HAND SANITIZER- alcohol gel
Jinhua City Wellmae Cosmetics 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(s)
Active Ingredient: Alcohol 62% Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

Warnings

For external use only. Flammable. Keep away from heat or flame

Do notuse

Stop using this product and ask a doctor if: irritation or redness develops and lasts.
When using this product:Avoid contact with eyes. If contact occurs, rinse with water.
Stop using this product and ask a doctor if: irritation or redness develops and lasts.

In case of accidental ingestion, cet med al help or contact a Poison Control Center immediatelly

Directions
¢ Wet hands thoroughly and rub together until dry. Not recommended for infants

Other information

Inactive ingredients
AQUA,Propylene Glycol,Carbopol 940
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Hand Sanitizer

1.77 FL.0Z / 50 mL

HAND SANITIZER

Drug Facts

Active Ingredient: Alcohol 75% Purpose: Antiseptic

Uses: Reduce bacteria on hands.

Warnings: For external use only. lammable, keep away from fire or flame.

When using this product:
Avaid contact with eyes. If contact occurs, rinse with water.

Stop using this product and ask a doctor if: irritation or redness develops and lasts.

Keep out of reach of children:

In case of accidental ingestion, get medical help or contact a Poison Control Center immediately.

Directions: Wet hands thoroughly and rub together until dry. Not recommended for infants.

Other Information: Do notstore above 105°F. May discolor some fabrics, Harmful to wood finishes and plastics.

Inactive ingredients: Alcohol Purified water,Glycerin, Triethanalamine, Carbomer, Parfum, Vitamin E Aloe Vera.
May Contain: FD&C RED NO. 4(C1 14700), FD&C YELLOW NO. 5{CI 19140), FDAC BLUE NO. 1 (C1 £2090)

MANUFACTURED AND DISTRIBUTED BY: WABRNING:
JINHUA WELLMAE COSMETICS CO,LTD /N WARNING:
NO.10 CHUANGYE ROAD,LUODIAN INDUSTRIAL PARK, CHOKING HAZARD!- smail

JINHUA CITY,ZHEJIANG PROVINCE,CHINA. NOT,FOR|CHIUDREN|UNDER'3 YEARS|OLD!

098 FL.0Z /29 mL
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HAND SANITIZER

Drug Facts
Active Ingredient: Alcohal 75% Purpose: Antiseptic

Uses: Reduce bacteria on hands.

Warnings: For external use only. Flammable, keep away from fire or flame.

When using this product:
Avoid contact with eyes. If contact occurs, rinse with water.

Stop using this product and ask a doctor if: irritation or redness develops and lasts.

Keep out of reach of children:

In case of accidental ingestion, get medical help or contact a Poison Control Center immediately.

Directions: Wet hands thoroughly and rub together until dry. Not recommended for infants.

Other Information: Do not store above 105°F. May discolor same fabrics. Harmful to wood finishes and plastics,

Inactive ingredients: Alcohol,Purified water, Glycerin,Trigthanolamine,Carbomer, Parfum, Vitamin E,Aloe Vera.
May Contain: FD&C RED NO. 4 (C1 14700}, FD&C YELLOW NO. 5 (C1 19140}, FD&C BLUE NO. 1{C1 42090}

MANUFACTURED AND DISTRIBUTED BY: .
JINHUA WELLMAE COSMETICS CO,LTD _ WM@E
NO.10 CHUANGYE ROAD,LUODIAN INDUSTRIAL PARK, ||-(e3 5 (0] 1\ (€] [} 4\ 2 0o el
JINHUA CITY,ZHEJIANG PROVINCE,CHINA. INOT FORICHIDREN UNDER 3 )YEARSIOLDY

HAND SANITIZER
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:75427-002

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNI: 3K9958 V90M) (ALCOHOL - UNI:3K9958 V90 M) ALCOHOL 75 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
CARBOMER COPOLYMER TYPE A (UNII: 71DD5V995L)
WATER (UNIL: 059QF0KOOR)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:75427-002-01 29 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

2 NDC:75427-002-02 50 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

Marketing Information

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

Labeler - jinhua City Wellmae Cosmetics Co., Ltd. (543459963)

Establishment
Name Address ID/FEI Business Operations
Jinhua City Wellmae Cosmetics Co., Ltd. 543459963 manufacture(75427-002) , label(75427-002)

Revised: 4/2020 Jinhua City Wellmae Cosmetics Co., Ltd.
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