(QIQING) CHLORHEXIDINE GLUCONATE ALCOHOL DISINFECTANT - alcohol liquid
Qingdao precision medical technology co., LTD. Zibo branch

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.

Chlorhexidine Gluconate Alcohol Disinfectant-Precision

Purpose

Antiseptic-Antiseptic

Active Ingredient(s)
Alcohol 63%-77% v/v. Purpose: Antiseptic
Chlorhexidine Gluconate 0.45%-0.55% w/v Purpose: Antiseptic

Use
e surgical hand antiseptic: significantly reduces the number of micro-organisms on the hands and
forearms prior to surgery or patient care
e healthcare personnel hand antiseptic: hand rub to help reduce bacteria that potentially can cause
disease
¢ recommended for repeated use

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

glycerin, hydrogen peroxide, purified water USP

Package Label - Principal Dis play Panel
50 mL NDC: 77919-001-01

60 mL NDC: 77919-001-02

100 mL. NDC: 77919-001-03

[Product Name]
Qiging®Chlorhexidine Gluconate
Alcohol Disinfectant

[Specification] 100ml/bottle

[Ingredient]

Chlorhexidine gluconate:
0.45%-0.55%(w/v)

Alcohol: 63%-77%(v/v).
[Microbicide range]

Can kill intestinal pathogens,
pyogenic coccus, pathogenic
yeast and common bacteria
of hospital infection.

[Warning]
1.This product is for external
use, not for oraladministration.
Keep out of reach of childre
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250 mL NDC: 77919-001-04
500 mL NDC: 77919-001-05
1000 mL NDC: 77919-001-06

[Santation license number]

No. 0002(Shandong)Hygienic Permit
for Disinfectant Production(2019)
[Perform standard]

Q/0222PRS 001-2020

[Storage]

Dark, airtight preservation.

[Period of validity] 24 months

[ Manufacturer]

Qingdao Precision Medical
Technology Co.,, Ltd. Zibo Branch

[Manufacture Address]
No. 17 Hongda Road, Linzi District,
Zibo City, Shandong Province,China

[CONTACT INFORMATION]
Postcode: 266111

ee the bottle.

alcohol liquid

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source)

Basis of Strength

(QIQING) CHLORHEXIDINE GLUCONATE ALCOHOL DISINFECTANT

NDC:77919-001

Strength




CHL O RHEXIDINE GLUCONATE (UNI: MOR84MUDSE) (CHLORHEXIDINE -
UNI:R4KO0DY52L)

ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 VOO M)

Inactive Ingredients

Ingredient Name

CHLORHEXIDINE 0.45 mg
GLUCONATE in 100 mL
75 mL
ALCOHOL in 100 mL
Strength

1.45 mL in 100 mL
0.125 mL in 100 mL

GLYCERIN (UNII: PDC6A3C00X)
HYDRO GEN PERO XIDE (UNIl: BBX060ANS9V)
WATER (UNIL: 059QF0KOOR)

Packaging

Marketing Start Marketing End

# Item Code Package Description

Date Date

1 NDC:77919-001- 50 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination 05/01/2020
01 Product

2 NDC:77919-001- 60 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination 05/01/2020
02 Product

3 NDC:77919-001- 100 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination 05/01/2020
03 Product

4 NDC:77919-001- 250 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination 05/01/2020
04 Product

5 NDC:77919-001- 500 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination 05/01/2020
05 Product

6 NDC:77919-001- 1000 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination 05/01/2020
06 Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC monograph not final part333A 05/01/2020

Labeler - Qingdao precision medical technology co., LTD. Zibo branch (554534589)
Registrant - Qingdao precision medical technology co., LTD. Zibo branch (554534589)

Establishment

Name Address ID/FEI
554534589

Business Operations

Qingdao precision medical technology co., LTD. Zibo branch manufacture(77919-001)

Revised: 5/2020 Qingdao precision medical technology co., LTD. Zibo branch
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