HEXADERMAL ANTISEPTIC HAND SANITIZER- alcohol gel
KUZEY SAGLIK URUNLERI VE KIMYA SANAYI ANONIM SIRKETI KAZAN SUBESI

HEXADERMAL ANTISEPTIC HAND SANITIZER

Drug Facts

Active ingredient
Ethyl alcohol 72%

Purpose

Antiseptic

Use

for hand washing to decrease bacteria on the skin

Warnings

For externale use only. Flammable. keep away from fire or flame.

Do not use

in the eyes.

Stop use and ask a doctor if:

e irritation and redness develop

e condition persists for more than 72 hours.
Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

Directions

Wet hands thoroughly with product and allow to dry without wiping

Other information
Store below 110°F (43°C)

Inactive ingredients

Aminomethylpropanol, Carbomer, Fragrance, Glycerin, Isopropyl Alcohol, W ater.



Package Labeling:100ml
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Package Labeling:250ml

Drug Facts

Active ingredient
Etl 2ICON0! 72% errsrsesenennnANISEDLC

Use for hand washing to decrease
bacteria on the skin

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

Do not use in the eyes.

Stop use and ask a doctor if:

nirmitation and redness develop

scondition persists for more than
72 hours.

MANUFACTURED FOR: ,
KUZEY SAGLIK URUNLERI VE KIMYA SANAYI AS.
ISTANBUL YOLU ERGAZI MAH. GERSAN SAN. SITESI
2310 SOK. NO: 47 YENIMAHALLE-ANKARA-TURKEY

MADE IN TURKEY :

www.kuzeysaglik.com.tr
w 202307 wAiing

PEEL HERE
for cont’d Drug Facts

Dl'llg Facts (continued)

Keep out of reach of children,
If swallowed, get medical help or
contact a Poison Control Center
right away.

Directions
Wet hands thoroughly with product
and allow to dry without wiping

Other information
Store below 110°F (43°C)

Inactive ingredients
Aminomethylpropanol,
Carbomer, Fragrance, Glycerin,
Isopropyl Alcohol, Water,

TO REPORT A SERIOUS ADVERSE
EVENT, CONTACT +1-713-787-5373 //
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BACTERIA AND GERMS
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GEL ANTISEPTICO
DESINFECTANTE

PARA MANOS
ALCOHOL ETILICO AL 72%
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Druy Factsformacion del Medicamento

Active ingredientIngrediiente activo  PurposelPropdsito
Ethyl alcohol 72%[Alconol efilico 72%....... Antiseptic/Antiséptico

UselEmpleo tor hand wasting to decveese bactera on
the skin/ para lavarse las manos con el fin de isminuir las bacterias
en la piel.

Warnings/Advertencias

For external use only. /Solo para uso externo.
Flammable, keep away from fire or flame/
Inflamable, manténgase alejado del fuego o llamas,

Do not use in the eyes/ No lo aplique en los ojes.

Stop use and ask a doctor ffDeje de usarlo y consulte a un médico si:
¥ rmtafion and redness develop/se presenta iritacion y enrojecimiento
W concition persists for more than 72 hours,la condiion persiste por
més de 72 horas
Keep out of reach of children. If swalowed, get mecical help or contact &
Paison Control Center right away. Manténgase fuera del alcance de los
nifios. En caso de ingestion, busque ayuda médica o pangase en contacto
con ) Cnto de Cantolde Envengrementos imedetamerte. -

MANUFACTURED FOR/ELABORADO POR:
ISTANBUL YOLU ERGAZI MAH. GERSAN SAN. SITESI
2310 SOK. NO: 47 YENIMAHALLE-ANKARA-TURKEY

MADE IN TURKEY/HECHO EN TURQUIA
www.kuzeysaglik.com.tr
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Drug Factsfiformacion del Medlcament coreorinues

Directions/Modo de Empleo
wet hands thoroughly with product and allow o dry without wipingf
humedezca bien las manos con el producto y déjeko secar sin enjuagaro

Other information/Otra informacion
Store below 110°F (43°C)/Almacénese por dedajo de los 110°F (43°C)

Inactive ingredientslingredientes inactivos
Aminomefhrooencl,Carbomer,Fragrance, Gleern, lsopropyl Aoonal, Weter/Aque,
HAconal Isoprpiico, Aminometkropanl, Carbdmero, Fragrenci, Glcer.

