SILKA ATHLETES FOOT- miconazole nitrate aerosol, spray
Genomma Lab USA

Silka® Athlete's Foot Spray
Drug Facts

Active ingredient

Miconazole nitrate 2%

Purpose

Antifungal

Uses
¢ Clinically proven to be effective in the treatment of most athlete's foot (tinea pedis)
e Provides effective relief of itching, cracking, burning, scaling, and discomfort.

Warnings
For external use only.
Flammable. Do not use while smoking or near heat or flame.

Do not use on children under 2 years of age unless directed by a doctor.

When using this product

e Avoid contact with eyes

in case of contact with eyes, flush thoroughly with water

Avoid applying on broken skin

do not inhale or ingest

contents under pressure. Do not puncture or incinerate. Do not store at temperature
above 120°F

Stop use and ask a doctor if
e irritation occurs
e thereis no improvement within 4 weeks (for athlete's foot)

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

Directions
e wash affected area and dry thoroughly

e shake can well and spray a thin layer over affected area twice daily (morning and
night)



e supervise children in the use of this product

e for athlete's foot: pay special attention to spaces between the toes; wear well-fitting,
ventilated shoes and change shoes and socks at least once daily

e this product is not effective on the scalp or nails

Other information
e store between 20° to 25° (68° to 77°F)

Inactive ingredients

Alcohol Denat., polysorbate 20, tetrafluoropropene

Questions?
1-877-994-3666 Monday to Friday, 8am to 6pm Central time.
Distributed by: Genomma Lab, Houston, TX 77098

PRINCIPAL DISPLAY PANEL - 130 g Canister Label

SILKA®
ATHLETE'S FOOT
POWDER SPRAY

Miconazole nitrate 2% - antifungal

CLINICALLY PROVEN TO CURE MOST
ATHLETE'S FOOT*

HELPS RELIEVE
e BAD ODOR
e ITCHING
e SWEATING
e BURNING

Net Wt 4.60z (1309)



Drug Facts

Informacion del Medicamenio

Active ingredient
Micorazole nitrate 2%......

Uses s Ginicallyproven to be effective in the treatment of most
athlete's foot (tinea pedis) » Provides effective relief of itching,
cracking, buming, scaling, and discomfort

Warnings |
Flre:ﬂenﬂg use only.
Flammable. Do not use while smoking or near heat or flamg.
dDor;;luu on children under 2 years of age unless directad by a

octor | I
When u;inﬁ this product « Avoid contact with exea * ingase of
contact with eyes, fluzh thoroughly with water  Avaid applying on
broken skin * do notiinhale oringest e contents under preasure. Do
not puncture or incinerate. Do not store at femperature above 120°F
Stop use and ask a doctor if » imitation ocours » there iﬁ no
improvement within 4 weeks (for athlete's foot) ]

out of the reach of children. If poduct is swallowed, get

medical help or contact a Poison Control Center right away, |

Directions +viash affected area and dry ﬂ'lornuu%l}lg » shake
can well and spray a thin layer over affected area twice daily (moming
and mghtgmo stpervise chikdren in the use of this product « for
athlete's foot pay special attention to spaces between the thes; wear
wiell-fitting, ventilateq shoes and change shoss and socks at least
once daily » this product is not effective on the scalp or nails

Other information s st betwesn 20°ts 25° 68 1 77'R)

Inactive ingtedients
Aleohal Denat, palysorbate 20, tetraflucropmpens

Questions? 1-877-904.366
Monday to Friday, 8am to 6pm Cntral time.

3

Proposito

Ingredientes Activps
wavsvmses s ANETINGiCO

Nitrato de miconazol 2............Loecscncn

Usas « Qlinicaments probadg como eficaz en el tratamientn de la
mayoria de los casos de pie de afleta (tinea pedis) » Proporsiona
alivio efestivo del picor, agrietam|ento, ardor, descamagion y
molestias. |

Advertencias
Sala para uso exierne.
Tnflamable. No usar mientras sq fuma o cerca d caler o Tlamas.
No uillizar en niis menores de2 afics, excepto bajo el consejo y
supevisidn de un médico.
Cuando ulilice este producto: ¢ Evitar el contacto con los gjos. » En
a0 de contacto fon los ojos, enjuagar bien con agua. « Evitar &l
contacto con I;J;iel dafiada. * No infelar ni ingerir. » Contenido bajo
presidn. Nug rar i incinerar. flo almacenar a una temperatura
supericr a120'F (49°C).

Detener el uso y Consultar a ur médice st « Ocure imtacian. » No
hay mejoria denh ded semanag (para el pie de atieta)

Mantener fuera cel alcance de|los ninos. Si se ingiere el producto,
busear ayuda médica o contactar con un centro de control de
envenenamientos de inmediato.

Indicaciones s Lavar 4 zona afectada y secar bien. » Agitar
bien el envase y aplicar ura capd fira sobre b zona afectada dos
vecesal dia (por R mafiana y gu Ia noche]. « Supervisar el uso por
parte de los ninos; » En caso de pie de atleta: prestar especial
atencion a bos espacies entre los|dedos; usar zapatos bien ajustades
y ventilados, y cambiarse de ;afn tos y calcetines al menos una vez al
iia. » Este producty no es efestilo en el cuero cabelludo o las unas.

Otra informacion: dimacenar enrs 20 gratos y 25
grados (89 gradog y 77 grades).

fngredien ies Inactjvos

Alchol desnaturalizado, polisorbita 20, tetrfluomprapeno
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éPregunias? 1-477-094-3666
Lunes aViernes, de 8 a.m. a 6 p.m. hora central,
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SILKA ATHLETES FOOT

miconazole nitrate aerosol, spray

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
MICONAZOLE NITRATE (UNIl: VWAH1CYWLK) (MICONAZ OLE -

UNII:7NNOOD7S5M)

Inactive Ingredients

Ingredient Name

POLYSORBATE 20 (UNII: 7T1F30V5YH)

ALCOHOL (UNII: 3K9958V90M)

1-CHLORO-3,3,3-TRIFLUOROPROPENE (UNII: 4B96DT2BYB)

Item Code (Source)

_
<sj|_KNf
|

ATHLETE S FOOT

POWDER SPRAY

SPRAY EN POLVO
PARAEL PIE DE ATLETA

Micenazole nitrate 2% - antifungal
Nitrato de Miconazol 2% - antifiingico

CLINICALLY PROVEN TO CURE MOST!

ATHLETE’'S FOOT

Clinicamente probado para aliviar la
mayoria de casos de pie de atleta®

HELPS RELIEVE/
AYUDA A ALIVIAR:

| s BAD ODOR/MAL OLOR
—s ITCHING/COMEZON
e SWEATING/SUDORACION
BURNING/ARDOR

Net Wt 4.60z (1309)

NDC:50066-084

Basis of Strength Strength
MICONAZ OLE NITRATE 20 mg inlg

Strength



Packaging

Marketing Start
Date

NDC:50066-084- 130 g in 1 CANISTER; Type 0: Not a Combination 02/03/2025
46 Product

# Item Code Package Description

1

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monograph drug MO005 02/03/2025

Labeler - Genomma Lab USA (832323534)

Revised: 2/2025

Marketing End
Date

Marketing End
Date

Genomma Lab USA
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