DISPOSABLE DISINFECTANT- disposable spray disinfectant spray
Hunan Cihui Medical Technology Co., Ltd.

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

Disposable Spray Disinfectant

Active Ingredients

Polyhexamethylene biguanidine(0.4%).

Purpose

Antimicrobial disinfectant
Uses

Warnings
Store ina cool, dry,well-ventilated and clean room with relative humidity not exceeding

80% and no corrosive gases.

Directions
1,Total skin disinfection:apply directly to skin,either by spraying or wiping, for 1 minute
2,Mucous membrane disinfection(not suitable for use on vaginal mucosa) ;

2.1,Rinse oral cavity using the undiluted solution for 1 minute.Rinse mouth out with water after
disinfecting.

2.2,Apply directly to the membrane and rub into the surface for one minute.
3, Hand sanitizingDApply directly to hands,either by spraying or wiping, and rub in for 1 minute.

4,Hand sanitizing for surgical purposeslApply directly to hands, either by spraying, wiping, or soaking
in the undiluted solution, for 3 minutes.

5,Disinfecting the surfaces of objectsUApply directly to the surface, either by spraying or wiping, for
10 minutes.

Other information

1, If there is any precipitation observed as a result of the storage process, this is a normal phenomenon
and does not affect the product's efficacy.

2, For external use only,oral administration is strictly prohibited.
3,Please keep the product out of reach of children.

4, When used for mucous membrane disinfection,this should be limited to diagnosis and treatment inside
medical institutions.

5, Do not use if any allergies against polyhexamethylene biguanidene are known, people with allergies
should use with caution.



6,This product cannot be used together with soap or other anionic detergents.

7, This product has a moderately corrosive effect on carbon steel, but is suitable for the disinfection of
copper,

stainless steel,aluminum, and ceramic surfaces.

INACTIVE INGREDIENTS

Water,citric acid,aromatics,alcohol.

Package Label - Principal Dis play Panel

H ea 't h y Instructions for l§2 1 ® Disposable Spray Disinfectant

u % I [Product Name] Dlsposab\e Spray Disinfectant

[Active ine (0.4% ) [Purpose] Antimicrobial disinfectant

Health y [Specification] 509m|

[Scope of Application] Suitable for use on skin, mucous membranes, hands, and the surfaces of hard objects.

uA [Antibacterial Category] The product can kill pyogenic coccus, ic bacteria, path yeast
fungi, and other bacteria commonly found in hospitals.

[Directions for Use]
1, Total skin disinfection: apply directly to skin, either by spraying or wiping, for 1 minute.
2, Mucous membrane disinfection (not suitable for use on vaginal mucosa):
2.1, Rinse oral cavity using the undiluted solution for 1 minute. Rinse mouth out with water after disinfecting.
2.2, Apply directly to the membrane and rub into the surface for one minute.
3, Hand sanitizing: Apply directly to hands, either by spraying or wiping, and rub in for 1 minute.
4, Hand sanitizing for surgical purposes: Apply directly to hands, either by spraying, wiping, or soaking in the
undiluted solution, for 3 minutes.
5, Disinfecting the surfaces of objects: Apply directly to the surface, either by spraying or wiping, for 10 minutes.
[Precautions]
1, If there is any precipitation observed as a result of the storage process, this is a normal phenomenon and does
: e not affect the product's efficacy.
D|5posab|e Spray Disinfectant 2, For external use only, oral administration is strictly prohibited.
3, Please keep the product out of reach of children.
4, When used for mucous membrane disinfection, this should be limited to d is and inside medical i
5, Do not use if any allergies against polyhexamethylene biguanidene are known, peup)e with allergies should use with caution.
6, This product cannot be used together with soap or other anionic detergents.
7, This product has a moderately corrosive effect on carbon steel, but is suitable for the disinfection of copper,
stainless steel, aluminum, and ceramic surfaces.
[Storage Method] Store in a cool, dry, well-ventilated and clean room with relative humidity not exceeding 80%
and no corrosive gases.
[Expiry Date] One year after date of production
[Sanitation License Number] (Hunan) Disinfectant Product Number (2016 ) No.0004.
[Product Standards Number] Q/AELQ 001-2016
[Inactive Ingredients] water, citric acid, aromatics, and alcohol.
[Manufacturing Enterprise/ Responsible Enterprise]

17FI OZ/SOO ml Hunan Cihui Medical Technology Co. Ltd.

