EQUATE ATHLETES FOOT- tolnaftate cream
WALMART STORES 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.

Drug Facts

Active ingredient
Tolnaftate USP 1%

Purpose

Antifungal

Uses
s for effective treatment of most athlete's foot (tinea pedis), jock itch (tinea cruris) and ringworm (tinea
Corporis)
s for effective relief of itchy, scaly skin between the toes
® clears up most athlete's foot infection and with daily use helps keep it from coming back

Warnings

For external use only

Do notuse
® onchildrenunder 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 or if there is no improvement within 4 weeks (for athlete's foot and ringworm)
® irritation occurs or if there is no improvement within 2 weeks (for jock itch)

Keep this and all drugs out of the reach of children.

In case of accidental ingestion, seek professional assistance or contact a Poison Control Center
immediately.

Directions
® clean the affected area and dry thoroughly
® apply a thinlayer of the product over the affected area twice daily (morning and night) or as directed
by a doctor
® supervise children in the use of this product

For athlete's foot

use daily for 4 weeks. If condition persists longer, consult a doctor
pay special attention to the spaces between the toes

wear well fitting ventilated shoes

change shoes and socks at least once daily



For ringworm, use daily for 4 weeks. If condition persists longer, consult a doctor.
For jockitch, use daily for 2 weeks. If condition persists longer, consult a doctor.

This product is not effective on the scalp or nails.

Other information
® Store at controlled room temperature 20°-25°C (68°-77°F)
® close cap tightly after use

Inactive ingredients

Ceteth-20, Cetostearyl Alcohol, Chlorocresol, Mineral Oil, Propylene Glycol, Purified Water, Sodium
Phosphate Monobasic, White Petrolatum

Questions?

<For questions or comments or ot reprot an undesired reaction or side effect, please call 1-888-287-
1915>

Principal Display Panel - Tube

Athlete’s Foot

Tolnaftate 1%
e uateTM Antifungal Cream
q_v Cures and Prevents Most
—— Athlete’s Foot

# Relieves burning, itching, & cracking
NET WT 10Z (28g)

Active ingredient: Tolnaftate 1% ... ... Purpose: Antifungal
Uses » Cures most athlete’s foot ttmea pedls] U Helps prevent mn@t atnlete's fnut Imlh dany use

» Relieves the itching, buming and cracking.

Warnings For external use only. When using this product avoid contact with the eyes.

Stop use and ask a doctor if  imitation occurs e there is no improvement within 4 weeks.

Do not use on children under 2 years of age unless directed by doctar,

Keep out of reach of children. If swallowed, get medical help or contact a Poison Contral Center right away.

Directions * wash affected area and dry thoroughly * apply a thin layer of product over affected area twice daily
(morning and night) or as directed by doctor 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

« for treatment use daily for 4 weeks; if condition persists longer, ask a doctor e to prevent athlete's foot, apply a thin layer
of the product to the feet once or twice daily (morning and/or night)  this product is not effective on the scalp or nails
Other information + Store at controlled room temperature 68°-77°F (20°-25°C) « Close cap tightly after use.

Inactive ingredients Ceteth-20, Cetostearyl Alcohol, Chiorocresol, Mineral Qil, Petrolatum, Propylene Glycol, Sodium
Phosphate Monobasic, Water (Purified)

For questions or comments *This product is not manufactured or distributed by ©Bayer AG
kplease call 1-888-287-1915. distributor of Tinactin®. 134395

(" Satisfaction guaranteed - ) DISTRIBUTED BY: Wal-Mart Stores, Inc., Bentonville, AR :::maj




Equate Athleetes Foot *Compare to Active Ingredient of Tinactin®
NDC 49035-252-42

Antifungal

Cream (Tolnaftate 1%)

CURES and PREVENTS Most ATHLETE'S FOOT,

Relives Burning, Itching and cracking

Net Wt. 1.0 OZ (28 g)

Athlete’s Foot

Tolnaftate 1%
e uateTM Antifungal Cream
q_v Cures and Prevents Most
—— Athlete’s Foot

* Relieves burning, itching, & cracking
NET WT 10Z (28g)

Active ingredient: Tolnaftate 1% ... ... Purpose; Anfifungal
Uses = Cures most athlete’s foot :tm&a pedls] . Helps prevent most athlete's ft:-ut Imlh daﬂy use

* Relieves the itching, buming and cracking.

Warnings For external use only. When using this product avoid contact with the eyes.

Stop use and ask a doctor if « imitation occurs e there is no improvement within 4 weeks.

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

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

Directions = wash affected area and dry thoroughly = apply a thin layer of product over affected area twice daily
(morning and night) or as directed by doctor e supervise children in the use of this product « 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

» for freatment use daily for 4 weeks; if condition persists longer, ask a doctor « to prevent athlete's foot, apply a thin layer
of the product to the feet once or twice daily (morning and/or night) * this product is not effective on the scalp or nails
Other information + Store at controlled room temperature 68°-77°F (20°-25°C) « Close cap tightly after use.

