LUXURY HAND SANITIZER- ethyl alcohol gel
TSM ITHALAT IHRACAT SANAYI VE DIS TICARET LIMITED SIRKETI

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.

Luxury Hygiene Hand Sanitizer: Advanced Regular

Active Ingredients
Ethyl Alcohol 70%
Purpose: Antiseptic

Purpose

Antiseptic

Uses
® to helps reduce bacteria on the skin.
e For use when soap and water are not available

Directions
® Place enough product in your palmto thoroughly cover your hands
¢ Rub hands together briskly until dry
e Childrenunder 6 years of age should be supervised when using this product.

Warnings
For external use only.

Flammable. Keep away from fire or flame.

Safety Instructions

Flammable, Keep away from fire and flame

Ask Doctor

Stop Use and Ask a doctor if irritation or redness develops

KEEP OUT OF REACH OF CHILDREN

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

Other Information

Store below 110°F (43°C)
May discolor certain fabrics or surfaces.

Inactive Ingredients



water, glycerin, carbomer, aminomethyl propanol, fragrance, Aloe, Tocopheryl Acetate. Please review
Label for further details
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Active ingredient Purpose
Ethyl Alcohol T0% viv. Antiseptic
Uses to help reduce bacteria on the skin, For use when soap and water
are not available,

Warnings For external use only. m flammable W keep away from

source of heat or fire

When using this product avoid contact with eyes, If contact ocours,
rinse thoroughly with water,

Stop use and ask a doctor f irritation or redness develops and lasts.

Keep out of reach of children. In case of accidental ingastion, get medical

help or contact a Poison Control Center immediately.

Directions

m put enough product in your palm to cover hands and rub hands together until dry,
W children under 6 years should be supervised when using this product,

Other information
m store at a temperature below 110°F (43°C),
W may discolor certain fabrics or surfaces.

Inactive Ingredients: Water (Aqua), Glycerin, Tocopheryl
Acetate, Garbomer, Aminomethyl Propanol, Fragrance
(Parfum).

B Moisturizing Formula
with Vitamin E

TSM Brands LLC

540 Equinox Ln
Manalapan, NJ 07726
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Drug Facts
Active Purpose
Etnyl Alcohal 70% viv. Anliseplic
Uses t help reduce bacteria an the skin, For wse when soap and water
are not 2vailable,

Warnings For external use orlly. m lammable m keep away from
source of heat or fire

When uging this product awoid contact with eves. K contact nocurs,

rirse thoraugHly with waler

Stop use and &=k a docter If irritation of redness devedops and lasts.
Keep out of reach of children, I case of accidental ingestin, get medicd
hel ar cantact a Poison Control Canter immedistely.

Directions

m put enough product in your palm o cover hands and rub hands ingether ustl dre
m chilkiren under & years should be supervised when using this praduct.
Other information

W store 2t 3 temperatue below 110°F (43°Ch
u may discoor certain fabrics or surfaces.

Inactive Ingredients: Water (Aqua), Glycerin, Tocopheryl
Acetate, Carbomer, Aminomethyl Fropanol, Fragrance

(Farfum).
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Active ingredient Purpose
Ethyd Alconol 70% i, Antiseptic
Uses to help reduce bacteria an the skin. For use when soap and water

are nat available.
Warnings For external use only. m flammable m keep away from

source of heat or fire

When using this product avoid contact with eyes, If contact cocurs,
rinse thoroughly with water.

Stop use and ask a doctor if irritation or redness develops and lasts.

Keep out of reach of children. b case of accidental ingestion, get medical

help or contact a Poison Control Center immediately.

Directi

m put enough product in your palm ta cover hands and rub hands togather until dry,
W children under & years should be supervised when wsing this product,

Other information
W store at a temperature bedow 110°F (43°C).
W may discalor certain fabrics or surfaces.

Inactive Ingredienis: Water (Agua), Glycerin, Tocopheryl
Acetate, Carbomer, Aminomethyl Propanol, Fragrance
(Parfum).

B Moisturizing Formula
with Vitamin E

540 Equinox Ln
Manalapan, NJ 07726
www._tsmbrands.com
Made in TURKEY
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Drug Facts
Active ingredient
Elhyl Aleohal 7% wh. Anligeplic
Uses o help reduce tacieria on the skin, For use when soap and wafer
are nol avalable,

Warmings For external use onlly. B Tammabic W kesg away from
soree of heat of fire

When using this product 2void contsct with eves, H contact peours,

Finge Tonoughly Wit water,

Stop uze and ask 3 dector [ Fritabion or recness develops and lests,
Keep out of reach of children, b case of aceidestal ingestion, get mesical
hedp of contact 2 Poison Gontrol Certer immedialdy

Directions

it g0t product i vour palm o cover Rands and b hands fogether sl dry,
W children under & years should be supervised when uging this product,
Oiher information

W stone at @ temparature balma 110°F (43'C)

W mey discolor certain fetwics or surfaces,

Inactive ingredients: Water (Aqua), Glysesin, Tocopheny
Acetate, Carbormer, Aminomethyl Propanal, Fragrance

with Vitamin E (Parfur).
TSM Brands LLC é
540 Equinox Ln
Manalapan, NJ 07726 =
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LUXURY HAND SANITIZER
ethyl alcohol gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:76772-020
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

ALCOHOL (UNIE: 3K9958 V90M) (ALCOHOL - UNIE3K9958 V90 M)

Inactive Ingredients
Ingredient Name
ALOE VERA LEAF (UNIL: ZY81Z83H0X)

ALCOHOL 0.7 mL in 1 mL

Strength




WATER (UNIE: 059 QFOKOOR)

GLYCERIN (UNI: PDC6A3C00X)

CARBOMER COPOLYMER TYPE A (UNIL: 71DD5V995L)
.ALPHA.-TO COPHEROL ACETATE, D- (UNI: A7E6 112E4N)
AMINO METHYLPROPANOL (UNI: LU49E6626Q)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:76772-020-47 472 mL in 1 BOTTLE; Type 0: Nota Combination Product 10/01/2020

2 NDC:76772-020-06 60 mL in 1 BOTTLE; Type 0: Nota Combination Product  10/01/2020

3 NDC:76772-020-10 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 10/01/2020

4 NDC:76772-020-23 236 mL in 1 BOTTLE; Type 0: Nota Combination Product 10/01/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 10/01/2020

Labeler - TSMITHALAT HRACAT SANAYIVE DIS TICARET LIMITED SIRKETI(533120570)

Registrant = TSMITHALAT THRACAT SANAYIVE DIS TICARET LIMITED SIRKET1(533120570)

Establishment

Name Address ID/FEI Business Operations
TSMITHALAT [HRACAT SANAYI VE DIS TICARET LIMITED SIRKETI 533120570 manufacture(76772-020)

Revised: 10/2020 TSMITHALAT IHRACAT SANAYI VE DIS TICARET LIMITED SIRKETI
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