HAND SANITIZER GEL - alcohol liquid
Guangzhou Jiuzhuang Cosmetics 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.

Hand Sanitizer Gel

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) (75%, volume/volume (v/v)) in an
aqueous solution denatured according to Alcohol and Tobacco Tax and Trade Bureau regulations in
27 CFR part 20.

b. WATER

c. ACRYLATES/C10-30 ALKYL ACRYLATE CROSSPOLYMER

d. AMINOMETHYL PROPANOL

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 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
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

WATER
ACRYLATES/C10-30 ALKYL ACRYLATE CROSSPOLYMER
AMINOMETHYL PROPANOL
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75% ALCOHOL

HAND SANITIZER GEL

RINSE-FREE HAND CLEANSER
KILLS 99.9% OF GERMS

MODEL: 500ml

MMDM®

Apply moderately to clean hands and rub together thoroughly

7 5 % A L C O H O L and until dry. No need to rinse. Do not apply ta broken skin.

Ingredients: 75% * 5% ethanelwater,acrylates/c10-20 alkyl acrylate crosspolymer, aminomethyl

H AN D S ANI TI ZER G’E L Eri?ep;rlflll's: Apply a small amount onta your palms, rub evenly onta hands until dry.

Caution:z2 For external use only.

= Flammable, keep away fram heat and flame.

< Do not use in the eyes. In case of contact, rinse thoroughly with water.

+ Mot to be taken orally,

+ Keep out of reach of children.

@ Avaid use if you are allergic to alcohal.
Satety Directions: In case of accidental ingestion contact a doctor o the Poisons Informatian
Centre, Discontinue use if skinirritation or redness develops. If skin or eye irritation persists,
consult a doctor,
Store in 2 coal, dry place

Guangzhou Jiuzhuang Cosmetics Ca., Ltd

RINSE_FREE HAND CLEANSER 75% Alcahal Hand Sanitizer Gel

MODELS00mI
EM 1276 :2019
KILLS 99.9% OF GERMS 2020-03
Building 4,Mo.1,Bangsheng Second Road Xinya
Street,Huadu District, Guangzhou City,
Guangdong Provinee, China
MODEL: 500ml MADE IN CHINA 6l9i08430930338




75% ALCOHOL
HAND
SANITIZER GEL

RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS

MMDM®

Apply moderately to clean hands and rub together thoroughly
and until dry. No need to rinse. Do not apply to broken skin.

Ingredients: 75% = 5% ethanol, water, acrylates/c10-30 alkyl acrylate

crosspolymer.aminomethyl propanol.
Directions: Apply a small amount onto your palms, rub evenly onto

75% ALCOHOL
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ITAINLY “ FIAMManie, Keep away TTOm Neat and Tiame.

< Do notuse in the eyes. In case of contact, rinse thoroughly with water.
= Mot to be taken orally.

SANITIZER GEL = Keep out of reach of children.
< Avoid use if you are allergic to alcohol.
Safety Directions: In case of accidental ingestion contact a doctor or
the Poisons Information Centre, Discontinue use if skin irritation or

redness develops. If skin or eye irritation persists, consult a doctor.
Store in a cool, dry place

Guangzhou Jiuzhuang Cosmetics Co., Ltd
75% Alcohol Hand Sanitizer Gel

MODEL:30m| c €
EN 1276 :2019
RINSE-FREE HAND CLEANSER 2020-03
Building 4,No.1,Bangsheng Second Road, Xinya
KILLS 99.9% OF GERMS Street,Huadu District,Guangzhou City,

Guangdong Province,China

MADE IN CHINA @mé
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75% ALCOHOL

HAND SANITIZER GEL

RINSE-FREE HAND CLEANSER
KILLS 99.9% OF GERMS

MODEL: 2000ml

75% ALCOHOL

HAND SANITIZER GEL

RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS

MODEL: 2000ml

MMDM®

Apply moderately to clean hands and rub together thoroughly
and until dry. No need to rinse. Do not apply to broken skin.