[Production Address] 6/F, Building 3, Haiping Medical Equipment Park, No.229 Guyuan Road, High-tech Development

rea, Changsha, Hunan Province, China.

A
[Contact Number] 0086-0731-88577028
6119712641850547

Hunan Cihui Medical Technology Co.Ltd p S
Batch Number 20032801

Production Date 20200328
ExpirationDate 20210327

500ml
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Disposable Spray Disinfectant

1.7Floz/50ml

Hunan Cihui Medical Technology Co.Ltd

Instructions for l§E £® Disposable Spray Disinfectant

[Product Mame] Disposable Spray Dlsmfecta nt

[Active Ingredients] Polyh iyl biguanidine { 0.4% ) [Purpose] Antimicrobial disinfectant

[Specification] 50ml

[Scope of Application] Suitable for use on skin, mucous membranes, hands, and the surfaces of hard objects

[Antibacterial Category] The product can kill pyogenic coccus, enteropathogenic bacteria, pathogenic yeast
fungi, and other bacteria commaonly found in hospitals.

[Directions for Use]
1, Total skin disinfection: apply directly to skin, either by spraying or wiping, for 1 minute.
2, Mucous membrane disinfection (net suitable for use on vaginal mucosa):
2.1, Rinse oral cavity using the undiluted solution for 1 minute. Rinse mouth out with water after disinfecting.
2.2, Apply di ctly to the membrane and rub into the surface for one minute.
3, Hand sa ing: Apply directly to hands, either by spraying or wiping, and rub in for 1 minute.
4, Hand sanitizing for surgical purposes: Apply directly to hands, either by spraying, wiping, or soaking in the
undiluted solution, for 3 minutes.
5, Disinfecting the surfaces of abjects: Apply directly to the surface, either by spraying or wiping, for 10-minutes.
[Precautions]
1, If there is any precipitation observed as a result of the storage process, this is a normal phenomenon and does
not affect the product's efficacy.
2, For external use only, oral administration is strictly prohibited.
3, Please keep the product out of reach of children.
4, When used for mucous membrane disinfection, this should be limited to diagnosis and treatment inside medical institutions
5, Do not use if any allergies against polyhexamethylene biguanidene are known, people with allergies should use with cautien.
&, This product cannot be used together with soap or other anionic detergents.
7, This product has a moderately corrosive effect on carbon steel, but is suitable for the disinfection of copper,
stainless steel, aluminum, and ceramic surfaces.
[Storage Method] Store in a cool, dry, well-ventilated and clean room with relative humidity not exceeding 80%
and no corrosive gases.
[Expiry Date] One year after date of production
[Sanitation License Number] (Hunan) Disinfectant Product Number { 2016 ) No.0004.
[Product Standards Mumber] Q/AELQ 001-2016
[inactive Ingredients] water, citric acid, aromatics, and alcohol.
[Manufacturing Enterprise/ Responsible Enterprise]
Hunan Cihui Medical Technology Co. Ltd.
[Production Address] 6/F, Building 3, Haiping Medical Equipment Park, No.229 Guyuan Road, High-tech Development

Area, Changsha, Hunan Province, China.

[Contact Number] 0086-0731-88577028
&505

Made in China

Batch Mumber 20033001
Production Date 20200330
Expiration Date 20210329

50ml

]
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Instructions for l§E ® Disposable Spray Disinfectant

[Product Name] Disposable Spray Disinfectant
[Active Ingredients] Polyh hyl biguanidine { 0.4% ) [Purpose] Antimicrobial disinfectant

