ZUUM KLIN SSPRAY ANTISEPTIC HAND SANITIZER- alcohol solution
U.S. Cotton Mexico, S. de R.L. de C.V.

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.

Zuum Klin SSPray Antiseptic Hand Sanitizer

Drug Facts

Active ingredient
Ethyl alcohol 70%

Purpose

Antiseptic

Use

For hand washing to decrease bacteria on the skin

Warnings
For external use only

Flammable, keep away from fire or flame
Do notuse
in the eyes

Stop use and ask a doctor if
e jrritation 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
e Store between 59-86F (15-30C)
e Keep container tightly closed

Inactive ingredients

Deionized Water, EDTA, Fragrance.

Questions?



800-321-1029

Package Labeling:60 ml

Antiseptic
Hand Sanitizer Spray
70% Ethyl Alcohol
Liquido Antiséptico
Desinfectante Para Manos
Alcohol Etilico al 70%

Q

Package Labeling:480 ml

7 cm

Drug Facts/

Informacidn Sobre El Férmaco
Active ingredient/ Purpose/
Ingrediente active Propdsito
Ethyl alcohol 70%/ ......Antiseptic/
Alcohol etilico al 70%..Antiséptico
Use/ Empleo

For hand washing to decrease
bacteria on the skin/

Para lavarse las manos con el

fin de disminuir las bacterias
enla piel
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Drug Facts (continued)/
Informacidn Sobre E1
Férmaco (continuado)
Warnings/ Advertencias

For external use only/ S6lo para
uso extemo

Flammable, keep away from fire
or flame/ Inflamable, manténgase
alejado del fuego o llamas.
Do not use in the eyes/ No
aplique en los ojos

Stop use and ask a doctor it/ Deje
de usarlo y consulte a un médico si
Miritation and redness develop/ se
presenta initacion y enrojecimiento
M condition persists for more than
72 hours/ la condicion persiste por
més de 72 horas

Informacion Sobre EI
Farmaco (continuado)

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

Drug Facts (continued)/

Directions/ Modo de Empleo
‘wet hands thoroughly with product
and allow to dry without wiping/
humedezca bien las manos con
¢l producto y déjelo secar sin

enjuagarlo »

Drug Facts (continued)/
Informacion Sobre El
Farmaco (continuado)

Other information/

Otra informacion

WStore between 59-86F (15-30C)/
Almacenar entre 59-86 F (15-30 C).
W Keep container tightly closed/
Mantener el contenedor bien
cerrado

Inactive ingredients/
Ingredientes inactivos
Deionized Water, EDTA, Fragrance./
Agua desionizada, EDTA, Fragancia.

Questions?/ ; Dudas?

\ 800-321-1029 ) ‘

)



ETIQUETA ZUUM KLIN SSPAY 480 ml.

FRONTAL

6cm

POSTERIOR

6cm

@

LIN SSPRAY

Antiseptic
Hand Sanitizer Spray
70% Ethyl Alcohol

Liquido Antiséptico
Desinfectante Para Manos
Alcohol Etilico al 70%

14 cm

16.21l 0z

(1pt) (480 mL)

Drug Facts/
Informacion Sobre EI Farmaco

Active ingredientingrediente Activos Purpose/Propdsito
Ethyl alcohol/Alcohol Etilico al 70%......Antiseptic/Antiséptico

Uses/ Empleo
For hand washing to decrease bacteria on the skin/ Para
lavarse las manos con el fin de disminuir las bacterias en |a piel

Warnings/ Advertencias

For external use only/ Sélo 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 enlos ojos

Stop use and ask a doctor if/
Deje de usarlo y consulte a un médico si
Mirritation and redness develop/

se presenta iritacion y enrojecimiento
M condition persists for more than 72 hours/

la condicion persiste por mas de 72 horas
Keep out of reach of children. If swallowed, get medical
help or contact a Poison Contral Center right away/
Manténgase fuera del alcance de los ninos. En caso de
ingestion, busque ayuda médica o pongase en contacto con
¢l Centro de Control de Envenenamientos inmediatamente,

Directions/ Modo de Empleo

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

Humedezca bien las manos con el producto y déjelo secar
sin enjuagarlo

Other information/Otra informacion
W keep this product away from heat, fire or sunlight/
mantengase alejado del calor, fuego y rayos solares
Il Store between 53-86°F (15-30°C)
almacenar entre 59-86°F (15-30°C)
M keep container tightly closed/
mantener el contendor bien cerrado

Inactive ingredients/ ingredientes inactivos
Deionized Water, EDTA, Fragrance/
Agua Desionizada, EDTA, Fragancia

Questions?/ Dudas?
800-321-4009

D\strmuled t’v} Distribuido por:

531 GUTIUN ELUSSUM UJHCLE GASTONIA, NC 28054 800-321-1028
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ZUUM KLIN SSPRAY ANTISEPTIC HAND SANITIZER

alcohol solution

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:77388-002

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958 V90 M) ALCOHOL 0.7 mL in 1 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIE: 059 QFOKOOR)
EDETIC ACID (UNI: 9G34HU7RVO0)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:77388-002-01 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 08/01/2020

2 NDC:77388-002-02 480 mL in 1 BOTTLE; Type 0: Not a Combination Product 08/01/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 08/01/2020

Labeler - us. cotton Mexico, S. de RL. de C.V. (816167605)

Revised: 7/2020 U.S. Cotton Mexico, S.de R.L.de C.V.
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