HAND SANITIZER- alcohol liquid
Bozhou Xunhetang Biological 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.

Hand Sanitizer

hand sanitizer

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
¢ 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)
e Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients



WATER

CARBOMER
TRIETHANOLAMINE
ALOE
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Main active ingredients and content: ethanol, 70-80% (V/ V)

Dosage form: gel  Scope of application: hand antibacterial

Usane: apply proper amaount of the product to hands, b hands

together untl it is naturally air dried.

matters needing attention:

1. This product is disinfected for external use, not allowed 1o be taken orally,
and placed in a place difficult for children 1o touch

2. Usawith caution if you are allengic to alcohol

3. This product is inflammabile, volatile and far away from fire sowce

4, The product should be sealed and stored in a cool, dry and ventilated place
Name of manufacturer. Bozhou xunhetang Bistechnology Co., Lid

Address of manufacturer: No.8, Huihuang Avenua, Gujing Town

Ciancheng District, Bozhou City, Anhui Province

Shalf life: 24 months

Service phone: 400-657-9570

Health hoense No.: wxz No, [2020) No. s0026

Executive standard; QIXHT0001-2020
Production batch Mo.: 2020/05/08

Production date: 2020/05/18
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Main active ingrediints and content: ethanol, 70-80% (V/V)

Dosage form: gelScope of application: hand antbacterial

Usage: apply proper amount o the product to hands, rub hands

fogether unfilitis naturally ai dried.

malters needing atfention:

1, This product s disinfected for extemal use, not allowed o be taken orally,

and placed ina placerdifficul for children totouch

2, Use with caution if you are allergic to alcohol

3, This product s inflammable, volatile and far away from fire source

4, The product should be sealed and storediin & cool, dry and ventilated place

[Manufacturer]: Bozhou Xunhetang Biological
Technology Co., Ltd.

[Address] No. 9 Huihuang Avenue, Gujing Town,
Picheng District,

Bozhou City, Anhui Province

[Healthlicense number] WXZ [2020] No. 50026
[Executive Standard] Q/XHT0001-2020

[Place of Origin] Anhui. Bozhou qualified products
Questions 400-6579-570

[Shelflife] 24 months
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HAND SANITIZER
alcohol liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:78254-101




Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIE: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 75mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

CARBOMER HO MO POLYMER, UNSPECIFIED TYPE (UNIL: 0 ASMM30 7FC)
TROLAMINE (UNIL: 903K93S3TK)

WATER (UNIE: 059 QFOKOOR)

ALOE (UNIL: V5VD430YW9)

Packaging
A Marketing Start q

# Item Code Package Description DLtf Marketing End Date
1 NDC:78254-101-01 500 mL in 1 BOTTLE; Type 0: Nota Combination Product  03/30/2020

2 NDC:78254-101-02 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

3 NDC:78254-101-03 100 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

4 NDC:78254-101-04 300 mL in 1 BOTTLE; Type 0: Nota Combination Product  03/30/2020

5 NDC:78254-101-05 500 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

6 007024101 30 mLin 1 BOTTLE; Type 0: Nota Combination Product  03/30/2020

7 NDC:78254-101-07 1000 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020
NDC:78254-101-

8 08 3780 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020
9 NDC:78254-101- 20000 mL in 1 BOTTLE; Type 0: Not a Combination 03/30/2020
09 Product

Marketing Information

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

Labeler - Bozhou Xunhetang Biological Technology Co., Ltd. (554533192)

Establishment

Name Address ID/FEI Business Operations
Bozhou Xunhetang Biological Technology Co., Ltd. 554533192 manufacture(78254-101)

Revised: 9/2020 Bozhou Xunhetang Biological Technology Co., Ltd.
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