HAND SANITIZER- alcohol gel
GREEN ELV NUTRITION, 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.

Hand Sanitizer

Drug Facts

Active ingredients
Ethyl Alcohol 70% v/v

Purposes

Antimicrobial

Uses
® Help reduce bacteria, which could cause disease
¢ Recommended for repeated use

Warnings
Flammable. Keep away from fire or flame.

For External Use Only.

When using this product,

do not use in or near the eyes. In case of contact, rinse eyes thoroughly with water.

Stop use & ask a doctor if

if irritation or redness develops and persists.

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center immediately.

Directions
® Place enough product in your palmto thoroughly cover your hands
¢ Rub into hands until dry
e Childrenunder 6 years should be supervised when using this product

Other information
e Store below 86°F(30°C)

Inactive ingredients

Carbopol, Glycerin, Licorice Extract, Neem Extract, Propylene glicol, Triethanolamine, Water.



Question or comments?

+1(956) 612-8408

Package Labeling :250ml (Bag)
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8.45FL OZ (250 mL)

Drug Facts

Active ingredients Purposes
Ethyl Alcohol 70% viv................ Antimicrobial

Uses MHelp reduce bacteria which could
cause disease
Bl Recommended for repeated use

Warnings

Flammable. Keep away from fire or flame.

For External Use Only.

‘When using this product, do not use inor
near the eyes. In case of contact, rinse eyes

thoroughly with water.

Stop use & ask a doctor if irritation or
redness develops and persists.

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

Directions

M Place enough product in your palm to
thoroughly cover your hands

H Rub into hands until dry

Ml Children under 6 years should be
supervised when using this product

Other information
Ml Store below 86°F (30°C)

Inactive ingredients

Carbopol, Glycerin, Licorice Extract, Neem
Extract, Propylene glicol, Triethanolamine,
Water.

Question or comments?
+1 (956) 612-8408

Distributed by: GREEN ELV
NUTRITION LLC, 4306 S. Flores
ST., San Antonio, Texas 78214
United States. Made in Mexico.

7 503023 902731




Package Labeling :250ml(Bottle)

Directions (continued)

B Place enough product in
your palm to thoroughly
cover your hands

M Rub into hands until dry

H Children under 6 years
should be supervised
when using this product

Other information
Hl Store below 86°F (30°C)

Inactive ingredients
Carbopol, Glycerin, Licorice
Extract, Neem Extract,
Propylene glicol, Triethanol-
amine, Water.

Question or
comments?
+1 (956) 612-8408

Package Labeling :1L

Hand
Sanitizer

with Neem and
Licorice Extracts

Kills 99.99% Germs

Non-Sticky
Anti-Bacterial

8.45FL'OZ (250 mL)

Drug Facts

Active ingredients Purposes
Ethyl Alcohol 70% v/v... Antimicrobial

Uses MHelp reduce bacteria which
could cause disease
B Recommended for repeated use

Warnings

Flammable. Keep away from fire or
flame.

For External Use Only.

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

Stop use & ask a doctor if irritation
or redness develops and persists.
Keep out of reach of children.

If swallowed, get medical help or
contact a Poison Control Center
immediately.

7503023 902694



ELV
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Hand
Sanitizer

with Neem and
Licorice Extracts

Kills 99.99% Germs

Non-Sticky
Anti-Bacterial

33.8FLOZ(1L)

Package Labeling :30ml

Drug Facts

Active ingredients Purposes
Ethyl Alcohol 70% viv................ Antimicrobial

Uses MHelp reduce bacteria which could
cause disease
M Recommended for repeated use

Warnings

Flammable. Keep away from fire or flame.
For External Use Only.

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

Stop use & ask a doctor if irritation or
redness develops and persists.

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

Directions

M Place enough product in your palm to
thoroughly cover your hands

M Rub into hands until dry

M Children under 6 years should be
supervised when using this product

Other information
M Store below 86°F (30°C)

Inactive ingredients

Carbopol, Glycerin, Licorice Extract, Neem
Extract, Propylene glicol, Triethanolamine,
Water.

Question or comments?
+1 (956) 612-8408

Distributed by: GREEN ELV
NUTRITION LLC, 4306 S. Flores
ST., San Antonio, Texas 78214
United States. Made in Mexico.
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Package Labeling :500ml



Drug Facts

Active ingredients Purposes

Ethyl Alcohol 70% viv................ Antimicrobial

NUTRITION
Uses MHelp reduce bacteria which could

cause disease
B Recommended for repeated use

Warnings

Flammable. Keep away from fire or flame.
For External Use Only.

