ALCOHOL FREE ANTIBACTERIAL HAND SANITIZER- polyhexamethylene
biguanide gel
Ningbo Meilei Electrical Appliance 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.

Polyhexamethylene biguanide 0.09% (w/w)
Medical Glycerin[]Benzalkonium Chloride[JPurified water

Health care personnel hand rub to help reduce bacteria that potentially can cause
disease.

For external use only.Use with caution in people with polxhexammethyl metformin and
quaternary ammonium allergies.

Do notuse in children less than 2 months of age
Do notuse on open skin wounds
Avoid compatibility with soap and anions, and do not share it with other detergents

When using this product keep out of eyes[] ears,and mouth. In case of contact with
eyes, rinse eyesthoroughly 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 rightaway.

Antiseptic

Place enough product on hands to cover all surfaces.Rub hands together until dry.
Supervise children under 6 years of age when using this product to avoid swallowing.

Place enough product on hands to cover all surfaces.Rub hands together until dry.
Supervise children under 6 years of age when using this product to avoid swallowing.

Store between 5-40°C(41-104°F)
Avoid freezing and excessive heat above 50°C(122°F)



Polyhexamethylene Biguanide 0. 09%«

Topical Solution¢
Alcohol Free Antibacterial MEILEI<

Hand Sanitizer Gel<

Net: 40mL<

Drug Facts<'
Active ingredient[g] purpose«’
Polyhexamethylene Biguanide 0.09%(W/W)iviisiin i Antiseptic

Yse.fs1

Health care personnel hand rub to help reduce bacteria that potentially can cause disease«”

Warnings<

For external use gnly,Use with caution in people with polyhexammethyl metformin and quaternary
ammonium allergies.<

Do notuse™
® in children less than 2 months of age <

® on open skin wounds+'

® Avoid compatibility with soap and anions, and do not share it with other detergents«

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.<'

Directions«
® Place enough product on hands to cover all surfaces. Rub hands together until dry.<

® Supervise children under 6 years of age when using this product to avoid swallowing.<’

Other information«
® Store between 5-40C(41-104F)«

® Avoid freezing and excessive heat above 50°C(122°F )<

Inactive ingredients Medical Glycerin, Benzalkonium Chloride, purified water <




Polyhexamethylene Biguanide 0. 09%¢
Topical Solution«
Alcohol Free Antibacterial MEILEI<

Hand Sanitizer Gel<

Net: 50mL<

Drug Facts

Active ingredient[g] purpose<

Polyhexamethylene Biguanide 0.09%(W/W)iieiiiiniiiiiis s Antiseptic

Use.ls] <

Health care personnel hand rub to help reduce bacteria that potentially can cause disease«’

Warnings+

For external use gnly,Use, with caution in people with polyhexammethyl metformin and quaternary
ammonium allergies.<’

Do notuse

® in children less than 2 months of age </

® on open skin wounds+

® Avoid compatibility with soap and anions, and do not share it with other detergents«

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.<’

Directions«

® Place enough product on hands to cover all surfaces. Rub hands together until dry.«

® Supervise children under 6 years of age when using this product to avoid swallowing.'

Other information<’
® Store between 5-40C(41-104F)<’

® Avoid freezing and excessive heat above 50°C(122°F )<

Inactive ingredients Medical Glycerin, Benzalkonium Chloride, purified water <




Polyhexamethylene Biguanide 0. 09%
Topical Solution¢
Alcohol Free Antibacterial MEILEI<

Hand Sanitizer Gel<

Net: 60mL<

Drug Facts<’
Active ingredient[g] purpose-
Polyhexamethylene Biguanide 0.09%(W/W)iwioiwisiiis . Antiseptic

Warnings<'

For external use gnly,Use with caution in people with polyhexammethyl metformin and quaternary
ammonium allergies.<’

Do notuse
@® in children less than 2 months of age <

® on open skin wounds<

® Avoid compatibility with soap and anions, and do not share it with other detergents<

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.«

Directions«

® Place enough product on hands to cover all surfaces. Rub hands together until dry.<

® Supervise children under 6 years of age when using this product to avoid swallowing.<

