HAND SANITIZER 01- hand sanitizer gel gel
Yiwu Shining 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.

74862-008
Hand s anitizer gel

Active ingredient Purpose

Ethyl Alcohol 62%

Antiseptic

For handwashing to decrease bacteria on the skin

Flammable, keep away from fire or flame.
For external use only.

Do not use near eyes.
In case of contact, flush eyes with water.

Stop use and ask a doctor
If redness or irritation develop and persist for more than 72 hours.

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

Do not use near eyes.
In case of contact, flush eyes with water.

Do not use near eyes.
In case of contact, flush eyes with water.

Stop use and ask a doctor
If redness or irritation develop and persist for more than 72 hours.

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 redness or irritation develop and persist for more than 72 hours.

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

Place a palmful (5 grams) of product in one hand.

Spread on both hands and rub into skin until dry (1-2 min.).

Place a smaller amount (2.5 grams) into one hand, spread overboth hands to wrist and rub into the skin
until dry.

Children must be supervised in the use of this product

/

Inactive ingredients
Aloe Barbadensis Leaf Juice, Carbomar, Fragrance, Glycerin, Propylene Glycol, Triethanolamine.
74862-008-01 29ml
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Drug Facts Drug Facts cnin.cs Drug Facts i
Active ingredient  Purpose Keep out of reach of ® Children must be
Ethyl Alcohol 62% ...... Antiseptic children, supervised in the use of this
Use @ Forhandwashing to If swallowed, get medical product.
decrease bacteria on the skin help or contact a Poison . o .
Warnings Control Center right away. Inactive ingredients
@ Flammable, keep awa T Aloe Barbadensis

1.94in from fire or flapme 4 Directions Leaf Juice, Carbomar,

49.28 mm @ For external use only. ®Placea p.almful (5 grams) Fragrance, Glycerin,
Do not use near eyes. of product in one hand. Propylene Glycol,
In case of contact, flush eyes Spread on both hands and Thethariolari
with water. e riethanolamine.
Stonuseand kT rub into skin until dry
If redness or irritation (1-2min.). Placea smaller Distributed by Distribuido por
develop and persist for amount (2.5 grams) nto Wak-MartStre, nc, Betomile, ART27G
more than 72 hours. one hand, spread over NADE N CHINA/HECHO EN CHINA Dept 18
Peel back for additional both hands to wrist and Walmart.com
Drug Facts > rub into the skin until dry. y
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Not for children under 3 years.
AWARNING: Cancer and Reproductive Harm Ages 5+
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Drug Facts Drug Facts e Drug Facts coninie
Active ingredient  Purpose Keep out of reach of @ Children must be
Ethyl Alcohol 62% ...... Antiseptic children, supervised in the use of this
Use @ Forhandwashingto If swallowed, get medical product.
decrease bacteria on the skin help or contact a Poison . 4 .
Warnings Control Center right away. Inactive mgred'ems
@ Flammable, keep awa Y] Aloe Barbadensis
1.94in from fire or flapme. 4 Directions Leaf Juice, Carbomar,
49.28 mm ® For external use only. @ Place a palmful (5 grams) Fragrance, Glycerin,
Do not use near eyes. of product in one hand. Propylene Glycol,
In case of contact, flush eyes Spread on both hands and Trethanakni
vith water. rub into skin until dr AEsRnCiADE:
Stop use and ask a doctor (1-2min.). Place a srzaller T et
If redness or irritation " . Distrbuted by Dstiuidopr
develop and persist for amount (2.5 grams) into WalMartStore, Inc, Bentonile, AR 72716
more than 72 hours. one hand, spread over MADE N CHINA/HECHO EN CHINA Dept18
Peel back for additional both hands to wrist and Walmart.com
Drug Facts [ rubinto the skin until dry. y
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Drug Facts Drug Facts i Drug Facts coninws
Active ingredient  Purpose Keep out of reach of ® Children must be
Ethyl Alcohol 62% ...... Antiseptic children. supervised in the use of this
Use @ For handwashing to If swallowed, get medical product.
decrease bacteria on the skin help or contact a Poison . . .
Warnings Control Center right away. Inactive ingredients
@ Flammable, keep awa PSY) Aloe Barbadensis
1.94in from fire or fla?me y Directions Leaf Juice, Carbomar,
49.28 mm @ For external use only. @ Placea p.almful (5 grams) Fragrance, Glycerin,
Do not use near eyes. of product n one hand. Propylene Glycol,
In case of contact, flush eyes Spread on both hands and sethEREIE
With water. rubinto skin until dr Tiehanckamipe.
Stop use and ask a doctor (1-2min.). P 4 I
If redness or irritation eIl e delacl Distbuted by Distibudopor
develop and persist for amount (2.5 grams) into Wak-arttoes In, Bentomile, ART27
more than 72 hours. one hand, spread over MADEIN CHINATHECHOEN CHINA  Dept8
Peel back for additional both hands to wrist and Walmart.com
Drug Facts > rub into the skin until dry. y
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Active ingredient  Purpose Keep out of reach of ® Children must be
Ethyl Alcohol 62% ...... Antiseptic children. supervised in the use of this
Use ® For handwashing to If swallowed, get medical product,
decrease bacteria on the skin help or contact a Poison _y .
Warnings Control Center right away. Inactive ingredients
; : Alo i
1oin ||®fanabe aep ey Directions SR G
49.28 mm @ For external use only. @ Place a palmful (5 grams) Fragrance, Glycerin,
Do not use near eyes. of product in one hand. Propylene Glycol,
In case of contact, flush eyes Spread on both hands and i i
R Triethanolamine,
vith watef, = rubinto skin until dry
iehesortaion (200 Pce b byt
develop and persist for amount (2.5 grams) into Wak-Mart Store, Inc, Bentonville ART276
more than 72 hours. one hand, spread over ADEINCHNARECHOENCHNA Dept
Peel back for additional both hands to wrist and Walmart.com
Drug Facts | rubinto the skin until dry. .
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Drug Facts Drug Facts coninc Drug Facts coninw
Active ingredient  Purpose Keep out of reach of @ Children must be
Ethyl Alcohol 62% ...... Antiseptic children, supervised in the use of this
Use @ Forhandwashing to If swallowed, get medical product.
decrease bacteria on the skin help or contact a Poison . . .
Warnings Control Center right away. Inactive ingredients
® Flammable, keep awa Y, Aloe Barbadensis
from fire or flapme. ’ Directions Leaf Juice, Carbomar,
@ For external use only. ® Placea p.almful (5 grams) Fragrance, Glycerin,
Do not use near eyes. of product in one hand. Propylene Glycol,
In case of contact, flush eyes Spread on both hands and ThethErak
vith water. rub into skin until dry oG
Stop use and ask a doctor i o
If redness or irritation (1-2min,). Racea smaller Distributed by Distrbuido por
develop and persist for amount (2.5 grams) into Wak-arttoes, In, Bentomile, ART2T
more than 72 hours. one hand, spread over N CHNKBECHOEN CHIK De
Peel back for additional both hands to wrist and Walmart.com
Drug Facts | rubinto the skin until dry. ’
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Active ingredient  Purpose Keep out of reach of
Ethyl Alcohol 62% ...... Antiseptic children.
Use @ For handwashing to If swallowed, get medical
decrease bacteria on the skin help or contact a Poison
Warnings Control Center right away.
@ Flammable, keep awa : :
1.94in from fire or flgme. d Directions
49.28 mm @ For external use only. @ Place a palmful (5 grams)
Do not use near eyes. of product in one hand.
In case of contact, flush eyes Spread on both hands and
V;It?p“t,lastsgn dede rubinto skin until dry
If redness or irritation (1-2min. }Z.I;_Iace d Sma”er
develop and persist for amount (2.5 grams) into
more than 72 hours. one hand, spread over
Peel back for additional both hands to wrist and
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@ Children must be