Ingredients: 75% + 5% ethanol,water acrylates/c10-30 alkyl acrylate crosspolymer,aminomethyl
propanol.
Directions: Apply a small amount onto your palms, rub evenly onto hands until dry.
Caution:+ For external use only.

< Flammable, keep away from heat and flame.

+ Do not use in the eyes. In case of contact, rinse thoroughly with water.

= Not to be taken orally.

= Keep out of reach of children.

= Avoid use if you are allergic to alcohol.
Safety Directions: In case of accidental ingestion contact a doctor or the Paisons Information
Centre. Discontinue use if skin irritation or redness develops. If skin or eye irritation persists,
consulta doctor.
Store in a cool, dry place

Guangzhou Jiuzhuang Cosmetics Co., Ltd
75% Alcohol Hand Sanitizer Gel

MODEL:2000ml c G
EN 1276 :2019
2020-03
Building 4,No.1,Bangsheng Second Road Xinya || || | |
Street,Huadu District, Guangzhou City,
8431930338

Guangdong Province,China @
sllgsn

MADE IN CHINA




75% ALCOHOL

HAND SANITIZER GEL

C

RINSE-FREE HAMND CLEANSER

KILLS 99.9% OF GERMS

75% ALCOHOL

HAND SANITIZER GEL

C

RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS

e

75% ALCOHOL

HAND SANITIZER GEL

RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS

MMDM®

Apply moderately to clean hands and rub together thoroughly
and until dry. Mo need to rinse. Do not apply to broken skin.

Ingredients: 75% + 5% ethanolwater acrylatesfe10- 30 alkyl acrylate crosspalyrar, aminormetiy]
ropanal.
gfmp:ll'un!: Apply @ small amount onto your palms, rub evenly ente hands until dry.
Cauthon:= For seternal use anly.
o Flammable, keep away from heat and flame,
@ Do next use in the eyes. In case of gontact, ringe thoroughly with water,
= hotto be taken arally.
o Keep out of reach of children,
= Awoid use if you are allergic to alcohol.
Safety Directions: [n case of accidental ingestion contact a dactor or the Paisans Infermation
Cenire, Discontinua usa if skin irritation or redness develops, If skin or eye irritation persists,
consult @ docter
Storein a cool, dry place

Guangzhou Jliuzhuang Casmetics Co, Ltd
T5% Alcohol Hand Sanitizer Gel

BACDEL250ml
EN 1276 2019
2020-03

Building £, Mno,1,Bangshang Second Road Xinga || ‘l I ]

Street,Huadu District Guangzhau City,
Guangdong Previnge Ching @
MADE IN CHIMNA GURPLOBLEIPE03S




75% ALCOHOL

HAND SANITIZER GEL

RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS

MODEL: 1000ml

75% ALCOHOL

HAND SANITIZER GEL

RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERE//

MODEL: 1000ml

MMDM®

Apply moderately to clean hands and rub together thoroughly
and until dry. No need to rinse. Do not apply to broken skin.

Ingredients: 75% + 5% ethanol,water,acrylates/c10-30 alkyl acrylate crosspolymer,aminomethyl
propancl.
Directions: Apply a small amount onto your palms, rub evenly onte hands until dry.
Caution:e For external use only.

+ Flammable, keep away from heat and flame.

< Do not use in the eyes. In case of contact, rinse thoroughly with water.

= Not to be taken orally,

« Keep out of reach of children.

< Avoid use if you are allergic to alcohol.
Safety Directions: In case of accidental ingestion contact a doctor or the Poisons Information
Centre. Discontinue use if skin irritation or redness develaps. If skin or eye irritation persists,
consult a doctor.
Store in a cool, dry place

Guangzhou Jiuzhuang Cosmetics Co., Ltd
75% Alcohol Hand Sanitizer Gel

MODEL:1000ml
EN 1276 :2019
2020-03

Building 4,No.1,Bangsheng Secand Road, Xinya || |‘

Street Huadu District, Guangzhou City,
Guangdong Province,China @
MADE IN CHINA 619408431930338
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75% ALCOHOL
HAND
SANITIZER GEL

RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS

MMDM®

Apply moderately to clean hands and rub together thoroughby
and until dry, Mo need to rinse, Do rat apply to broken skin.