Other information<’
® Store between 5-40C(41-104F)«

® Avoid freezing and excessive heat above 50°C(122°F )<

Inactive ingredients Medical Glycerin, Benzalkonium Chloride, purified water <




Polyhexamethylene Biguanide 0. 09%<

Topical Solution«
Alcohol Free Antibacterial MEILEI<

Hand Sanitizer Gel«

Net: 80mL<

Drug Facts<
Active ingredient[g] purpose:’
Polyhexamethylene Biguanide 0.09%(W/W)immmmaaa Antiseptic

Usa el

Health care personnel hand rub to help reduce bacteria that potentially can cause disease<

Warnings<'

For external use gnly,Use with caution in people with polyhexammethyl metformin and quaternary
ammonium allergies.<’

Do notuse
® in children less than 2 months of age «
® on open skin wounds¢'

® Avoid compatibility with soap and anions, and do not share it with other detergents<’

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.<'

Directions«
® Place enough product on hands to cover all surfaces. Rub hands together until dry.<

® Supervise children under 6 years of age when using this product to avoid swallowing.<

Other information«
® Store between 5-40C(41-104F)«

@® Avoid freezing and excessive heat above 50°C(122°F )«

Inactive ingredients Medical Glycerin, Benzalkonium Chloride, purified water «




Polyhexamethylene Biguanide 0. 09%<
Topical Solution¢
Alcohol Free Antibacterial MEILEI<

Hand Sanitizer Gel«

Net: 100mL¢

e
Drug Facts<
Active ingredient[g] purpose<
Polyhexamethylene Biguanide 0.09%(W/W).uwiiiie T ESTTIE
UseLs1

Health care personnel hand rub to help reduce bacteria that potentially can cause disease«’

Warnings<

For external use only,Use with caution in people with polyhexammethyl metformin and quaternary
ammonium allergies.<

Do notuse~

® in children less than 2 months of age «
® on open skin wounds+

® Avoid compatibility with soap and anions, and do not share it with other detergents«

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. <’

Directions«

® Place enough product on hands to cover all surfaces. Rub hands together until dry.«

® Supervise children under 6 years of age when using this product to avoid swallowing.+

Other information+
® Store between 5-40C(41-104F)«

® Avoid freezing and excessive heat above 50°C(122°F )<

Inactive ingredients Medical Glycerin, Benzalkonium Chloride, purified water <




Polyhexamethylene Biguanide 0.09%
Topical Solution

Aleohol Free Antibacterial MEILEI
Hand Sanitizer Gel

Met: 330mL

Drug Facts

Active ngredient [s] Purpose
Polyhexamethylens Biguanide 0.00% twhw) . e DunliSEDhC

Usefs]
Health care personnel hand rubto help reduce bactena that potentially can cause disease

| Wamings
For extemal use only. Use with caubion in peopls with polyhexammethyd metfommin and quatemary ammonium allenpies,

Do not use

® i children less than 2 months of age

®  on open skin wounds

®  Avod compatialty with soap and anions, and do not share it with ather detergents

When using this product keepoutofeyes ears. and mauth. In case of contaciwith eyes, ninse eyes thoroughly with water
stop use and ask a doctor ifimtation or rash occurs These may be sgns of a senous condibion
Keep out of reach of children. If swallowed, get medical help or contact a Poison Contrd Center nght away

Directions
®  Place enough produc on hands to cover all surfaces. Rub hands together until dry.
®  Supendse childen under B years of age when using this produd to avoid swallowing

Other information
#®  Stoe between S-40C[41-104F)
®  Avoid freezing and excessive heat above S0C({122F)

Tnactive Ingredients Glycenn, Benzalkonium Chlonce, punfiedwater

‘Polyhexamethylene Biguanide 0.09%
Toplcal Solution
Alcohol Free Antibacterial MEILEI
Hand Sanitizer Gel

Net: 360mL

Drug Facts
Active ingredient [s] Purpose
Polyneamet e e B Ui de O e N ) it et s et st esseas e s AATISE O

Usefs]
Health care persomnel hand rub to help reduce baclenia that potentially can cause disease

