label NDC 79008-002-01
1000 mL. NDC: 79008-002-01

Drug Facts

Active ingredient Purpose
Ethyl Alcohol 70%. Antiseptic

Manufactured by:
GRUPO DELVEG S.A. DE C.V.
Calle 6 de Junio No. 22,

Col. Wenceslao,

San Luis Potosi, S.L.P.,
Mexico, C.P. 78120
WWW.gomina.com.mx

Use » Hand sanitizer to help to decrease bacteria on the skin
that could cause disease. ® Recommended for repeted use.

Warnings
For external use only: hands.

Flammable. Keep away from fire or flame.

When using this product & keep out of eyes, in case of
contact, flush thoroughly with water. ® Avoid contact with
broken skin. ® Do not inhale nor ingest.

Distributed by:
Native Medical Supply, LLC.

,‘Naiive

Medical Supply

Stop use and ask a doctor if e irritation or rash appears
and lasts.

Keep out of reach of children. if swallowed, get medical
help or contact a Poisson Control Center immediately.

ITIZER GEL

PROD UCT OF MEXI co Directions e put enough product in hands to cover them,
rub them together briskly until dry. ® Children under & years old
A N TI S E PTI c need adult supervision to use this product.
Expiration date and lot number . . 3
N T S s Ethyl Alcohol _Based Other information e store in a cool, dry place at a

temperature from 32°F to 95°F.

Gel Antisé ptiCD para Manos Inactive ingredients carbomer, demineralized water,
glycerin, Microcare'CB (benzyl alcohol and & mixture of
methylchloroisothiazolinene and methylisothiazolinone) and
triethanolamine. May contain FDEC Blue No. 1, FDEC Blue No.
2, FD&C Yellow No. 5 (tartrazine) and/or FD&C Yellow No. 6.

77501812 " 200013

Questions? +52 444 823 5650

33.81fl oz (1 L)




Label NDC:79008-002-02
220 mL NDC: 79008-002-02

Manufactured by:
GRUPO DELVEGS.A. DEC.V.
Calle 6 de Junio No. 22,

Col. Wenceslao,

San Luis Potosi, S.L.P.,
Mexico, C.P. 78120
WWW.gomina.com.mx

Distributed by:
Native Medical Supply, LLC.

’?Naﬁ've

#StaySafe
PRODUCT OF MEXICO

Expiration date and lot number
are printed on the container.

77501812 " 200044

HAND SANITIZER GEL

Drug Facts

Active ingredient Purpose
Ethyl Alcohol 70%. Antiseptic

Use » Hand Sanitizer to help to decrease bacteria on the skin that could
cause disease. ® Recommended for repeted use.

Warnings
For external use only: hands.

Flammable. Keep away from fire or flame.

When using this product e Keep out of eyes, in case of contact, flush
thoroughly with water. ® Avoid contact with broken skin. ® Do not inhale
nor ingest.

Stop use and ask a doctor if # irritation or rash appears and lasts.

Keep out of reach of children « if sualiowed, get medicsl help or
contact a Poisson Control Center immediately.

Directions e Put enough product in hands to cover them, rub them

ANTISE PTI C together briskly until dry. ® Children under 6 years old need adult supervision

Ethyl Alcohol -Based e e product

Other information e Store in 2 cool, dry place at a temperature from
32°F to 95°F

Gel Antiséptico para Manos

Inactive ingredients carbomer, demineralized water, glycerin,
Wicrocare'CB (benzyl alcohol and a mixture of methylchloroisothiazolinone
and methylisothiazolinane) and triethanolamine. May contain FD&C Blue No.
1, FD&C Blue No. 2, FD&C Yellow No. 5 [tartrazine) and/or FDEC Yellow No. 6.