Healthv [Specification] 70ml
® [Scope of Application] Suitable for use on skin, mucous membranes, hands, and the surfaces of hard objects
Eb. ﬁ i [Antibacterial Category] The product can kill pyogenic coccus, enteropathogenic bacteria, pathogenic yeast
-] fungi, and other bacteria commonly found in hospitals.
[Directions for Use]
1, Total skin disinfection: apply directly to skin, either by spraying or wiping, for 1 minute.
2, Mucous membrane disinfection {net suitable for use on vaginal mucosa)
2.1, Rinse oral cavity using the undiluted solution for 1 minute. Rinse mouth out with water after disinfecting.
2.2, Apply directly to the membrane and rub into the surface for one minute.
3, Hand sanitizing: Apply directly to hands, either by spraying or wiping, and rub in for 1 minute.
4, Hand sanitizing for surgical purposes: Apply directly to hands, either by spraying, wiping, or soaking in the
undiluted solutien, for 3 minutes.
5, Disinfecting the surfaces of objects: Apply directly to the surface, either by spraying or wiping, for 10 minutes.
[Precautions]
1, If there is any precipitation observed as a result of the storage process, this is a normal phenomenon and does
not affect the product's efficacy.
2, For external use only, oral administration is strictly prohibited.
H i 3, Please keep the product out of reach of children.
D|5P°5ah|e SPraﬁ’ Dl S niecmnt 4, When used for mucous membrane disinfection, this should be limited to diagnosis and treatment inside medical institutions.
5, Do notuse if any allergies against polyhexamethylene biguanidene are known, people with allergies should use with caution.
6, This product cannot be used together with soap or other anionic detergents.
7, This product has a moderately corrosive effect on carbon steel, but is suitable for the disinfection of copper,
stainless steel, aluminum, and ceramic surfaces.
[Storage Method] Store ina cool, dry, well-ventilated and clean room with relative humidity not exceeding 80%
and no corrosive gases.
[Expiry Date] One year after date of production
[Sanitation License Number] (Hunan) Disinfectant Product Number { 2016 ) No.0004.
[Product Standards Mumber] Q/AELQ 001-2016
[Inactive Ingredients] water, citric acid, aromatics, and alcohol
[Manufacturing Enterprise/ Responsible Enterprise]
Hunan Cihui Medical Technology Co. Ltd.
[Production Address] 6/F, Building 3, Haiping Medical Equipment Park, No.229 Guyuan Road, High-tech Development
Area, Changsha, Hunan Province, China.

2.4Floz/70ml [Contact Number] 0086-0731-88577028
Made in China
Hunan Cihui Medical Technology Co.Ltd BatchNumber 20032001 23 || || |
ProfiucltlonDate 20200329 .
Expiration Date 20210328 .
6 9712641850561

/0ml]

Instructions for [ -® Disposable Spray Disinfectant

Healthy Healthy

HAH E :t [Product Name] Disposable Spray Disinfectant

HA % i [Acti ly hylene idine ( 0.4% ) [Purpose] Antimicrobial disinfectant
[= ] [Specification] 200ml

[Scope of Application] Suitable for use on skin, mucous membranes, hands, and the stirfaces of hard objects.
[Antibacterial Category] The product can kill pyogenic coccus, enteropathogenic bacteria, pathogenic yeast
fungi, and other bacteria commonly found in hospitals.

[Directions for Use]

1, Total skin disinfection: apply directly to skin, either by spraying or wiping, for T minute.

2, Mucous membrane disinfection (not suitable for use on vaginal mucosaj:

2.1, Rinse oral cavity using the undiluted solution for 1 minute. Rinse mouth out with water after disinfecting

2.2, Apply directly tothe membrane and rub into the surface for one minute.

3, Hand sanitizing: Apply directly to hands, either by spraying or wiping, and rub infor 1 minute.

4, Hand sanitizing for surgical purposes: Apply directly to hands, either by spraying, wiping, or soaking in the undiluted solution, for 3 minutes.

5, Disinfecting the surfaces of objects: Apply directly to the surface, either by spraying or wiping, for 10 minutes.

. Cor [Precautions]
Disposable Spray Disinfectant 316 e iy AT O et 2 VeI e e 72158 i B e it e AR A G my

2, For external use only, oral administration is strictly prohibited.

3, Please keep the product out of reach of children.

4, When used for mucous membrane disinfection, this should be limited to diagnosis and treatment inside medical institutions.

5, Do not use if any allergies against polyhexamethylene biguanidene are known, people with allergies should use with caution.

0} 6, This product cannot be used together with soap ar other anionic detergents.

7, This product has a moderately carrosive effect on carbon steel, but is suitable for the disinfection of copper, stainless steel, aluminum, and ceramic surfaces.
[Storage Method] Storeina cool, dry, well-ventilated and clean room with relative humidity not exceeding 80% and no corrosive gases.
[Expiry Date] One year after date of production
[Sanitation License Number] (Hunan) Disinfectant Product Number ( 2016 ) No.0004.
[Product Standards Number] Q/AELQ 001-2016
[inactive Ingredients] water, citric acid, aromatics, and alcohol.
[ Enterprise/ ible Enterprise] Hunan Cihui Medical Technology Co. Ltd.
[Production Address] 6/F, Building 3, Haiping Medical Equipment Park, No.229 Guyuan Road, High-tech Development Area, Changsha, Hunan Province, China.
[Contact Number] 0086-0731-88577028

