ADVANCED HAND SANITIZER- alcohol gel
SHENZHEN HYDROXY TECHNOLOGY CO.,LTD

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.

Advanced Hand Sanitizer

Advanced Hand Sanitizer

Active Ingredient(s)
Alcohol 75% 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



Carbomer
Deionized water
Glycerin

PCMX
Triethanolamine
Fragrance
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Drug Facts:

Active Ingredients: Purpose:
Ethyl Alcohol 75% (viv) Antimicrobial
Uses:

Hand Sanitizer that uses Ethyl Alcohol as the main active ingredient, has hand sanitization effect, and can eliminate up to 99% of
common badteria

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

Do not use:
To children less than 2 months of age; On open wounds; If allergic to alcohol and
chlorhexidine

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 doclor if ifritation or rash occurs. These may be signs of a serious condition. Keep out of reach of chidren. If
swallowed, get medical help or contact a Poison Contral Center right away

Directions:

$Squeeze 3ml hand sanitizer onlo your hands then rub hands lo make the liquid cover the enlire surface of your hands for 1
minute

Other Information:

Product validity: 2 years; check the bolle for production date. keep it in coal, dry and ventilaled place

Inactive

PPCMX, Glycerin, Carbomer, Triethanolamine, Delonized water, Fragrance

Manufacturer:

Shenzhen Hydroxy Technology Co. Ltd
Floor 2-3, Building 2, No. 1 Industrial Park, Hebei Industrial Zone, Hualian Community, Longhua Street, Longhua District,
Shenzhen, Guangdong, China

Postcode: 518109 Tek +86 21047606 [2020]-02-9354
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Drug Facks:

‘Acive Ingredisnis: Purposs:

Ethyl Akcohal 75% (viv) Antimicrobial

Usss:

Hand Sanitizer thal uses Ethyl Aloohal as the main has hand ‘and can eliminale up b 9%
of common bacteria

Wornings:
For extornal use only. Flammatle. Keop away from heat of flame

Do not use:
To children less than 2 months of age; On open wounds; If allergic to alcohdl and
chiothexdine

When using tis product keep oul of eyes, ears, and mouth. In case of contacl with eyes, rinse eyes horoughly with water.
Stop use and ask a doclor i imitation of rash occurs. These may be signs of a serious condiion. Keep out of reach of children.
¥ swallowed, gat medical help or contact a Poison Contral Center right away

Directions:

Squeeze 3ml hand sanitizer onlo your hands then rub hands o make the kquid cover he enfre surface of your hands for 1
minule

Other informasion:

Produd validity. 2 years; ched: the botle for production date. keep itin codl dry and venilialed place

Inactve ingredients:

PCMX, Glycerin, Carbomer, Triethanolamine, Deionized waler, Fragrance

Manwtacturer:

Shenzhen Hydroxy Technalogy Co.,Lid

Floor 2-3, Buikding 2. No. 1 ndustrial Park, Hebai Industrial Zone, Huslian Community. Longhua Steel, Longhua District,
Shenzhen, Guangdong, China

Posicode: 518109 Tel +86 21047608 [2020]-02 9354
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Antibacterial refreshing Gel

Environmental Friendly

* Please read the instruction
before use

Drug Facts:

Active Purpose:
Ethyl Alcohol 75% (v/v) Antimicrobial

Uses:
Hand Sanitizer that uses Ethyl Alcohol as the main active
ingredient, has hand sanitization effect, and can eliminate

up to 99% of common bacteria

iFor extemal use only. Flammable. Keep away from heat or
ame

Do not use:
To children less than 2 months of age; On open wounds; If
allergic to alcohol and chlorhexidine

ears, and mouth. In

When using this product keep out of eg:s.
case of contact with eyes, rinse eyes thoroughly with water. Stop
use and ask a doctor if irritation or rash occurs. These may be

igns of a serious condiion. Keep out of reach of children. I

signs
swallowed, get medical help or contact a Poison Control Center
right away

Directions:
Squeeze 3ml hand sanitizer onto your hands then rub hands to
make the liquid cover the entire surface of your hands for 1 minute

Other Information:
Product validity: 2 years; check the bottle for production date. keep it
in cool, dry and ventilated place

Inactive Ingredients:
PCMX, Glycerin, Carbomer, Triethanolamine, Deionized water,
Fragrance

Manufacturer:
Shenzhen Hydroxy Technology Co..Ltd
Floor 2-3, Building 2, No. 1 Industrial Park, Hebei Industrial

Zone, Hualian Community, Longhua Street, Longhua District,

Shenzhen, Gua , China
Postcode: 518‘{%“?&[' +86 21047606
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Drug Facts:

Active
Ethyl Alcohol 75% (viv)