7.44 fl oz (220 ml)

Questions? +52 444 823 5650

Label NDC 79008-002-03
1000 mL. NDC: 79008-002-03

Bottle w/dispenser

Manufactured by:
GRUPO DELVEG S.A. DE C.V.
Calle 6 de Junio No. 22,

Col. Wenceslao,

San Luis Potosi, S.L.P.,
Mexico, C.P. 78120
WWW.gomina.com.mx

Distributed by:
Native Medical Supply, LLC.

,‘Naiivg

Medical

oy

PRODUCT OF MEXICO

Expiration date and lot number
are printed on the container.

With Dispenser

77501812 " 200112

Drug Facts

Active ingredient Purpose
Ethyl Alcohel 70%. Antiseptic

Use e Hand sanitizer to help to decrease bacteria on the skin
that could cause disease. ® Recommended for repeted use.

Warnings
For external use only: hands.

Flammable. Keep away from fire or flame.

When using this product ¢ Keep out of eyes, in case of
contact, flush theroughly with water. ® Avoid contact with
broken skin. ® Do not inhale nor ingest.

Stop use and ask a doctor if # irritation or rash appears
and lasts

Keep out of reach of children. If swallowed, get medical
help or contact a Poisson Control Center immediately.

ITIZER GEL

ANTISEPTIC
Ethyl Alcohol -Based

Gel Antiséptico para Manos

Directions e put enough product in hands to cover them,
rub them together briskly until dry. ® Children under 6 years old
need adult supervision to use this product.

Other information e« store in a cool, dry place at a
temperature from 32°F to 95°F.

Inactive ingredients carbomer, demineralized water,
glycerin, Microcare’CB (benzyl alcohol and & mixture of
methylchloroisothiazolinone and methylisothiazolinone) and
triethanolamine. May contain FDEC Blue No. 1, FDEC Blue No
2, FD&C Yellow No. 5 (tartrazine) and/or FD&C Yellow No. 6.

Questions? +52 444 823 5650

33.81fl oz (1 L)

Label NDC 79008-003-01

1000 mL NDC: 79008-003-01




Manufactured by:
GRUPO DELVEG S.A. DE C.V.
Calle 6 de Junio No. 22,

Col. Wenceslao,

San Luis Potosi, S.L.P.,
Mexico, C.P. 78120
WWW.gomina.com.mx

Distributed by:
Native Medical Supply, LLC.

PRODUCT OF MEXICO

Expiration date and lot number
are printed on the container.

77501812 " 200013

Ethyl Alcohol -Based

Gel Antiséptico para Manos

Drug Facts

Active ingredient Purpose
Ethyl Alcohel 70%. Antiseptic

Use e Hand Sanitizer to help to decrease bacteria on the skin
that could cause disease. ® Recommended for repeted use.

ITIZER GEL

Warnings
For external use only: hands.

Flammable. Keep away from fire or flame.

When using this product ® Keep out of eyes, in case of
contact, flush thoroughly with water. ® Avoid contact with
broken skin. ® Do not inhale nor ingest.

Stop use and ask a doctor if e irritation or rash appears
and lasts.

Keep out of reach of children. if swallowed, zet medical
help or contact a Poisson Control Center immediately

ANTISEPTIC

Directions e put enough product in hands to cover them,
rub them together briskly until dry. ® Children under & years old
need adult supervision to use this product.

Other information ® Store in & cool, dry place at a
temperature from 32°F to 95°F.

Inactive ingredients carbomer, demineralized water,
glycerin, Microcare'CB (benzyl alcohol and & mixture of
methylchloroizothiazolinone and methylisothiazolinone) and
triethanolamine. May contain FDEC Blue No. 1, FDEC Blue No.
2, FD&C Yellow Mo. 5 (tartrazine) and/or FD&C Yellow No. 6.

33.81fl oz (1 L)

Label NDC:79008-003-02
220 mL NDC: 79008-003-02

Manufactured by:
GRUPO DELVEG S.A. DE C.V.
Calle 6 de Junio No. 22,

Col. Wenceslao,

San Luis Potosi, S.L.P.,
Mexico, C.P. 78120
WWW.gomina.com.mx

Distributed by:
Native Medical Supply, LLC.