Ingredients: 75% = 5% ethanol, water, acrylates/c10-30 alkyl acrylate
crosspolyraraminomsathyl proganal.

Directions: Apply a small ameunt onto your palims, rub evenly onta
bBands until dry,

Caution:

o Fiw external use only,

* Flammakbde, kesp away from heatand flame,

< Do not use in the eyes, [n case of contact, rinse thoroughly with water.
Mot to ba taken oralky,

= Keap out of reach of children

o ol use ifyou are allergic to alcokhel

Safety Directions: In case of accidental ingestion contact a doctor ar
the Poisons Informaticn Centre. Discontinue wse if skin iritation er
redness develops. If skin or eye irritation persists, consult a doctor,
Store ina coaol, dry place

Guangzhouw Jiuzhuang Cosmetics Co., Ltd
5% Alcohol Hand Sanitizer Gel

MODEL:120mI

EM1275:2019 ( €
2020-03

Building 4,Ma.1,Bangsheng Secand Road, Xinya

Street,Huadw District, Guangzhou City,
!Iulﬁ |:.|! 5!' 3 !JI

Guangdong Province, China
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75% ALCOHOL

HAND
SANITIZER GEL

RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS

MMDM®

Apply moderately to clean hands and rub tegether tharoughly
and wntil dry. Mo need 1o rinse, Do not apply to broken skin,

Ingredients: 75% + 5% ethane], water, acrylatesfc10- 30 alkyl acrylate
crasspalymer, ammomethyl pragamal.

Directions: Apgly & small amount anta your palms, rub svenly onte
hanels until dry,

Caudlon:

& Far externial use only.

o Flammable, keep away from heat and flame,

o Dho nat wse in the epes. Incase of comtacl, ringe thonawghily with waber.
o ot 1o b taken arally.

= Krep cut of reach of children,

o Maiel use if wou are allengic 1o alcahl,

Safety Directions: In case ol sccdental ingestion contact a dotlor or
the Poisons Infermadion Centre, Discontines use if skin iritation or
redness develops. [T skin or eye irritation persists, consult a dector,
Stare in acool, dry place

Guangzhou liuzhuang Cosmetics Co., Ltd
T5% Alcohal Hand Sanitizer Gel

MO DEL:Z0m]
EM 127612019
2020-03

Building 4.Me.1,Bangsheng Second Road Xinya
Street, Huadu District, Guangzhou City,

Guangdong Province,China
hADE TN CHIMA “ Ilm llllj‘




75% ALCOHOL

HAND
SANITIZER GEL
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RINSE-FREE HAND CLEANSER

|

KILLS 99.9% OF GTM://
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75% ALCOHOL

HAND
SANITIZER GEL
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MMDM®

Apply moderately to clean hands and rub together thoroughly
and until dry. Mo need to rinse. Do not apply to broken skin,

Ingredients: 75% 5% ethanol, water, acrylates/c10-30 alkyl acrylate
crosspalymeraminomethyl propancl,

Directions: Apply 2 small amount onto your palms, rub evenly onto
hands until dry.

Caution:

= For external use only,

= Flammable, keep away from heat and flame.

= D not use in the eyes, In case of contact, rinse thoroughly with water.
= Mot ta be taken orally.

o Keep out of reach of children,

@ fvoid use if you are allergic to alcahal.

Safety Directions: In case of accidental ingestion contact a doctor or




RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS

the Poisons Information Centre. Discontinue wse if skin irftation ar
redness develops. If skin or eye irritation persists, consult 2 doctaor,
Stoere in a cool, dry place

Guangzhou Jiuzhuang Cosmetics Co., Ltd
75% Alcohol Hand Sanitizer Gel

MODEL:200ml

EM 1276 :2019

2020-03

Building 4,Mo.1,Bangsheng Second Road Xinya
Street,Huadu District, Guangzhaou City,

Guangdong Province,China
MADE IN CHIMNA g "HI m‘lll I||
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75% ALCOHOL

HAND SANITIZER GEL

C

RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS
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75% ALCOHOL

HAND SANITIZER GEL

¢

RINSE-FREE HAND CLEANSER
KILLS 99.9% OF GERMS

MODEL: 300ml
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Apply moderately to clean hands and rub together thoroughly

7 5 ']/0 AL C 0 H 0 L and until dry. No need to rinse. Do not apply to broken skin.