Wamings
For external use only. Use willh caution in peaple with polyhexammethy! metformin and qualemary ammoniurm alergies

Do not use

® nchildren i2ss than 2 months ofage

® onopen skin wounds

& Avoid compatibility with soap and anions, and do not share it with other detergents

When using this product keep out of eyes, ears, and mouth. In case of conlacl with eyes, rinse eyes thoroughly with water
stop use and ask a doctor ifirmtation 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 1o cover all surfaces. Rub hands together until ary
® Supervise children under 6 years of age when using this product to avoid swallowing:

Other information
® Slore belween 5-40C(41-104F)
® Avoid freezing and excessive heat above 50C(122F)

Inactive Ingredients Glycern, Benzalkonlum Chioride, purified water




Polyhexamethylene Biguanide 0.09%

Topical Solution

Alcohol Free Antibacterial MEILEI
Hand Sanitizer Gel

Net: 400mL

Drug Facts
Active ingredient [s] Purpose
Polyhexamethyiene Biguanide 0.09% (wiw) Antiseptic

Usefs]
Health care personnel hand rub to help reduce bacteria that potentially can cause disease

Warnings
For external use only. Use with caubion in people with poly hexammethyl metformin and quatermary ammonium alfergies

Do not use

® in children less than 2 months of age

® onopen skin wounds

® Avoid compatibility with soap and anions, and do not share it with other detergents

When using this product keep out of eyes, ears, and mouth. In case of contact with eyes, nnse eyes thoroughly with water

stop use and ask a doctor if irntation or rash occurs. These may be signs of a senous condition
Keep out of reach of children. |f swallowed, get medical help or contact a Poison Control Center right away

Directions
® Flace enough product on hands to cover all surfaces. Rub hands together until dry

® Supervise children under 6 years of age when using this product fo avoid swallowing

Other information
® Store bebween 5-40C(41-104F)
® Avoid freezing and excessive heat above 50C{122F)

| inactive ingredients Glycerin, Benzalkonium Chionide, purfied water

ALCOHOL FREE ANTIBACTERIAL HAND SANITIZER

polyhexamethylene biguanide gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:82658-002

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
POLIHEXANIDE (UNII: 322U039GMF) (POLIHEXANIDE - UNII:322U039GMF) POLIHEXANIDE 9 g in 10000 g

Inactive Ingredients
Ingredient Name Strength
BENZALKONIUM CHLORIDE (UNII: F5SUM2KM3W7)
WATER (UNIl: 059QFOKOOR)
GLYCERIN (UNIl: PDC6A3C0OO0X)



Packaging
# Item Code

NDC:82658-002-
01

NDC:82658-002-
02

NDC:82658-002-
03

NDC:82658-002-
04

NDC:82658-002-
05

NDC:82658-002-
06

NDC:82658-002-
07

NDC:82658-002-
08

Package Description Marketing Start Marketing End

Date Date
40 g in 1 BOTTLE; Type 0: Not a Combination 04/18/2022
Product

50 g in 1 BOTTLE; Type 0: Not a Combination 04/18/2022
Product

60 g in 1 BOTTLE; Type 0: Not a Combination 04/18/2022
Product

80 g in 1 BOTTLE; Type 0: Not a Combination 04/18/2022
Product

100 g in 1 BOTTLE; Type 0: Not a Combination 04/18/2022
Product

330 g in 1 BOTTLE; Type 0: Not a Combination 04/18/2022
Product

360 g in 1 BOTTLE; Type 0: Not a Combination 04/18/2022
Product

400 g in 1 BOTTLE; Type 0: Not a Combination 04/18/2022
Product

Marketing Information

Marketing
Category

unapproved drug
other

Application Number or Monograph Marketing Start Marketing End
Citation Date Date

04/18/2022

Labeler - Ningbo Meilei Electrical Appliance Co.,LTD (540125107)

Establishment
Name Address ID/FEI Business Operations
Ningbo Meilei Electrical Appliance Co.,LTD 540125107 manufacture(82658-002)

Revised: 3/2022

Ningbo Meilei Electrical Appliance Co.,LTD



