SANAFITIL- undecylenic acid liquid
ZURICH MEDICAL LABS, LLC

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.

Sanafitil® Solucién

Drug Facts

Active Ingredients
Undecylenic Acid 10%

Purpose

Antifungal

Uses
® Cures most athlete's foot, jock itch & ringworm
® Relieves itching, burning, cracking, and discomfort which accompany these conditions

Warning
= For external use only.

®= Not for diaper rash
= When using this product avoid contact with eyes and mucous membrane.
®= Do notuse onchildren under 2 years of age except under the advice and supervision of a doctor.

Stop use and ask a doctor if:
® Jrritation occurs
® There is no improvement within 4 weeks of treatment for athlete's foot and ringwormand 2 weeks of
treatment for jock itch discontinue use and consult a doctor.

KEEP OUT OF REACH OF CHILDREN.

In case of accidental ingestion seek professional assistance or contact a poison control center right
away.

Directions
® (Clean affected area and dry thoroughly.
= Apply a thin layer over affected area twice daily (morning & night) or as directed by a doctor.
For athlete's foot pay special attention to the space between the toes. Wear well fitting, ventilated
shoes and change shoes & socks at least once a day.
For athlete's foot and ringworm, use daily for 4 weeks
For jockitch use daily for 2 weeks.
Supervise Children in use of this product.
Product not effective in the scalp or nails.



Other Information
Store at 59° - 86° F

Other ingredients

isopropyl alcohol, purified water, benzocaine, salicylic acid, benzoic acid, methyl salicylate, boric
acid, methyl paraben, mentol, propyl paraben, FD&C red #22.

PRINCIPAL DISPLAY PANEL - 30 mL Bottle Carton
SANAFITIL®
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* Relieves itching, burning, cracking, and
discomfort
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SANAFITIL®

Datos del Medicamento

Ingredientes Activos Categoria

Acido Undecilénioo 10 %..........cooconviiiicinns Antihongos
Usos:

= Para o tratamiento de |a mayoria de los casos de pie de atieta, tifa
inguina y tifia corpons

= Alivia la comezdn, ardor, descamacion y molestas que acompafian
estas wndiciones

Advertencia:

* Para uso extemo solamente

= Cuando use este poducto evite el contacto con ojos y mucosas

* No utilizar en nifios menones de 2 afics de edad, excepto bajo la
recomendacion y la supenvision de un meédica,

= No para denmatitis ded pafial

Pare el uso y consulte a un médico si

= Qcurre imitacion

= N0 ocume mejoria en 4 semanas de ratamiento para el pie de atleta y
la tifia comporis ¥ 2 semanas de ratamiento para la tifia inguinal .

MANTEMER FUERA DEL ALCANCE DE LOS NINOS. En casa de
ingesfion accidental, usque asisiencia profesional o contacte un
centro de control de envenenamientos de inmediato,

Instrucciones:

» | imnia la 7ana afectad a v sane hian

Drug Facts

Active Ingredients Purpose
Undecylenic Ackd 10%. ... Artifungal

Uses:

= Cures most athlete's foot, jock itch & ringworm

= Relisves itching, buming, aracking, and discomfort
which accompany fhese condtions

Waming:

= For exiemal use only,

= Not for diaperrash

= When using this product avoid contact with eyes
and mucous membrane.

= Do nat use on children under 2 years of age

excapt under the advice and supeanvision of a docior,

Stop use and ask a doctor if:

«|miation occurs = There is no improvement
within 4 weeks of reatment for athleta’s foot and
ringworm and 2 weeks of treatment for jock itch
disconfinue use and consult a dactar,

KEEP OUT OF REACH OF CHILDREN.
In case of accidertal ingeston seex professiona
assigance or confact a poson control canter rght

away.

Directions:
= Claan affected anea and drv thorouahly,
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» Aplique una capadelgada sobre & area afedada dos weces aldia
(mafiana y noche) o coma indique su médico

pies, Use zapatos bien gustados y bien ventilados, Cambie sus
zapatos ymedias por lo menos una vez aldia.

semanas

= Supervisar a los nifos en el uso de este producto
» Prducto no es efectivo en cuemn cabelludo o las ufias

= Para e pie de atleta preste atencion al espacio entre los dedos de los

» Para el pia de atleta y la tifia, use e producto diadamente durante 4

= Parala tifia inguinal use & producto diadamente durante 2 semanas.

Otras informacion: Almacenar a59°- 86" F
Otros ingredientes: alcohal isopropilico, agua purificada,

benzocaina, acido salicilico, Acido benzoico, salicilato de metilo,
acido borico, metil parabeno, mentol, propil parabeno, FD&C rojo

= Apply a thin layer over affected area twice daily
(moming & night) or as directad by a dockor,

= For athiete’s foot pay spedal atiention 1o the space]
between the toes, Wear well fitting, wertilated shoes
and change shoes & socks at least once a day.

= For athiste’s foot and ringwom, use daily for 4
waeks

= Foor jock ich use daily for 2 wesks,

= Supervize Children in usa of tis product

= Froduct not effedive in the scalp or nals,

Other Information: Store 2t 59° - 85° F

Other ingredients: isaprapy! scahd, purified
water, banzocaine, salicylic acid, benzoic ackd,
medhyl salicylate, boric acid, mefhy paraben,
reniol, propyl paraben, FORC red #22,

SANAFITIL

undecylenic acid liquid

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Undecylenic Acid (UNII: K3D86 KJ24N) (Undecylenic Acid - UNILK3D86 KJ24N)

Inactive Ingredients

Ingredient Name
BENZO CAINE (UNII: U3RSY48JW5)
HEXYL SALICYLATE (UNII: 8F78 EY72YL)
BENZOIC ACID (UNII: 8 SKNO B0 MIM)
BORIC ACID (UNII: R57ZHV85D4)
METHYL SALICYLATE (UNI: LAV5U5022Y)
METHYLPARABEN (UNII: A2I8 C7HI9T)
PROPYLPARABEN (UNIL: Z81X2SC10H)
MENTHOL (UNII: L7T10EIP3A)
ISOPROPYL ALCOHOL (UNII: ND2M416302)
FD&C RED NO. 40 (UNII: WZB9127X0A)

Item Code (Source)

NDC:61357-146

Basis of Strength Strength

Undecylenic Acid

Strength

100 mg in 1 mL



WATER (UNIE: 059 QFOKOOR)

Packaging

# Item Code Package Description
1 NDC:61357-146-01 1in 1 CARTON

1 30 mL in 1 BOTTLE

Marketing Information

Marketing Category
OTC MONOGRAPHFINAL part333C

Labeler - zZURICH MEDICAL LABS, LLC (071904097)

Establishment

Name
ZURICH MEDICAL LABS, LLC

Address

Revised: 3/2014

Application Number or Monograph Citation

Marketing Start Date Marketing End Date

Marketing Start Date
08/24/1966

Marketing End Date

ID/FEI
071904097

Business Operations
MANUFACTURE(61357-146)

ZURICHMEDICALLABS, LLC
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