SANI PURE HAND SANITIZER- alcohol gel
Wuxi Huoban Daily-Use Chemicals Science and 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.

Drug Facts

Active Ingredients
Ethyl Alcohol 75%

Purpose

Antimicrobial

Directions:
e Wet hands thoroughly with product
e briskly rub hands together
e supervise childrenunder 6 years in the use of this product

Inactive Ingredients:

Aqua,Glycerin, Carbomer, Triethanolamine, Aloe Vera, Vitamine E

Warning

Flammable, keep away from flame.

¢ Do notuse ineyes. Incase of ontact immediately flush eyes with water then contact physician.
e [f swallowed, get medical help or contact a Poison Control Center

e For External Use Only.

Keep out of reach of children.

e store at 20C to 25C (68 to 77F)
¢ may discolor certain fabrics

¢ for handwashing to decrease bacteria on the skin
¢ recommended for repeated use
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SANI PURE HAND SANITIZER
alcohol gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71712-003
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNI: 3K9958 V90M) (ALCOHOL - UNIE:3K9958 V90 M) ALCOHOL 75 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)

WATER (UNII: 059QF0KOOR)
TROLAMINE (UNI: 903K93S3TK)

ALOE VERA WHOLE (UNIL: KIZ4X2EHYX)

Packaging
Marketing Start Marketing End
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30 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

50 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

59 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

80 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

88 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

100 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

200 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

1000 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

236 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

500 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

250 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

300 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

200 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product

207 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product

236 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination
Product

250 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product

300 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination
Product

450 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product

350 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product

500 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product

1000 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product

1290 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product

1500 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product

2000 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination
Product

2500 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination
Product

3000 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product

3780 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination
Product

4000 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination
Product

5000 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
Product
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30 ;(;J“"“ 147YYS7 1000 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/26/2020
31 3NPC’71712'0°3' 2000 mL in 1 BOTTLE; Type 0: Not a Combination Product  03/26/2020
32 3N2DC271712'003' 2500 mL in 1 BOTTLE; Type 0: Nota Combination Product ~ 03/26/2020
33 3N;3C:71712_003_ 55000 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/26/2020
34 3Nfc’71712'0°3' 6000 mL in 1 BOTTLE; Type 0: Nota Combination Product  03/26/2020
35 3N;3C271712'003' 10000 ml. in 1 BOTTLE; Type 0: Not a Combination Product  03/26/2020
36 3Né3C:71712-003- 12500 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/26/2020
37 BN;JC’71712'003' 15000 mL in 1 BOTTLE; Type 0: Nota Combination Product  03/26/2020
38 3N;3C271712'003' 20000 mL in 1 BOTTLE; Type 0: Nota Combination Product  03/26/2020
39 3N;3C:71712_003_ 25000 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/26/2020
40 %3071712'003' 30000 mL in 1 BOTTLE; Type 0: Nota Combination Product ~ 03/26/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 03/26/2020

Labeler - wuxi Huoban Daily-Use Chemicals Science and Technology Co., Ltd (421207374)

Establishment

Name Address ID/FEI Business Operations
Wuxi Huoban Daily-Use Chemicals Science and Technology Co., Ltd 421207374 manufacture(71712-003)

Revised: 6/2020 Wuxi Huoban Daily-Use Chemicals Science and Technology Co., Ltd
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