HAND SANITIZER- hand sanitizer gel
Guangzhou Shiruoni 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.

Hand Sanitizer

Active Ingredient(s)
Alcohol 75% v/v. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

Hand Sanitizer to help reduce bacteria on skin

Directions

Squeeze a generous amount onto dry hands Spread from the fingertips over palms and backs of hands.
Allow to dry without wiping or rinsing

CAUTION WARNING

Flammable liquid and vapour. Keep away from heat/sparks/open flames/ hot surfaces. No smoking.
Avoid contact with eyes. In case of contact, rinse eye thoroughly with tepid water. Do not use on
broken or irritated skin. Keep out of the reach of children. If swallowed, seek medical advice
immediately and show container.Stop use and ask doctor if irritation or rash appears and last

Other information
store below 106 F(41 C)

May discolor certain fabrics or surfaces

Inactive ingredients

Aqua, Xanthan Gum, Activated silver ion colloid, Hydrogen Peroxide

Do notuse
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Drug Facts

ACTIVE INGREDIENTS: Purpose
Ethyl Alcohol 75.0% ...............oe........Antimicrobial

USE: Hand Sanitizer to help reduce bacteria on skin.

DIRECTIONS: Squeeze a generous amount onto dry
hands. Spread from the fingertips over palms and
backs of hands. Allow to dry without wiping or rinsi

CAUTION WARNING: Flammable liquid and vapour.
Keep away from heat / sparks / open flames / hot
surfaces. No smoking. Avoid contact with eyes. In case
of contact, rinse eye thoroughly with tepid water. Do
not use on broken or irritated skin. Keep out of the
reach of children. If swallowed, seek medical advice
immediately and show container.Stop use and ask
doctor if irritation or rash appears and last.

OTHER INFORMATION: store below 106° F (411C).
May discolor certain fabrics or surfaces.

INACTIVE INGREDIENTS: Agua, Xanthan Gum,
Activated silver ion colloid, Hydrogen Peroxide

MFG:04/2020
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Drug Facts

ACTIVE INGREDIENTS: Purpose
Ethyl Alcohol 75.0% .....oomeeeveece..... ANtimicrobial

USE: Hand Sanitizer to help reduce bacteria on skin,

DIRECTIONS: Squeeze a generous amount onto dry
hands. Spread from the fingertips over palms and
backs of hands. Allow to dry without wiping or rinsing.

CAUTION WARNING: Flammable liquid and vapour,
Keep away from heat / sparks / open flames / hot
surfaces. No smoking. Avoid contact with eyes. In case
of contact, rinse eye thoroughly with tepid water. Do
not use on broken or irritated skin. Keep out of the
reach of children. If swallowed, seek medical advice
immediately and show container.Stop use and ask
doctor if irritation or rash appears and lasL.

OTHER INFORMATION: store below 106° F (41C).
May discolor certain fabrics or surfaces.

INACTIVE INGREDIENTS: Agua, Xanthan Gum,
Activated silver ion colloid, Hydrogen Peroxide
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Drug Facts

ACTIVE INGREDIENTS: Purpose
Ethyl Alcohol 75.0% ...........c..c.co...... ANTIMiICrobial

USE: Hand Sanitizer to help reduce bacteria on skin.

DIRECTIONS: Squeeze a generous amount onto dry
hands. Spread from the fingertips over palms and
backs of hands. Allow to dry without wiping or rinsing.

CAUTION WARNING: Flammable liquid and vapour.
Keep away from heat / sparks / open flames / hot
surfaces. No smoking. Avoid contact with eyes. In case
of contact, rinse eye thoroughly with tepid water. Do
not use on broken or irritated skin. Keep out of the
reach of children. If swallowed, seek medical advice
immediately and show container.Stop use and ask
doctor if irritation or rash appears and last.

OTHER INFORMATION: store below 106" F (41 C).
May discolor certain fabrics or surfaces.

INACTIVE INGREDIENTS: Aqua, Xanthan Gum,
Activated silver ion colloid, Hydrogen Peroxide
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Drug Facts

ACTIVE INGREDIENTS: Purpose
Ethyl Alcohol 75.0% Antimicrobial
USE: Hand Sanitizer to help reduce bacteria on skin.
DIRECTIONS: Sgueeze a generous amount onto dry

hands. Spread from the fingertips over palms and
backs of hands. Allow to dry without wiping or rinsing.

CAUTION WARNING: Flammable liquid and vapour.
Keep away from heat / sparks / open flames / hot

surfaces. No smoking. Avoid contact with eyes. In case
of contact, rinse eye thoroughly with tepid water. Do
not use on broken or irritated skin. Keep out of the
reach of children. If swallowed, seek medical advice
immediately and show container.Stop use and ask
doctor if irritation or rash appears and last.

OTHER INFORMATION: store below 106" F (411C).
May discolor certain fabrics or surfaces.

INACTIVE INGREDIENTS: Agua, Xanthan Gum,
Activated silver ion colloid, Hydrogen Peroxide
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Drug Facts

ACTIVE INGREDIENTS: Purpose
USE:

DIRECTIONS: Squeeze

CAUTION WARNING:
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HAND SANITIZER

hand sanitizer gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:75605-005

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNIE: 3K9958 V90 M) (ALCOHOL - UNIE3K9958 V90 M) ALCOHOL 75 mL in 100 mL



Inactive Ingredients
Ingredient Name Strength
SILVER (UNIE: 3M4G523W1G)
XANTHAN GUM (UNIE: TTV12P4NEE)
HYDRO GEN PERO XIDE (UNI: BBX060AN9V)
WATER (UNI: 059 QFOKOOR)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:75605-005-01 60 mL in 1 BOTTLE; Type 0: Nota Combination Product  04/21/2020

2 NDC:75605-005-02 100 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/21/2020

3 NDC:75605-005-03 150 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/21/2020

4 NDC:75605-005-04 250 mL in 1 BOTTLE; Type 0: Nota Combination Product 04/21/2020

5 NDC:75605-005-05 300 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/21/2020

6 ON?C:75605'005' 500 mL in 1 BOTTLE; Type 0: Nota Combination Product 04/21/2020

7 NDC:75605-005-07 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/21/2020

NDC:75605-005- 5000 mL in 1 BOTTLE; Type 0: Nota Combination

08 Product 04/21/2020

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 04/21/2020

Labeler - Guangzhou Shiruoni Cosmetics Co.,Ltd (551125378)

Establishment
Name Address ID/FEI Business Operations
Enter Establishment Name 551125378 manufacture(75605-005)

Revised: 4/2020 Guangzhou Shiruoni Cosmetics Co.,Ltd
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