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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.
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FUNGINIX JOCK ITCH TREATMENT

ACTIVE INGREDIENT
TOLNAFTATE 1%

PURPOSE
ANTIFUNGAL

USES
ANTI-FUNGAL TREATMENT

WARNINGS
FOR EXTERNAL USE ONLY.

DO NOT USE ON CHILDREN UNDER 2 YEARS OF AGE UNLESS DIRECTED BY A DOCTOR.

WHEN USING THIS PRODUCT AVOID CONTACT WITH THE EYES. IF CONTACT OCCURS,
RINSE THE EYES VERY THOROUGHLY WITH WATER.

STOP USE AND ASK A DOCTOR IF IRRITATION OCCURS OR THERE IS NO IMPROVEMENT
WITHIN 4 WEEKS.

KEEP OUT OF REACH OF CHILDREN. IF SWALLOWED, GET MEDICAL HELP OR CONTACT
A POISON CONTROL CENTER RIGHT AWAY.

DIRECTIONS
For the cure of all forms of jock itch. For relief of itching, scaling, cracking, burning, redness,
soreness, irritation and discomforts which may accompany these conditions. 
Wash affected area and dry thoroughly. Apply a layer of FUNGINIX Jock Itch Treatment over the
affected area twice daily (morning and night). Allow the cream to dry for at least 3 minutes before
covering the affected area with clothing. 
Wash hands after each application to prevent the chance of the infection spreading to other parts of
the skin. 
Most jock itch infections will require at least 2 weeks of continuous daily treatment before the
infection is completely eliminated. 
Proper use of FUNGINIX Jock Itch Treatment should eliminate all types of fungal infections. If the
condition persists longer, contact a physician or medical professional.

INACTIVE INGREDIENTS
Water, Prunus Amygdalus Dulcis (Sweet Almond) Oil, Oleth-10 Phosphate, Triethanolamine,
Polysorbate 20, Acrylates Copolymer, Glycerin,
Propylene Glycol, Uva Ursi (Bearberry) Extract, Beta-Glucan, Propolis Extract, Aloe Barbadensis
Juice, Tocopheryl Acetate (Vitamin E), Camphor, Menthol, Melaleuca Alternifolia (Tea Tree) Leaf



Oil, Lavandula Angustifolia (Lavender) Oil, Jasminum Of�icinale (Jasmine) Oil, Eugenia Caryophyllus
(Clove) Flower Oil, Theobroma Cacao (Cocoa) Seed Butter, Rosa Canina (Rose Hip) Flower Oil,
Cetyl  Hydroxyethylcellulose, Ethylhexylglycerin, Phenoxyethanol

Store between 20°c to 25°C (68° to 77°F)





FUNGINIX JOCK ITCH TREATMENT  
tolnaftate cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:71229 -10 4

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

TO LNAFTATE (UNII: 0 6 KB6 29 TKV) (TOLNAFTATE - UNII:0 6 KB6 29 TKV) TOLNAFTATE 1 g  in 10 0  g

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

ALMO ND O IL (UNII: 6 6 YXD4DKO9 )  

O LETH-10  PHO SPHATE (UNII: Q9 536 1F4VS)  

TRO LAMINE (UNII: 9 O3K9 3S3TK)  

PO LYSO RBATE 2 0  (UNII: 7T1F30 V5YH)  

BUTYL ACRYLATE/METHYL METHACRYLATE/METHACRYLIC ACID CO PO LYMER ( 18 0 0 0  MW)  (UNII:
JZ1374NL9 E)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

PRO PYLENE GLYCO L (UNII: 6 DC9 Q16 7V3)  

ARCTO STAPHYLO S UVA-URSI WHO LE (UNII: 37SXO36 KR7)  

O AT (UNII: Z6 J79 9 EAJK)  

PRO PO LIS WAX (UNII: 6 Y8 XYV2NOF)  

ALO E VERA LEAF (UNII: ZY8 1Z8 3H0 X)  

.ALPHA.-TO CO PHERO L ACETATE (UNII: 9 E8 X8 0 D2L0 )  

CAMPHO R O IL (UNII: 75IZZ8 Y727)  

MENTHO L (UNII: L7T10 EIP3A)  

TEA TREE O IL (UNII: VIF56 5UC2G)  

LAVANDULA ANGUSTIFO LIA WHO LE (UNII: 51217XIL5L)  

JASMINUM O FFICINALE WHO LE (UNII: X3314B4SYD)  

CLO VE LEAF O IL (UNII: VCA549 1KVF)  

CO CO A BUTTER (UNII: 512OYT1CRR)  
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RO SA CANINA FRUIT O IL (UNII: CR730 7M3QZ)  

CETYL HYDRO XYETHYLCELLULO SE ( 3 50 0 0 0  MW)  (UNII: T7SWE4S2TT)  

ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:71229 -10 4-11 28  g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 3/25/20 19

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph fina l part333C 0 3/25/20 19

Labeler - T he Sisquoc Healthcare Corporation (021517142)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

COASTAL CONTRACT PACKAGING, INC. 1373416 11 manufacture(71229 -10 4)

 Revised: 1/2020
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