supervised in the use of this
product.

Inactive ingredients
Aloe Barbadensis
Leaf Juice, Carbomar,
Fragrance, Glycerin,
Propylene Glycol,
Triethanolamine.
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Drug Facts Drug Facts e Drug Facts e
Active ingredient qupoge Keep out of reach of @ Children must be
Ethyl Alcohol 62% ...... Antiseptic children. supervised in the use of this
Use @ For handwashing to If swallowed, get medical product.
decrease bacteria on the skin help or contact a Poison _— .
Warnings Control Center right away. Inactive ingredients
® Flammable, keep awa A A Aloe Barbadensis
1.94in from fre or flame. | Directions Leaf Juice, Carbomar,
49.28 mm @ For external use only. ® Place a palmul 5 grams| Fragrance, Glycerin,
Do not use near eyes. of product in one hand. Propylene Glycol,
In case of contact, flush eyes Spread on both hands and N
ith water rub into skin until dry fuethdnclamine:
Stop use and ask a doctor i o
If redness or irritation UE }Z.PIace a S“?a”” Distrbuted by Distibuido por
develop and persist for amount (2.5 grams) into Wak et Sores i, Bentomile ARTZTG
more than 72 hours. one hand, spread over MADE N CHINAHECHOEN CHINA Dept8
Peel back for additional both hands to wrist and Walmart.com
Drug Facts == rubinto the skin until dry. :
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Drug Facts Drug Facts o Drug Facts e
Active ingredient  Purpose Keep out of reach of @ Children must be
Ethyl Alcohol 62% ...... Antiseptic children. supervised in the use of this
Use @ For handwashing to If swallowed, get medical product.
decrease bacteria on the skin help or contact a Poison . . \
Warnings Control Center right away. Inactive ingredients
@ Flammable, keep awa . n Aloe Barbadensis
1.94in from fire or flapme. d D’reftlons Leaf_]uice, Carbomar,
49.28 mm ® For external use only. @ Place a palmful (5 grams) Fragrance, Glycerin,
Do not use near eyes. of product in one hand. Propylene Glycol,
In case of contact, flush eyes Spread on both hands and et n
With water, rub into skin until dry nethanoidmine
Stop use and ask a doctor P o
If redness or irritation (1-2min, )2.Place asmaller Disrbuted by Distribuidopor
develop and persist for amount (2.5 grams} into Wak-Mart Stores,Inc, Bentonvile AR 7276
more than 72 hours. one hand, spread over MADE N CHINAHECHOENCHINA Dt 18
Peel back for additional both hands to wrist and Walmart.com
Drug Facts L= rubinto the skin until dry. .
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A WARNING:
CHOKING HAZRAD- Small Parts

