INSTANT HAND SANITIZER- instant hand s anitizer gel
Guangdong Gadetin Daily Necessities 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.

Instant Hand Sanitizer

Purpose
e Water-free Formula specially developed Water-free hand sanitize gel is formulated with food-
grade alcohol, it effectively kills 99. 9% bacteria by rubbing hands thoroughly No Water Washing
required and Cleans your hands at anywhere and anytime.
e Care your hand: The specially added extract of Australian Tea tree oil and Vitamin Eeffectively
kills microorganism Whilenourishing and moisturizing skin.

Active Ingredients

Ethyl alcohol, 70-80%(V/V)

Use

To help reduce bacteria on the skin

Directions

Take appropriate amount of this product to the palm, rub hands until dry, no need water to wash.

Warnings
e Keep out of reach of children
Flammable. Keep away from fire or flame
For external use only
Stored in a dry and cool place. Avoid direct sunlight

Do notuse
¢ inchildrenless than 2 months of age
® 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.



Other information
e Store between 15-30C (59-86F)
® Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

ISOPROPYL ALCOHOL, TROLAMINEME MELALEUCA ALTERNIFOLIA LEAF,
TOCOPHEROL, CARBOMER INTERPOLYMER TYPE A(ALLYL SUCROSE
CROSSLINKED),WATER

Label
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KILLS 99.9%
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Protect your hands safe and
health from viruses and bacteria.

| Active Inngredient]
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To help reduce bacteria on the skin
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For external use only.
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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 a%e when using this product to avoid swallowing.
[ Other Information]
Store below 30°C. HIGHLY FLAMMABLE.
[ Inactive inFredients]
Water, Acrylates/C10-30 Alkyl Acrylate Crosspolymer,
Triethanolamine, Melaleuca Alternifolia (Tea Tree)
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Instant Hand Sanitizer

Protect your hands safe and |
health from viruses and bacteria.

| Active Ingredient]

Alcohol 70% v/v. .....Purpose: Antiseptic

[Use]

To help reduce bacteria on the skin

| WARNINGS ]

For external use only. Flammable. Keep away from heat or flame
[DoNot Use]

Do not swallow. Avoid eyes. Keep ot of reach of children. Do not use
oninflamed, broken or sensitive skin,

| When Using This Product]

For external use only. Stop use and ask a doctor if iritation 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 Paison 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 below 30°C. HIGHLY FLAMMABLE.

[ Inactive ingredients]

Water, Acrylates/C10-30 Alkyl Acrylate Crosspolymer,
Triethanolamine, Melaleuca Altemifolia (Tea Tree) Extract,
Tocopherol
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[ Active Ingredient] o
Albohol 0% VNV. ... Purpose: Antiseptic
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Do not swallow. Avoid eyes. Keep out of reach of children. Do not
use on inflamed, broken or sensitive skin.

[ When Using This Product]
For external use only. Stop use and ask a doctor f irrtation or rash

(o] ° oceurs, These may be swgns 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
usm%th\s Produqto avoid swallowing.

[ Other Information]

Store below 30°C. HIGHLY FLAMMABLE.

[ Inactive ingredients)

Water, Acrylates/C10-30 Alkyl Acrylate Crosspolymer,
Triethanolamine, Melaleuca Alternifolia (Tea Tree) Extract,
Tocopherol
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INSTANT HAND SANITIZER
instant hand sanitizer gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:75373-005
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ISOPROPYL ALCOHOL (UNI: ND2M416302) (ISOPROPYL ALCOHOL - ISOPROPYL 72 mL

UNIE:ND2M416302) ALCOHOL in 100 mL



Inactive Ingredients

Ingredient Name Strength
CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNII: 59 TL3WG5CO) 0.25¢g in 100 mL
TROLAMINE (UNII: 903K93S3TK) 0.1g in 100 mL
WATER (UNIL: 059 QFOKOOR)
TOCOPHEROL (UNI: ROZB2556P8) 0.0001g in 100 mL
MELALEUCA ALTERNIFOLIA LEAF (UNI: G43C5716 2K) 0.0001g in 100 mL
Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:75373-005-01 60 mL in 1 BOTTLE; Type 0: Nota Combination Product  04/18/2020
2 NDC:75373-005-02 100 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/18/2020
3 NDC:75373-005-03 350 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/18/2020
4 NDC:75373-005-04 500 mL in 1 BOTTLE; Type 0: Nota Combination Product 04/18/2020
5 NDC:75373-005-05 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/18/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 04/18/2020

Labeler - Guangdong Gadetin Daily Necessities Co., Ltd. (560077074)

Establishment

Name Address ID/FEI Business Operations
Guangdong Gadetin Daily Necessities Co., Ltd. 560077074 manufacture(75373-005)

Revised: 4/2020 Guangdong Gadetin Daily Necessities Co., Ltd.
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