HAND SANITIZER- hand sanitizer liquid
Guangdong Longtai Industry 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.

Active Ingredient
Ethyl Alcohol 75%V/V

Purpose

Purpose: Antimicrobial

Uses

For hand washing to decrease bacteria on the skinre commended for repeated use

Warnings
KEEP AWAY FROM FLAMDo not use in the eyes. In case of contact, rinse eyeswith wafer

Do notuse
¢ Do notuse inthe eyes. In case of contact, rinse eye soughly with wafer
/
Stop use and ask a doctor f irriration and renews 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.

Directions
Wet hands thoroughly with product. briskly rub hans together until dry Supervise children under 6 years

old in the use of this product.

Other information
e Store at 20 to 25C(68 to 77 F)

Inactive ingredients

water, Glycerin, CaromAloe vera, Aminomethyl propanol Vitamin E
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Product Information

HUMAN OTC DRUG

Product Type

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M)

Inactive Ingredients
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Item Code (Source)

Basis of Strength
ALCOHOL

m o
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NDC:52807-101

Strength
75mL in 100 mL




Ingredient Name Strength
AMINO METHYLPROPANOL (UNI: LU49E6626Q)
ALOE VERA LEAF (UNII: ZY81Z83H0 X)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
GLYCERIN (UNIE: PDC6A3C00X)
CARBOMER COPOLYMER TYPE A (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNI: 71DD5V995L)
WATER (UNII: 059QF0KOOR)

Packaging
# Item Code Package Description WAL ST SIEREL R
Date Date

1 ON?]?C:52807_10 I 30mLin1 BOTTLE; Type 0: Not a Combination Product  03/30/2020

2 ONfC:528°7'10 I 40 mL in 1 BOTTLE; Type 0: Nota Combination Product  03/30/2020

3 ON?C’52807'10 I 50 mL in 1 BOTTLE; Type 0: Nota Combination Product  03/30/2020

4 0N?C:52807-10 L 0 mLint BOTTLE; Type 0: Not a Combination Product ~ 03/30/2020

5 ON$C:528°7'10 I 60 mL in 1 BOTTLE; Type 0: Not a Combination Product ~ 03/30/2020

6 ON?C’52807'10 I 55 mL in 1 BOTTLE; Type 0: Not a Combination Product  03/30/2020

7 0N?C:52807-10 I S9mLin1 BOTTLE; Type 0: Not a Combination Product  03/30/2020

8 ONSCZSZBW'N I 73 mL in 1 BOTTLE; Type 0: Not a Combination Product  03/30/2020

9 ONEC’528°7'10 I 80 mL in 1 BOTTLE; Type 0: Not a Combination Product  03/30/2020

10 IE)DC:SZSO%N I 00mLint BOTTLE; Type 0: Not a Combination Product 03/30/2020

11 NDC:52807-101-11 106 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020
12 NDC:52807-101-12 118 mL in 1 BOTTLE; Type 0: Nota Combination Product  03/30/2020
13 NDC:52807-101-13 120 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020
14 NDC:52807-101-14 150 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020
15 NDC:52807-101-15 200 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

16 ﬁDC:SZSO%m I 207mLint BOTTLE; Type 0: Not a Combination Product  03/30/2020

17 NDC:52807-101-17 220 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020
NDC:52807-101-

18 18 221 mL in 1 BOTTLE; Type 0: Not a Combination Product  03/30/2020
19 IE)DC:528°7‘10 I 537 mlL in 1 BOTTLE; Type 0: Not a Combination Product  03/30/2020
20 2N(?C:52807'10 I 550 mL in 1 BOTTLE; Type 0: Nota Combination Product ~03/30/2020

21 NDC:52807-101-21 296 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020
NDC:52807-101-

22 2 300 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020
23 21\23052807'10 " 310 mL in 1 BOTTLE; Type 0: Nota Combination Product ~ 03/30/2020
24 ZNfC:528°7‘10 " 350 mL in 1 BOTTLE; Type 0: Nota Combination Product ~03/30/2020

25 2N;3C:52807'10 I 355 ml. in 1 BOTTLE; Type 0: Not a Gombination Product 03/30/2020
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NDC:52807-101-
27

NDC:52807-101-
28

NDC:52807-101-
29

NDC:52807-101-
30

NDC:52807-101-31

NDC:52807-101-
32

NDC:52807-101-
33

NDC:52807-101-
34

NDC:52807-101-
35

NDC:52807-101-
36

NDC:52807-101-
37

NDC:52807-101-
38

NDC:52807-101-
39

NDC:52807-101-
40

400 mL in 1 BOTTLE; Type 0: Not a Combination Product

444 mL in 1 BOTTLE; Type 0: Not a Combination Product

450 mL in 1 BOTTLE; Type 0: Not a Combination Product

473 mL in 1 BOTTLE; Type 0: Not a Combination Product

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

550 mL in 1 BOTTLE; Type 0: Nota Combination Product

800 mL in 1 BOTTLE; Type 0: Not a Combination Product

999 mL in 1 BOTTLE; Type 0: Nota Combination Product

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

1479 mL in 1 BOTTLE; Type 0: Not a Combination Product

2000 mL in 1 BOTTLE; Type 0: Nota Combination Product

2500 mL in 1 BOTTLE; Type 0: Nota Combination Product

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

3785 mL in 1 BOTTLE; Type 0: Nota Combination Product

NDC:52807-101-41 4000 mL in 1 BOTTLE; Type 0: Not a Combination Product

NDC:52807-101-
42

NDC:52807-101-
43

NDC:52807-101-
44

NDC:52807-101-
45

5000 mL in 1 BOTTLE; Type 0: Nota Combination Product

7571 mL in 1 BOTTLE; Type 0: Not a Combination Product
25000 mL in 1 BOTTLE; Type 0: Not a Combination
Product

50000 mL in 1 BOTTLE; Type 0: Nota Combination
Product

Marketing Information
Marketing Category Application Number or Monograph Citation

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

Marketing Start Date Marketing End Date

OTC monograph not final part333A 03/20/2020

Labeler - Guangdong Longtai ndustry Co.,LTD (528076517)

Establishment

Guangdong Longtai Industry Co.,LTD

Revised: 7/2020

Name Address ID/FEI Business Operations

528076517 manufacture(52807-101)

Guangdong Longtai Industry Co.LTD
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