Ingredients: 75% = 5% ethanolwater,acrylates/c10-30 alkyl acrylate crosspelymer aminomethy

HAND S ANITI ZER G’EL pﬂlrlf:r:tlu Apply a small amaunt anto your palms, rub avenly onto hands until dry.

Caution:+ For external use only.

= Flarmmakble, keep away from haat and flame.

« D ot use in the eyes In caze of contact, rinse tharaughly with water.

= Mot to be taken orally.

= Keep aut of reach of children.

« Awdid wse i you are allergic to aleahed,
Safety Directions: [n case of accidental ingestion contact a doctor or the Poisons Infarmation
Centre. Discontinue use if skin irritation or redness develops. I skin ar eye iritation persists,
consult a doctorn
Stora in a cool, dry place

Guangzhou Siuzhuang Cosmetics Co., Lid

RINSE-FREE HAND CLEANSER 15 Mool and Saier Gl

MODEL:A00mI
EM 1276 2019
KILLS 99.9% OF GERMS 2020-03
Building 4,Mo.1,Bangshang Second Road Xinya
Straet,Huadu District Guangzhou City,
Guangdaong Provinoe, China @
MODEL: 300ml FADE T CHIMA algenaaszlaznzza

75% ALCOHOL
HAND
SANITIZER GEL

RINSE-FREE HAND CLEANSER

KILLE 99.9% OF GERME




75% ALCOHOL
HAND
SANITIZER GEL

RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS

MMDM®

Appty moderatsly 1o dean hands and rub tegether thoroughly
and ueti] dry, Mo nesd 16 nrse. De net spply b Braken skin,

Iegradiante: 755 £ 5% ethancd, water, acryplatesfe l-30 akeyl acrplate
eross pakyer, avinamethyl propanal

Diractions: Apply a small amourit onto your palms, ub evenly oo
hands until drg

st

= For exdermal use anly.

= Flaminalshe, keeg svay froim heat and fame,

=D not use n the eyes. [0 case of contact, rinse thercughly with watar.
= Mot %0 be taken oraly.

 Keisp out af repch ot childnen,

= o use H you ana alergi toalcohal

‘Bafery Directians: In case of arddental ingestien oortact a doctor ar
the Pritons Infeemation Cenre, Discontnue yse if sln iritation or
rednics dewalops. If skin ar aye irizatian persists, consull a decior
Store Inacoel, dry place

Guangzhou Jiuzhuang Cosmetics Co., Ltd
T5% Alechal Hand Sanitizer Gel

MODELADmI

EM 1276:2019

2020-03

Building 4,Ma.1Bangsheng Second Road Xinya

Street,Huadu District, Guangzhow City,
Guangdang Frovince China
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RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS5

75% ALCOHOL
HAND
SANITIZER GEL

RINSE-FREE HAND CLEANSER

KILLS 99.9% OF GERMS

MMDM®

Apply moderately to clean hands and rub together thoroughly
and until dry, Mo need 1o finse. Do not apply ta broken skin,

Ingredients: 5% + 5% ethancl, water, acrylates/c10-30 alkyl acrylate
crosspolymer,aminamethy] propanol.

Directions: Apply a siall amount ente your palms, rub evenly onta
hands until dry,

Caution:

=+ For external use anly.

 Flarnmiable, keep away from heat and flame.

