HAND SANITIZER- ethyl alcohol gel
NINGBO JIANGBEI OCEAN STAR TRADING 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.

47993-327

Active ingredients
Ethanol 64% w/w
Antiseptic

Uses[]
e for hand-washing to decrease bacteria on the skin when water is not available.

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

When using this product
e do not use in or near eyes
e do not use on deep or puncture wounds; consult your doctor

e discotinue use if irritation and redness develop.

Keep out of reach of children. In case of accidental ingestion, seek medical attention
or contact a poison control center immediately.

Directions:
e apply gel liberally to unsoiled hands and rub in thoroughly.
e allow to dry without wiping or rinsing.

Other information:
e store at room temperature.

Inactive ingredients:

Acrylates/C10-30 Alkyl Acrylate Crosspolymer, Aloe Barbadensis Leaf Juice, D&C Yellow
#10, FD&C Blue #1, FD&C Yellow #5, Fragrance, Glycereth-2 Cocoate, Glycerin,
Isopropyl Myristate, Tocopheryl Acetate, Triethanolamine, W ater



Drug Facts

Active ingredient Purpose
Ethanol 64% W/W ....... o

Uses
W for hand-washing to decrease bacteria on the skin when water
is not available

Warnin,
FLAMMABLE. Keep away from fire or flame
For external use only

When using this product ® do not use in or near eyes
W discontinue use if initation and redness develop ® do not
use on deep or puncture wounds; consuit your doctor

Kills 99.99% of germs

[~ Directions

Drug Facts (Continued)

m apply gel liberally to unsoiled hands and rub in thoroughly
m allow to dry without wiping or ringing

Other information
W store at room temperature
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Keep out of reach of children. In case of accidental ingestion, Triethanolamine, Water
seek medical attention or contact a poison control center
immediately.
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Drug Facts
Active ingredient Purpose
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Drug Facts
Active ingredient Purpose
) ACONO! 64% WAW........ lSEDHC

Uses m for hand-washing to decrease
bactera on the Skin when water is not avaiable

Warnings
FFLAMMABLE. Keep away from fire or flame.
For external use only.
When using this product W _do notuse n
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and redness develop. M do not use on deep
0r puncture wounds; consult your doctor
Keep out of reach of children. In case of
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HAND SANITIZER
ethyl alcohol gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:47993-327
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M) ALCOHOL 64 g in 112 mL
Inactive Ingredients
Ingredient Name Strength

CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNIl: 59TL3WG5CO)
ALOE VERA LEAF (UNIl: ZY81Z83HO0X)

D&C YELLOW NO. 10 (UNIl: 35SW5USQ3G)

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

FD&C YELLOW NO. 5 (UNII: I753WB2F1M)
GLYCERETH-2 COCOATE (UNII: JWMOOVS7HC)
GLYCERIN (UNIl: PDC6A3C0OX)

ISOPROPYL MYRISTATE (UNII: ORESK4LNJS)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)
TROLAMINE (UNIl: 903K93S3TK)

WATER (UNII: 059QFO0KOOR)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:47993- 118 mL in 1 BOTTLE; Type 0: Not a Combination
1 33701 Product 06/16/2021
2 NDC:47993- 532 mL in 1 BOTTLE, PUMP; Type 0: Not a 06/16/2021

327-02 Combination Product



NDC:47993- 800 mL in 1 BAG; Type 0: Not a Combination 06/16/2021

= 327-03 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
gnTaC| monograph not . 333, 06/16/2021

Labeler - NINGBO JIANGBEI OCEAN STAR TRADING CO.,LTD (529334491)

Registrant - NINGBO JIANGBEI OCEAN STAR TRADING CO.,LTD (529334491)

Revised: 6/2021 NINGBO JJIANGBEI OCEAN STAR TRADING CO.,LTD
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