,‘Naﬁve

Medical Supply

Questions?+52 444 823 5650

HAND SANITIZER GEL

Drug Facts
Active ingredient Purpose
Ethyl Alcohol 70%. Antiseptic

Use s Hand sanitizer to help to decrease bacteria on the skin that could
cause disease. ® Recommended for repeted use.

Warnings
For external use only: hands.

Flammable. Keep away from fire or flame.

When using this product & Keep out of eyes, in case of contact, flush
thoroughly with water. ® Avoid contact with broken skin. ® Do not inhale
nor ingest.

Stop use and ask a doctor if e irritstion or rash sppears and lasts.

Keep out of reach of children « if sualiowed, get medicsl help or
contact a Poisson Control Center immediately.

#StaySafe
PRODUCT OF MEXICO

Expiration date and lot number
are printed on the container.

77501812 " 200044

Gel Antiséptico para Manos

ANTISEPTIC
Ethyl Alcohol -Based

7.44 fl oz (220 ml)

Label NDC 79008-003-03
1000 mL. NDC: 79008-003-03

Bottle w/dispenser

Directions e Put enough product in hands to cover them, rub them
together briskly until dry. ® Children under 6 years old need adult supervision
to use this product.

Other information e Store ina cool, dry place at 3 temperature from
32°F to 95°F.

Inactive ingredients carbomer, demineralized water, glycerin,
WMicrocare'CB (benzyl alcohol and a mixture of methylchloroisothiazolinane
and methylisethiazolinene) and triethanolamine. May contain FD&C Blue No.
1, FD&C Blue No. 2, FD&C Yellow No. 5 [tartrazine) and/or FDEC Yellow No. 6.

Questions?+52 444 823 5650




Manufactured by:
GRUPO DELVEG S.A. DE C.V.
Calle 6 de Junio No. 22,

Col. Wenceslao,

San Luis Potosi, S.L.P.,
Mexico, C.P. 78120
WWW.gomina.com.mx

Distributed by:
Native Medical Supply, LLC.

A% Native

PRODUCT OF MEXICO

Expiration date and lot number
are printed on the container.
With Dispenser

77501812 " 200112

Drug Facts

Active ingredient
Ethyl Alcohal 70%.

Purpose
Antiseptic

Use e Hand Sanitizer to help to decrease bacteria on the skin
that could cause diseass. ® Recommended for repeted use.

ITIZER GEL

Warnings
For external use only: hands.

Flammable. Keep away from fire or flame.

When using this product e Keep out of eyes, in case of
contact, flush thoroughly with water. ® Awvoid contact with
broken skin. ® Do not inhale nor ingest.

Stop use and ask a doctor if e irritation or rash appears
and lasts.

Keep out of reach of children. If swallowed, get medical
help or contact a Poisson Control Center immediately

ANTISEPTIC

Directions e ?ut enough product in hands to cover them,
rub them together briskly until dry. @ Children under 6 years old
need adult supervision to use this product.

Ethyl Alcohol -Based

Other r'nformation ® Store in & cool, dry place at a
temperature from 32°F to 95°F.

Gel Antiséptico para Manos

Inactive ingredients carbomer, demineralized water,
glycerin, Microcare’CB (benzyl alcohol and & mixture of
methylchloroisothiazolinone and methylisothiazolinone) and
triethanolamine. May contain FD&C Blue No. 1, FD&C Blue No
2, FD&C Yellow No. 5 (tartrazine) and/or FD&C Yellow No. 6.

floz (1

HAND SANITIZER GREEN

alcohol gel

Product Information
Product Type

Route of Administration

Active Ingredient/Active Moiety

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

Inactive Ingredients

FD&C BLUE NO. 2 (UNI: LO6K8R7DQK)
FD&C YELLOW NO. 5 (UNIL: I753WB2F1M)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
GLYCERIN (UNII: PDC6A3C00X)