= Do notuse in the eyes. In case of contact, rinse thonoughty with waker.,
= Mot to be taken arally.

o Kegp out of reach of childran,

= denid use if you ane allergic 1o alcahol,

Safaty Directions: In case of accidental ingestion contact a doctar or
the Paisons [nformation Centra, Discontinue use if skin irritation or
redness develops, If skin ar eye irrtation persists, consult a dactor,
Store in a cool, dry place

Guangzhou liuzhuang Cosmetics Co., Ltd
75% Alcohol Hand Sanitizer Gel

MODEL:100m|

EM 1276 :2019

2020-03

Building 4,Mo.1,Bangsheng Second Road Xinya

Street Huadu District, Guangzhou City,

Guangdaong Province, China

MADE [N CHIMA
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75% ALCOHOL
HAND
SANITIZER GEL

RINSE-FREE HAND CLEANSER
KILLS 99.9% OF GERMS

MODEL: 50ml

MMDM®

Apply moderately to clean hands and rub together thoroughly
and until dry. No need to rinse. Do not apply to broken skin.

Ingredients: 75% + 5% ethanol, water, acrylates/c10-30 alky! acrylate
crosspolymer,aminomethyl propanol.

0 Directions: Apply a small amount onto your palms, rub evenly onto
7 5 0 AL C O I I O L hands until dry.

Caution:
< For external use only.

HAND < Flammable, keep away from heat and flame.

< Do not use in the eyes. In case of contact, rinse thoroughly with water.
S ANITI ZER GEL @ Not to be taken orally.

< Keep out of reach of children.

< Avoid use if you are allergic to alcohol.

Safety Directions: In case of accidental ingestion contact a doctor or
— - . - . r . -~ B -~ . LA I L




tne FoISONS INTOrMation Lentre. UISCONTINUE Use IT SKIN Iffaton or
redness develops. If skin or eye irritation persists, consult a doctor.
Store in a cool, dry place

Guangzhou Jiuzhuang Cosmetics Co., Ltd
75% Alcohol Hand Sanitizer Gel

MODEL:50m! ( €
EN 1276 :2019
RINSE-FREE HAND CLEANSER 2020-03

Building 4,No.1,Bangsheng Second Road,Xinya

Street,Huadu District,Guangzhou City,

Guangdong Province,China | | |
940843

MADEIN CHINA 6

KILLS 99.9% OF GERMS

30345

HAND SANITIZER GEL
alcohol liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:76975-101

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIE: 3K9958 V90 M) (ALCOHOL - UNIE3K9958 V90 M) ALCOHOL 75 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

AMINOMETHYLPROPANOL (UNII: LU49E6626Q)
WATER (UNIL 059QF0KOOR)
CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNIL: 59 TL3WG5CO)

Packaging

# Item Code Package Description Marke];::ég SLect Marketing End Date
1 NDC:76975-101-01 20 mL in 1 BOTTLE; Type 0: Not a Combination Product  03/30/2020

2 NDC:76975-101-02 30 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

3 NDC:76975-101-03 50 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

4 NDC:76975-101-04 80 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

5 NDC:76975-101-05 100 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

6 07097501 100 mL in 1 BOTTLE; Type 0: Nota Combination Product  03/30/2020

7 NDC:76975-101-07 200 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

8 ON?C:76975'10 - 250 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

9 1(;1;)076975-10 I 300mLin1 BOTTLE; Type 0: Nota Combination Product 03/30/2020




10 NDC:76975-101-10 500 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020
1000 mL in 1 BOTTLE; Type 0: Not a Combination

11 NDC:76975-101-11 03/30/2020
Product
12 NDGC:76975-10 1-12 IZD?OOdoué]:L in 1 BOTTLE; Type 0: Nota Combination 03/30/2020

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

Labeler - Guangzhou Jiuzhuang Cosmetics Co., Ltd. (403338951)

Establishment
Name Address ID/FEI Business Operations
Guangzhou Jiuzhuang Cosmetics Co., Ltd. 403338951 manufacture(76975-101)

Revised: 4/2020 Guangzhou Jiuzhuang Cosmetics Co., Ltd.



	Hand Sanitizer Gel
	Active Ingredient(s)
	Purpose
	Use
	Warnings
	Do not use
	Directions
	Other information
	Inactive ingredients
	Package Label - Principal Display Panel