When using this product, do not use in or

near the eyes. In case of contact, rinse eyes
thoroughly with water.
a n Stop use & ask a doctor if irritation or
redness develops and persists,
o o Keep out of reach of children. If swallowed,
an, ,zer get medical help or contact a Poison Control
Center immediately.

, Directions
with Neem and M Place enough product in your palm to

thoroughly cover your hands

Licorice Extracts M Rub into hands until dry
H Children under 6 years should be

supervised when using this product

Kills 99.99% Germs Other information
Il Store below 86°F (30°C)

. Inactive ingredients
N0n'5t|Cky Carbopol, Glycerin, Licorice Extract, Neem
Extract, Propylene glicol, Triethanolamine,

Anti-Bacterial Water.

Question or commenis?
+1 (956) 612-8408
Distributed by: GREEN ELV
NUTRITION LLC, 4306 S. Flores

ST., San Antonio, Texas 78214
United States. Made in Mexico.

16.9 FL OZ (500 mL) LRIty

7 503023 902748

Package Labeling :60ml
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Directions (continued)

M Place enough product in
your palm to thoroughly
cover your hands

M Rub into hands until dry

H Children under 6 years
should be supervised
when using this product

Other information
M Store below 86°F (30°C)

Inactive ingredients
Carbopol, Glycerin, Licorice
Extract, Neem Extract,
Propylene glicol,
Triethanolamine, Water.

Ouest.'on or
comme
+1 (956) 612-8408

Distributed by: GREEN ELV
NUTRITION LLC, 4306 S. Flores
ST., San Antonio, Texas 78214
United States. Made in Mexico.

- [7||I LN R IJ|]

503023 90268

~

HAND SANITIZER
alcohol gel

Product Information

Product Type

Route of Administration TO

Active Ingredient/Active Moiety

HUMAN OTC DRUG

GREMN

nd
San?tlzer

with Neem and
Licorice Extracts

Kills 99.99% Germs

Non-Sticky
Anti-Bacterial,
Anti-Viral and

Anti-fungal

2FLOZ (60 ml)

PICAL

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

Inactive Ingredients

Ingredient Name

Drug Facts

Active ingredients Purposes
Ethyl Alcohol 70% v/v... Antimicrobial

Uses MHelp reduce bacteria,
viruses and fungi which could cause
disease

Il Recommended for repeated use

Warnings
Flammable. Keep away from fire or
flame.

For External Use Only.

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

Stop use & ask a doctor if irritation
or redness develops and persists.
Keep out of reach of children.

If swallowed, get medical help or
contact a Poison Control Center
immediately.

Item Code (Source)

NDC:78659-000

Basis of Strength
ALCOHOL

Strength

CARBO MER HOMO POLYMER, UNSPECIFIED TYPE (UNI: 0 ASMM30 7FC)

GLYCERIN (UNII: PDC6A3C00X)
LICORICE (UNIL: 61ZBX54883)

AZADIRACHTA INDICA FLOWER (UNII: 3TE8 A9 2UPM)

Strength
0.7 mL in 1 mL



PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
TROLAMINE (UNIL: 903K93S3TK)
WATER (UNIE: 059 QFOKOOR)

Packaging

#
1
2
3
4
5
6

Item Code
NDC:78659-000-01
NDC:78659-000-02
NDC:78659-000-03
NDC:78659-000-04
NDC:78659-000-05
NDC:78659-000-06

Package Description Marketing Start Date Marketing End Date
250 mL in 1 BAG; Type 0: Not a Combination Product 05/04/2020
250 mL in 1 BOTTLE; Type 0: Nota Combination Product 05/04/2020
1000 mL in 1 BAG; Type 0: Not a Combination Product 05/04/2020
30 mL in 1 BOTTLE; Type 0: Nota Combination Product 05/04/2020
500 mL in 1 BAG; Type 0: Nota Combination Product 05/04/2020
60 mL in 1 BOTTLE; Type 0: Not a Combination Product 05/04/2020

Marketing Information

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

OTC monograph not final part333E 05/04/2020

Labeler - GREENELV NUTRITION, S.A. DE C.V. (951578109)

Establishment

Name Address ID/FEI Business Operations

GREEN ELV NUTRITION, S.A. DE C.V. 951578109 manufacture(78659-000)

Revised: 6/2020

GREEN ELV NUTRITION, S.A. DE C.V.
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