Purpose:
Antimicrobial

Uses:

Hand Sanitizer that uses Ethyl Alcohol as the main
active ingredient, has hand sanitization effect, and
can eliminate up to 99% of common bacteria

Directions:

Squeeze 3ml hand sanitizer onto your hands then
rub hands to make the liquid cover the entire
surface of your hands for 1 minute

Product validity: 2 years; check the bottle for
production date. keep it in cool, dry and ventilated
place

Inactive

PCMX, Glycerin, Carbomer, Triethanolamine,
Deionized water, Fragrance

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

Hand
Sanitizer

China
ANTIBACTERIAL When using this product keep out of eyes, ears, Postcode: 518109  Tel: +86 21047606

Manufacturer:

Shenzhen Hydroxy Technology Co.,Ltd

Floor 2-3, Building 2, No. 1 Industrial Park, Hebei
Industrial Zone, Hualian Community, Longhua
Street, Longhua District, Shenzhen, Guangdong,

Do not use:
To children less than 2 months of age; On open
wounds; If allergic to alcohol and chlorhexidine

3 and mouth. In case of contact with eyes, rinse NDC 00000000000000000
Reﬁ.esmng Gel 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 ¥ (Y
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Drug Facts:
™
- Active Ingredients: 3
‘i‘. Ethyl Alcohol 75% (viv) Anttimicrobial
%4
HYDR®XY KEY Uses: g g -
OSAKA Hand Sanitizer that uses Ethyl Alcohol as the main active ingredient, has hand sanitization

effect, and can eliminate up to 99% of common bacteria

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

ADVANCED

s . t.
Other Information:
Product validity: 2 years; check the bottle for production date. keep it in cool, dry and

ANTIBACTERIAL iaciv reonts:

PCMX, Glycerin, Carbomer, Triethanolamine, Deionized water, Fragrance
Refreshing Gel

Kills 99.99% of Germs N

Do not use:
To children less than 2 months of age; On open wounds; If allergic to alcohol and
chlorhexidine

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

Directions:

Squeeze 3ml hand sanitizer onto your hands then rub hands to make the liquid cover the
entire surface of your hands for 1 minute

Manufacturer:

Shenzhen Hydroxy Technology Co. Ltd
Floor 2-3, Building 2, Mo. 1 Industrial Park, Hebei Industrial Zone, Hualian Community,
Longhua Street, Longhua District, Shenzhen, Guangdong, China

Postcode: 518109  Tel: +86 21047606
NOC 00000000000000000
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Drug Facts:

Active Ingredients: Purpose:
Ethyl Alcohol 75% (viv) Antimicrobial
Uses:

Hand Sanitizer that uses Ethyl Akcohol as the main
active ingredient, has hand sanitization effect, and can
eliminate up to 99% of common bacleria

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

Do not use:
To children less than 2 months of age; On open
wounds; If alergic to alcohol and chlorhexidine

Directions:

Squeeze 3ml hand sanitizer onlo your hands then rub
hands to make the liquid cover the entire surface of
your hands for 1 minute

Other Information:

Product validity: 2 years; check the bottle for production
dale. keep it in cool, dry and ventilated place

Inactive Ingredients:
PCMX, Glycerin, Carbomer, Triethanolamine, Deionized
waler, Fragrance

Manufacturer:

Shenzhen Hydroxy Technology Co. Lid

Floor 2-3, Building 2, No. 1 Industrial Park, Hebei
Industrial Zone, Hualian Community, Longhua Street,
Longhua District, Shenzhen, Guangdong, China
Postcode: 518109  Tel: +86 21047606
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Hand Sanitizer that uses Ethyl Alcohol as the main active
ingredient, has hand sanitization effect, and can eliminate up to
99% of common bacteria

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

Do not use:
To children less than 2 months of age; On open wounds; If
allergic to alcohol and chlorhexidine

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 iritation 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

ANTIBACTERIAL NDC 00000000000000000
. When using this product oul of eyes, ears, and
Reﬁ'esh]llg Gel mouth. hrgase ormlaxkewm eyes,rry;eeyes g
thoroughly with water. Slop use and ask a docior i
iritation or rash occurs. These may be signs of a o
serious condifion. Keep out of reach of children. If “’
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er away
™ Drug Facts: Directions:
\ Squeeze 3ml hand sanitizer onto your hands then rub hands
‘} Active Ingredients: Purpose: to make the liquid cover the entire surface of your hands for 1
HYDR®XY Kt Ethyl Alcohol 75% (wiv) Antimicrobial minute
OSAKA Other Information:
Uses: Product validity: 2 years; check the bottle for production date.

keepitin cool, dry and ventilated place
Inactive

PCMX, Glycerin, Carbomer, Triethanolamine, Deionized water,
Fragrance

Manufacturer:

Shenzhen Hydroxy Technology Co. Ltd

Floor 2-3, Bulding 2, No. 1 Industrial Park, Hebei Industrial
Zone, Hualian Community, Longhua Street, Longhua District,
Shenzhen, Guangdong, China

Postcode: 518109  Tel: +86 21047606
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Drug Facts:

Purpose:
Antimicrobial

Hand Sanitizer that uses Ethyl Alcohol as the main active ingredient,

has hand sanitization effect, and can eliminate up to 99% of common

4‘k Active Ingredients:
a0 Ethyl Alcohol 75% (viv)
& Uses:
HYDR®XY KI
OSAKA

bacteria

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

Do not usa:

To chidren less than 2 months of age; On open wounds; If allergic to
alcohol and chiorhexidine

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

Squeeze 3ml hand sanitizer onto your hands then rub hands to make

Other Information:

the liquid cover the enfire surface of your hands for 1 minute

Product validity: 2 years; check the bottle for production date. keep itin

Fragrance

cool, dry and ventiated place

PCMX, Glycerin, Carbomer, Triethanolamine, Deionized water,

Shenzhen Hydroxy Technology Co. Ltd
Floor 2-3, Buiding 2, No. 1 Industrial Park, Hebei Industrial Zone,

Hualian Community, Longhua Street, Longhua District, Shenzhen,
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[Kills 699955

Uses:

Hand Sanitizer that uses Ethyl Alcohol as the main active
ingredient, has hand sanitization effect, and can eliminate up to
99% of common bacteria

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

Do not use:
To children less than 2 months of age; On open wounds; If
allergic to alcohol and chlorhexidine

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

Guangdong, China
Postcode: 518109  Tel: +86 21047606
B T[T T
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c‘a ™ ‘ Drug Facls: Directions:
- Squeeze 3ml hand sanitizer onto your hands then rub hands to
I ! Active Ingredients: make the liquid cover the entire surface of your hands for 1
HYDR®XY K Ethyl Alcohol 75% (viv) Antimicrobial minute
OSAKA ‘ Other Information:

Product validity: 2 years; check the bottle for production date.
keep itin cool, dry and ventilated place

Inactive Ingredients:

PCMX, Glycerin, Carbomer, Triethanolamine, Deionized water,
Fragrance

Manufacturer:

Shenzhen Hydroxy Technology Co.,Ltd

Floor 2-3, Building 2, No. 1 Industrial Park, Hebei Industrial
Zone, Hualian Community, Longhua Street, Longhua District,
Shenzhen, Guangdong, China

Postcode: 518109  Tel: +86 21047606
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alcohol gel

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

ADVANCED HAND SANITIZER

TOPICAL

Item Code (Source)

NDC:81477-101




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 75mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)

CARBOMER HOMO POLYMER, UNSPECIFIED TYPE (UNI: 0 ASMM30 7FC)
WATER (UNIL 059QF0KOOR)

TROLAMINE (UNII: 903K93S3TK)

CHLOROXYLENOL (UNI: 0F32U78V2Q)

FRAGRANCE CLEAN ORC0600327 (UNI: 329LCV5BTEF)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:81477-101-01 50 mL in 1 BOTTLE; Type 0: Not a Combination Product 02/01/2021

2 NDC:81477-101-02 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 02/01/2021

3 NDC:81477-101-03 100 mL in 1 BOTTLE; Type 0: Not a Combination Product 02/01/2021

4 NDC:81477-101-04 250 mL in 1 BOTTLE; Type 0: Not a Combination Product 02/01/2021

5 NDC:81477-101-05 300 mL in 1 BOTTLE; Type 0: Not a Combination Product 02/01/2021

6 ON?CB 1477-101- 500 mL in 1 BOTTLE; Type 0: Not a Combination Product 02/01/2021

7 NDC:81477-101-07 750 mL in 1 BOTTLE; Type 0: Not a Combination Product 02/01/2021
NDC:81477-101- 1000 mL in 1 BOTTLE; Type 0: Nota Combination

8 08 Product 02/01/2021

9 NDC:81477-101- 2000 mL in 1 BOTTLE; Type 0: Nota Combination SR
09 Product

10 NDC:81477-101-10 ISDSOOdOuEL in 1 BOTTLE; Type 0: Nota Combination 09012021

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 02/01/2021

Labeler - sHENZHEN HYDROXY TECHNOLOGY CO.LTD (552726183)

Establishment

Name Address ID/FEI Business Operations
SHENZHEN HYDROXY TECHNOLOGY CO.,LTD 552726183 manufacture(81477-101)

Revised: 2/2021 SHENZHEN HYDROXY TECHNOLOGY CO.,LTD
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