7Floz/200ml Made in China ||
6llor12641850554

s

Hunan Cihui Medical Technology Co.Ltd Brsdictimon 130200527
ExpirationDate 20210326

200ml



Disposable Spray Disinfectant

8Floz/250ml

Instructions for I§2E 1 ® Disposable Spray Disinfectant

[Product Name] Disposable Spray Disinfectant
[Active Ingredients] Polyhexamethylene biguanidine { 0.4% ) [Purpose] Antimicrobial disinfectant
[Specification] 250ml|
[Scope of Application] Suitable for use on skin, mucous membranes, hands, and the surfaces of hard objects.
[Antibacterial Category] The product can kill pyogenic coceus, enteropathogenic bacteria, pathogenic yeast
fungi, and other bacteria commonly found in hospitals.
[Directions for Use]
1, Total skin disinfection: apply directly to skin, either by spraying or wiping, for 1 minute.
2, Mucous membrane disinfection (not suitable for use on vaginal mucosa):
2.1, Rinse oral cavity using the undiluted solution for 1 minute. Rinse mouth out with water after disinfecting.
2.2, Apply directly to the membrane and rub inte the surface for ane minute.
3, Hand sanitizing: Apply directly to hands, either by spraying or wiping, and rub in for 1 minute.
4, Hand sanitizing for surgical purposes: Apply directly to hands, either by spraying, wiping, or soaking in the
undiluted solution, for 3 minutes.
5, Disinfecting the surfaces of objects: Apply directly to the surface, either by spraying or wiping, for 10 minutes
[Precautions]
If there is any precipitation observed as a result of the storage process, this is a normal phenomenan and does
not affect the product’s efficacy.
For external use only, oral administration is strictly prohibited
Please keep the product out of reach of children.
When used for mucous membrane disinfection, this should be limited to diagnosis and treatment inside medical institutions.
Do not use if any allergies against polyhexamethylene biguanidene are known, people with allergies should use with caution
This product cannot be used together with soap or other anionic detergents.
This product has a moderately corrosive effect on carbon steel, but is suitable for the disinfection of copper,
stainless steel, aluminum, and ceramic surfaces.
[Storage Method] Store in a cool, dry, well-ventilated and clean room with relative humidity not exceeding 80%
and no corrosive gases.
[Expiry Date] One year after date of production
[Sanitation License Number] (Hunan) Disinfectant Praduct Number { 2016 ) No.0004.
[Product Standards Number] Q/AELQ 001-2016
[Inactive Ingredients] water, citric acid, aromatics, and alcohol
[Manufacturing Enterprise/ Responsible Enterprise]
Hunan Cihui Medical Technology Co. Ltd.
[Production Address] 6/F, Building 3, Haiping Medical Equipment Park, No.229 Guyuan Road, High-tech Development

il S ]

[Contact Number] 0086-0731-88577028
Made in China

Batch Number 20033101
Production Date 20200331
Expiration Date 20210330

Hunan Cihui Medical Technology Co.Ltd

Area, Changsha, Hunan Provinee, China.
619 5

71264185058

ZXE250ml

DISPOSABLE DISINFECTANT

disposable spray disinfectant spray

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:74762-001

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
PO LIHEXANIDE (UNII: 322U039 GMF) (POLIHEXANIDE - UNII:322U0 39 GMF)

Inactive Ingredients

Ingredient Name
CITRIC ACID MO NO HYDRATE (UNIL: 2968 PHW8 QP)
ALCOHOL (UNIE: 3K9958 V90 M)
WATER (UNIE: 059 QFOKOOR)

Basis of Strength Strength
POLIHEXANIDE 0.4g in 100 mL
Strength



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:74762-001-01 50 mL in 1 BOTTLE; Type 0: Nota Combination Product 04/15/2020

2 NDC:74762-001-02 70 mL in 1 BOTTLE; Type 0: Nota Combination Product  04/15/2020

3 NDC:74762-001-03 200 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/15/2020

4 NDC:74762-001-04 250 mL in 1 BOTTLE; Type 0: Nota Combination Product 04/15/2020

5 NDC:74762-001-05 500 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/15/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
unapproved drug other 04/15/2020

Labeler - Hunan Cihui Medical Technology Co., Ltd. (404377938)
Registrant - Hunan Cihui Medical Technology Co., Ltd. (404377938)

Establishment
Name Address ID/FEI Business Operations
Hunan Cihui Medical Technology Co., Ltd. 404377938 manufacture(74762-001)

Revised: 4/2020 Hunan Cihui Medical Technology Co., Ltd.
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