WATER (UNIL: 059QF0KOOR)
TROLAMINE (UNIL: 903K93S3TK)
CARBOMER 940 (UNIL: 4Q93RCW27E)
BENZYL ALCOHOL (UNIl: LKG8494WBH)

HUMAN OTC DRUG

TOPICAL

Ingredient Name

Item Code (Source)

Basis of Strength
ALCOHOL

Questions? +52 444 823 5650

NDC:79008-002

Strength
70 mL in 100 mL

Strength

METHYLCHLOROISOTHIAZO LINONE/METHYLISO THIAZO LINO NE MIXTURE (UNIL: 1509QS218W)




Product Characteristics

Color green Score
Shape Size
Flavor Imprint Code
Contains
Packaging
.. Marketing Start Marketing End
# Item Code Package Description g g
Date Date
1 g?c¢79008'002' 1000 mL in 1 BOTTLE; Type 0: Nota Combination Product 09/27/2020
2 gg)(::79008-002_ 220 mL in 1 BOTTLE; Type 0: Nota Combination Product 09/27/2020
3 1(;1;3079008—002— lla(r)(())(;)urcriL in 1 BOTTLE, DISPENSING; Type 0: Nota Combination 09/27/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 09/27/2020

HAND SANITIZER
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:79008-001

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIE: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)

WATER (UNII: 059QF0KOOR)

TROLAMINE (UNI: 903K93S3TK)

CARBOMER 940 (UNIL: 4Q93RCW27E)

BENZYL ALCOHOL (UNIl: LKG8494WBH)

METHYLCHLOROISOTHIAZOLINONE/METHYLISO THIAZOLINONE MIXTURE (UNII: 1509QS218W)



Packaging

# Item Code Package Description RLERER R WAL L

Date Date
1 IJ?C:79008_001_ 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020
2 1;?079008‘001‘ 220 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020
3 gI?]?C:79008-001- ;?gc(l]ugltL in 1 BOTTLE, DISPENSING; Type 0: Nota Combination 09/27/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 03/30/2020

HAND SANITIZER BLUE
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:79008-003

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

FD&C BLUE NO. 2 (UNI: L06K8R7DQK)
FD&C YELLOW NO. 5 (UNIL: I[753WB2F1M)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

GLYCERIN (UNI: PDC6A3C00X)

WATER (UNIE: 059 QFOKOOR)

TROLAMINE (UNI: 903K93S3TK)

CARBOMER 940 (UNI: 4Q93RCW27E)

BENZYL ALCOHOL (UNI: LKG8494WBH)

METHYL CHLOROISO THIAZ O LINO NE/METHYLISO THIAZ O LINO NE MIXTURE (UNI: 1509QS218 W)

Product Characteristics

Color blue Score
Shape Size
Flavor Imprint Code

Contains



Packaging
Marketing Start  Marketing End

# Item Code Package Description
8 p Date Date
1 18”13(3:79008'003‘ 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 09/27/2020
2 181?079008'003' 220 mL in 1 BOTTLE; Type 0: Not a Combination Product 09/27/2020
3 0N;)C:79008-003- é(r)(?(?UEL in 1 BOTTLE, DISPENSING; Type 0: Nota Combination 09/27/2020

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 09/27/2020

Labeler - Grupo Delveg, S.A. de C.V. (816144521)

Registrant - Grupo Delveg, S.A. de C.V. (816144521)

Establishment

Name Address ID/FEI Business Operations
Grupo Delveg, 816144521 manufacture(79008-001, 79008-002, 79008-003) , pack(79008-001, 79008-002, 79008-
S.A.de C.V. 003), label(79008-001, 79008-002, 79008-003)

Revised: 10/2020 Grupo Delveg, S.A.de C.V.
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