LACTONE PANTHENOL HAND SANITIZER- alcohol spray
ALL ONE KOZMETIK SANAYI DIS TICARET ANONIM 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.

Hand Sanitizer
L'ACTONE PANTHENOL SPRAY
HAND SANITIZER SPRAY

Active Ingredient(s)
Ethyl Alcohol 80%. Purpose: Antiseptic

Purpose

Antiseptic

Use

Hand Sanitizer Spray to help reduce bacteria that potentially can cause disease. For use when soap and
water are not available.

Warnings

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

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.

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

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

Inactive ingredients

Butan, Isobutan, Propan, Glycerol (Glycerin, Glycerine), Vitamin E, Panthenol



Package Label - Principal Dis play Panel
Producer

ALL ONE KOZMETIK SAN. VE DIS. TIC. A. S.
Sutluce Mahallesi

Uzunbayir Sokak No:44/4

Beyoglu/Istanbul

4.22 fl. oz.

FLAMMABLE

Production date: See bottle printed code.
Expiry date: 2 years after production date.
MADE IN TURKEY

80% Alcohol with PANTHENOL Vitamin E
- Very High Protection

- For All Skin Types



PANTHENOL
SPRAY

HAND SANITIZER SPRAY
EL TEMIZLEME SPREYI

80% Alcohol
with PANTHENOL
Vitamin E

- Very High
Protection
For All

" skin Types

125ml

Acfive Ingredient Purpose
Ethyl Alcohol 80%. . Antisaptic

For use when soap and water are not avallable.

Uses Hand Sanitizer Spray to help reduce bacteria that potentially can cause disease.

Warnings
For axtamal use OI'Ifjl'. Flammable, KEBP away from heat or flame.

Do not use

- In children lass than 2 montns of age

- on open skin wounds

When using this preduct, keep out of eyes, ears, and mouth. In case of contact
with eyes, rinse ayes thoroughly with watar.

Stop use and ask a doctor I ITtation or rash occurs. These may be signs of a
Serious condtion.

Keap out of reach of children. It swallowad, get medical help or contart a Polson
Control Genter right away.

Diractions:
- Place enmih rrcn:bctoh hands to cover all surfaces. Rub handslngdharunﬂdry
- Supervise ren under 6 years of age when using this product to avoid swallowing.

Other Information:
= Store between 15-30C (59-36F)
- Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients: Butan, |sobutan, Propan, Glycerol (Glycarin, Glyca
\V’llamin E, Panthenol

Productlon date: See botile printed code.
Explry date: 2 years after production date.
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ALL ONE KOZMETIK SAN.
VEDIS.TIC.A.S.
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LACTONE PANTHENOL HAND SANITIZER
alcohol spray

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
ALCOHOL (UNIL: 3K9958 V90M) (ALCOHOL - UNIE3K9958 V90 M)

Item Code (Source)

NDC:75348-555

Basis of Strength
ALCOHOL

Strength
80 mL in 100 mL




Inactive Ingredients
Ingredient Name
GLYCERIN (UNI: PDC6A3C00X)
BUTANE (UNI: 6LV4FOR43R)
ISOBUTANE (UNI: BXR49TP611)
.ALPHA.-TO COPHEROL (UNI: H4N855PNZ1)
PANTHENOL (UNI: WV9CM00O67Z)
PROPANE (UNI: T75W9911L6)

Product Characteristics

Color Score

Shape Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

NDC:75348-555- 125 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination

1 15 Product

Marketing Start
Date

05/22/2020

Strength

Marketing End
Date



Active Ingredient Purpose
Ethyl Alcohol 80%. . Anfiseptic

Uses Hand Sanitizer Spray to help reduce bacteria that potentially can cause disease.
For use when soap and water are not avaliable.

Warnings
For axternal use Ol'llj'. Flammabia, KIEOP away from heat or flamea.

Do not use
- In children lass than 2 months of age
- 0n open skin wounds

When using this product, keep out of ayes, ears, and mouth. In case of contact

with eyes, rinse eyes thoroughly with watér.
PANTHE NOL Stop use and ask a doctor It IMMaton of rash 6cCUrs. These may be signs of a

sarous condon.

SPRAY Keep out of reach of children. It swallowed, get medical help or contact a Poison
Control Genter right away.

Directions:
- Place snmih r:l'minctnh hands to cover all surfaces. Rub harlismgdhsr urttil dry.
- Suparvise ren under 6 years of age when using this product to avoid swallowing.

HAND SI.\NITIZER SPR{\Y O:S%wﬂﬁ,"?f"c ol
EL TEMIZLEME SPREYI ekl ragsing SIx) Sicaive (1047)

Inactive ingredients: Butan, Isobutan, Propan, Glycarol (Glycerin, Glyca
k\filarnin E, Panthenol

80% AICOhOI Production date: See bottle printed code.
with PANTHENOL Explry date: 2 years afier production date.
Vitamin E

- Very High l . ALL ONE xnzmsnx sm
Protection ‘ Esﬂsrcné
} For All '- . Bénm
Skin Types _— . | ||I
125ml © 622l oz. | |
125ml @ MADE IN TURKEY 41013997

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 05/22/2020

Labeler - ALL ONE KOZMETIK SANAYIDIS TICARET ANONIM SIRKET(519983719)
Registrant - HARDAL GLOBAL CONSULTING LLC. (123584960)

Establishment

Name Address ID/FEI Business Operations
ALL ONE KOZMETIK SANAYI DIS TICARET ANONIM SIRKETI 519983719 manufacture(75348-555)

Revised: 6/2020 ALL ONE KOZMETIK SANAYI DIS TICARET ANONIM SIRKETI
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