Not for children under 3 years.

AWARNING: Cancer and Reproductive Harm
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Drug Facts Drug Facts i Drug Facts oo

Active ingredient  Purpose Keep out of reach of @ Children must be

Ethyl Alcohol 62% ...... Antiseptic children. supervised in the use of this

Use @ For handwashing to If swallowed, get medical product,

decrease bacteria on the skin help or contact a Poison . .

Warnings Control Center right away. Inactive ingredients

® Flammable, keep awa . p Aloe Barbadensis

1.94in from fireor flame. ~ Directions Leaf Juice, Carbomar,

49.28 mm ® For external use only. @®Placea plalmful (5 grams| Fragrance, Glycerin,

Do not use near eyes. of productin one hand. Propylene Glycol,

I case of contact, flush eyes Spread on both hands and Tistharcismi

vith water rub into skin until dr IEMRANoiamie:

Stop use and ask a doctor (1-2 min. ). P Y I

If redness o irritation eI KA TGRS Ditibtedby Distbidopor

develop and persist for amount (2.5 graminto W et toes,Inc Betonylle, AR 7276

more than 72 hours. one hand, spread over OEINCHIAECROBN NN Degt

Peel back for additional both hands to wrist and Walmart.com

Drug Facts [ rubinto the skin until dry. !
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A WARNING:
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Not for children under 3 years. A
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Drug Facts Drug Facts conineo Drug Facts e
Active ingredient  Purpose Keep out of reach of ® Children must be
Ethyl Alcohol 62% ...... Antiseptic children. supervised in the use of this
Use @ Forhandwashing to If swallowed, get medical product.
decrease bacteria on the skin help or contact a Poison o % "
Warnings Control Center right away. Inactive ingredients
@ Flammable, keep awa o Aloe Barbadensis
1.94in from fire or flapme. g Directions Leaf Juice, Carbomar,
49.28 mm ® For external use only. @ Placea p_almful (5 grams) Fragrance, Glycerin,
Do not use near eyes. of product in one hand. Propylene Glycol,
In case of contact, flush eyes Spread on both hands and A
vith water. rub into skin until dry AEHEORINE
Stop use and ask a doctor P N o
If redness or irritation (1-2min, )2.Place asmaller Distributed by Distrbuido or
develop and persist for amount (2.5 grams) nto Wk Har Stores, I, Bentonville, ARTIT
more than 72 hours one hand, spread over MAOEICHWHECHOBIGHIA Depte
Peel back for additional both hands to wrist and Walmat.com
Drug Facts = rubinto the skin until dry. "
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HAND SANITIZER 01

hand sanitizer gel gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source)

NDC:74862-008




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M) ALCOHOL 62 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059QF0KOOR)

CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNII: 0 ASMM30 7FC)
GLYCERIN (UNII: PDC6A3C00X)

SODIUM BICARBONATE (UNII: 8MDF5V39QO)

DENATONIUM BENZOATE (UNII: 4YK5Z54AT?2)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:74862-008-01 29 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/19/2020

2 NDC:74862-008-03 59 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/19/2020

3 NDC:74862-008-04 60 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/19/2020

4 NDC:74862-008-05 100 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/19/2020

5 ON?C:”SGZ'OOB' 120 ml. in 1 BOTTLE; Type 0: Not a Combination Product 06/19/2020

6 NDC:74862-008-02 30 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/19/2020
NDC:74862-008-

7 08 240 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/19/2020

8 NDC:74862-008- 300 mL in 1 BOTTLE; Type 0: Nota Combination 06/19/2020
09 Product

9 NDC:74862-008-10 ISDSOOdumCI; in 1 BOTTLE; Type 0: Nota Combination 06/19/2020

10 NDC:74862-008-07 180 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/19/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 06/19/2020

Labeler - viwu Shining Cosmetics Co.,Ltd (543002719)

Establishment
Name Address ID/FEI Business Operations
Yiwu Shining Cosmetics Co.,Ltd 543002719 manufacture(74862-008)

Revised: 1/2021 Yiwu Shining Cosmetics Co.,L.td
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