NUTRA NAIL FUNGI FREE ANTIFUNGAL TREATMENT - undecylenic acid liquid
CCA Industries, Inc

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.

Nutra Nail FUNGI FREE Antifungal Treatment

Nutra Nail FUNGI FREE Antifungal Treatment

Active ingredient / Purpose

Undecylenic aCid 25% ..cceevveeeerienienieieesieeieeieete s ere e Antifungal

Uses

Cures most
e athlete's foot (tinea pedis)
® ringworm (tinea corporis)

Relieves

itching

cracking

burning

redness

soreness

irritation

discomfort associated with these conditions

Warnings
For external use only

Do notuse on children under 2 years of age unless directed by a doctor

When using this product
¢ avoid contact with eyes

Stop use and ask a doctor if
® jrritation occurs
e there is no improvement in 4 weeks

Keep out of reach of children
® incase of ingestion, get medical help or contact a Poison Control Center right away

Directions
¢ clean affected area with soap and warm water and dry thoroughly



apply a thin layer over affected area twice daily (morning and night) or as directed by a doctor

the precision flow applicator allows for easy application under nails and surrounding cuticle area
wear well-fitting, ventilated shoes and change shoes and socks at least once daily

for athlete's foot pay special attention to spaces between the toes

for athlete's foot and ringworm, use daily for 4 weeks

if condition persists longer, consult a doctor

this product is not effective on the scalp or nails

supervise childreninuse of this product

Other Information

e store at roomtemperature 15 degrees - 30 degrees C (59 degrees - 86 degrees F)
e protect from freezing. If freezing occurs warmto room temperature

Inactive Ingredients

¢ aloe barbadensis leaf extract, benzyl alcohol, isoamyl laurate, tocopheryl acetate

Questions or comments?
e (Call 1-800-595-6230

Nutra Nail FUNGI FREE Antifungal Treatment 13ml (61543-2285-5)
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Drug Facts
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Questions or comments? Call 1-800-505-6230

NDC#: 61543-2265-0
Manufactured In tha USA for: CCA Incusirles, InC.
200 Muray HIl Piwy., E. Rutherford, NJ 07073 LSA
FC12285-01
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"“‘-.F__inger & Toe Areas

Maximum Strength

Cures Fungus on

Precision Flow Applicator
. Delivers Medicine Diractly
~ tothe Source of the Infection

p . Cures most Athlete's foot & ringworm
. Relieves itching, cracking, burning,
. redness, soreness & imitation

Results Guaranteed
00 FL 0ZH5ML
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Ouestions or commernis? Call 1-800-595-6230

Keep carton for complete information

NDC#: 61543-2285-5 www.NutraNail.com
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SEALED FOR
YOUR PROTECTION

|FOR EXTERNAL USE ONLY

Dﬂ NOT USE IF IMPRINTED

S.EAL ON CAP IS BROKEN,
TORN OR MISSING.

Antifungal
Traufmgﬁt

Results Guaranteed
A5FL 0Z/13ML

Kills Fungus on Fingers & Toes Area

| Active Ingredients

Undacylenic acid 25.00%

Directions B Wash the affactad area and dry thoroughly B squeeze bottle gently to saturate

applicator pad B apply arcund cuticle and underneath the edge of the nal twice daly
{morning and night) or as directed by a doctor M supervise children in the use of this product

NUTRA NAIL FUNGI FREE ANTIFUNGAL TREATMENT

undecylenic acid liquid

Product Information

Product Type

HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source) NDC:61543-2285

Basis of Strength Strength

UNDECYLENIC ACID (UNIL: K3D86KJ24N) (UNDECYLENIC ACID - UNI:K3D8 6 KJ24N) UNDECYLENIC ACID 250 mg in 1 mL




Inactive Ingredients
Ingredient Name Strength
ALOE VERA LEAF (UNIE: ZY81Z83H0 X)
BENZYL ALCOHOL (UNIE: LKG8494WBH)
ISOAMYL ACETATE (UNIL: Z135787824)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61543-2285-5 15 mL in 1 BOTTLE, WITH APPLICATOR

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph final part333C 08/13/2014

Labeler - cca mdustries, Inc (106771041)

Registrant - CCA Industries, Inc (106771041)

Establishment
Name Address ID/FEI Business Operations
PhytogenX, Inc. 010297942 manufacture(61543-2285)

Revised: 8/2014 CCA Industries, Inc
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