TO REPORT A SERIOUS ADVERSE EVENT, CONTACT
+1-713-787-5373

PARA REPORTAR UN EVENTO ADVERSO GRAVE,
PONGASE EN CONTACTO CON +1-713-787-5373
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www.kuzeysaglik.com.tr
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Package Labeling:500ml

First layer
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Antiseptic Hand Sanitizer Gel
Ethyl Alcohol 72%

Gel Antiséptico Desinfectante Para Manos
Alcohol Etilico al 72%

Drug Factslnformacion del Medicamento

Active ingredientingrediente activo Purpose/Propdsito
Ethyl alcohol 72%[Alcohol etilico 72%........Antiseptic/Antiséptico

Use/Empleo for hand washing to decrease bacteria on
the skin/ para lavarse las manos con el fin de disminuir las bacterias
en la piel

Warnings/Advertencias

For external use only. /Sdlo para uso externo.
Flammable, keep away from fire or flame.
Inflamable, manténgase alejado del fuego o llamas,
Do not use in the eyesJ No lo aplique en los ojos.

Stop use and ask a doctor ifiDeje de usarlo y consulte a un médico si:
B initation and redness develop/se presenta intacion y enrojecimiento
" condition persists for more than 72 hours,la condicién persiste por

més de 72 horas >

MANUFACTURED FOR/ELABORADO POR:
KUZEY SAGLIK URUNLERI VE KIMYA SANAYI A.S.
b ISTANBUL YOLU ERGAZI MAH. GERSAN SAN. SITES|

2310 SOK. NO: 47 YENIMAHALLE-ANKARA-TURKEY

(Catalog no: 100490

s MADE IN TURKEY/HECHO EN TURQUIA WARNING
www kuzeysaglik.com.tr ) ,i'

-

EXP Date

PEEL HERE
for cont’d Drug Facts

DI 163 oeff g S00mL)
—_— 2

Second layer

()
hexadermal

Orug Facts/lnformacion del Medicamento

(continuedicontinuada)

Keep out of reach of children. If swallowed, get medical help o contact a
Paison Control Center right away./ Manténgase fuera del alcance de los
nifios. En caso de ingestion, busque ayuda médica o péngase en contacto
con ¢l Centro de Control de Envenenamientos inmediatamente.

Directions/Modo de Empleo
Wet hands thorou?hly with product and allow to dry without wiping/
humedezca bien las manos con el producto y déjelo secar sin enjuagaro

Other information/Otra informacion
Store below 110°F (43°CYAmacénese por debajo de los 110°F (43°C)

Inactive ingredientslingredientes inactivos

Aminomethylpropanol, Garbomer, Fragrance, Glycerin, Isopropy! Alcohl,
Water.JAgua, Alcohol Isopropiico, Aminomeilpropanal, Carbdmero,
Fragrancia, Glicerina,

TO REPORT A SERIOUS ADVERSE EVENT, CONTACT +1-713-787-5373 //
PARA REPORTAR UN EVENTO ADVERSO GRAVE, PONGASE EN
CONTACTO CON +1-713-787-5373
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HEXADERMAL ANTISEPTIC HAND SANITIZER

alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:80256-000

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M) ALCOHOL 0.72 mL in1mL

Inactive Ingredients
Ingredient Name Strength
AMINOMETHYLPROPANOL (UNII: LU49E6626Q)
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0ASMM307FC)
GLYCERIN (UNII: PDC6A3C00OX)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
WATER (UNIl: 059QFOKOOR)

Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
1 NDC:80256-000- 100 mL in 1 BOTTLE; Type 0: Not a Combination 07/31/2020
00 Product
2 NDC:80256-000- 250 mL in 1 BOTTLE; Type 0: Not a Combination 07/31/2020
01 Product
3 NDC:80256-000- 500 mL in 1 BOTTLE; Type 0: Not a Combination 07/31/2020
02 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug 505G(a)(3) 07/31/2020

Labeler - kuzey SAGLIK URUNLERI VE KIMYA SANAYI ANONIM SIRKETI KAZAN SUBESI (519910295)

Establishment
Business
Name Address ID/FEI Operations
KUZEY SAGLIK URUNLERI VE KIMYA SANAYI ANONIM SIRKETI KAZ AN 519910295 manufacture(80256-

SUBESI 000)



Revised: 12/2023 KUZEY SAGLIK URUNLERI VE KIMYA SANAYI ANONIM SIRKETI KAZAN SUBESI
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