Inactive ingredients Ceteth-20, Cetostearyl Alcohol, Chiorocresol, Mineral Qil, Petrolatum, Propylene Glycol, Sodium
Phosphate Monobasic, Water (Purified)

For questions or comments “This product is not manufactured or distributed by @Bayer.ﬁ.ﬁ
14395

( Satisfaction guaranteed - DISTRIBUTED BY: Wal-Mart Stores, Inc., Bentonville, AR 72716
\ Please call 1-888-287-1915. distributor of Tinactin®,

Principal Display Panel — Carton



S Rt ek I ot o T 7 0 0l

Drug Facts
Biraitnte 1% Moo
Liags

8 (P O ) 0k e i)
= b, prvel e it ) o e Sy cne
& vl Tt WG B el YR

Fir Extersil e ey
W rptep T et e Lo A
ot s

ey e e i e
IR W

= Farn 80 POt e | sars
D ok g o 83T ver 3 <T i

Rorg bl 4l ériech of chidrpd. T rmalorl]
ot Scicg] ey of oty Ponae Gl
Ll g’ samy

Dirgctions

= amh P I I Rorahy

= aiy @ T b 5 prod it e el
W Py Gy (RO i R o e
il by ot

o gyt CTES 8 T ase O Tl et

# e (i 0k pary Apecsnl WReOCR I
g Betnant T el wel wrl-inryg
TR S e O e e
i B e et iy

= for DR ot daly 12 4 ok
I e frEem) e, e ey

= 10 vt it s g, Koty A Ly
2P i B T hort ot o teir
Aol fearmey oo ok

= P et i Bt 4 0 T e
T el

Giver dnformation

= g el S AT LT E
BT (0ME)

(e o Ry e e

Inactive

ORI, cottnryl KRl Chireol

S bl LR, e T
B e e )

f OF QAT YO0 YEDLE T ey
e, O RS e 08 COPTH TR
OF DD NepiOe B el ARy
oF ve o foct. ploass
ol B - 1S

CHETRIBUTED B

Wl ot Bncred, s,
Bortearreillis, AR TITHE

Tk oot i Aot Mare /et red o

dntrited by Oluger AL datrister
of Trgctn®,

]

ELYZL ERLRS

equate

B
-

equate™
Athlete’s
Cures and Provents
Most Athloete's Foot

Foot

Equate Athlete's Foot NDC 49035-252-42
Antifungal *Compare to Active Ingredient of Tinactin®
Cream (T olnaftate 1%)

Cures and Prevents Most Athlete's Foot

relieves burning ,itching, & cracking

Net Wt. 1.0 OZ (28 g)



B vt g Bl ot L i i g ey

Drug Facts
Eirafnte 1% Beairge
[0

# s s 1 00t e gecis)
L A L S L
= v T R, B I PG,

* itation s

B P 0t POt afe s
D0 ol - ST e 2 i o 08
eriara Aol iy o

T T
it Sl gy o e s o ol
LT gt aay

Dirpctions

= P I g Roriy

= ey & T by o pogd ot e i
W Py ey (TG TR e
el by ot

o e chren o e s of e prodet

# o (i ol By A0S0l I0ReOCA T
R et T 1l W eIy
PRI S i g s i
Sy, B e e iy

R TR oot el 12 o
I e Germem) g, s e

= o prrert SR L L S AT Ly
2 ot s g gt et o e
Sy e o sk

= P prodct g ool e By o P scaly
el

Ofver information

= g coevlad s AT ETELTE
BT 0M0)

(e L RGPy e e

Inactive i

opard, SN B, CNRE Y,

SN ol SrESELE g Tl

LA PR Sathned mE's SaTel

Rah LA inb = 0wl
f OF QA 0 YDA PO e
FOv (Ut OF COFTPTani s

0k s L e Raon

oF sk o fect. plang
T - T -1

CHETRIBUTED B

WialAlart Bnared s,
Bortesrraills, AM TITHE

=Tk roeiec? i Al Frdrefact rod o

aintritn fedd by Offipor AL, dafrbesor
4l Tractn,

o

ELYZL ERLiRS

]

equate

Compwe
o Tinactin®

-
by

equate™
Athlete’s
Cures and Provents
Most Athlete's Foot

Foot

e

to Tinactin=
Astive

equate-

EQUATE ATHLETES FOOT

tolnaftate cream

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:49035-252

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

TOLNAFTATE (UNIE: 06 KB629TKV) (TOLNAFTATE - UNIL06 KB629TKV) TOLNAFTATE 10mg inlg
Inactive Ingredients

Ingredient Name Strength

WATER (UNIL: 059 QFOKOOR)

CETOSTEARYL ALCOHOL (UNIL: 2DMT128 M1S)

CETETH-20 (UNIL: 18 35H2IHHX)

CHLORO CRESOL (UNII: 36 W5307109)

MINERAL OIL (UNI: T5L8 T28 FGP)

PETROLATUM (UNIL: 4T6 HI2BN9 U)

SODIUM PHO SPHATE, MONOBASIC, ANHYDRO US (UNI: KH7I0 4HPUU)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:49035-252-42 1in 1 CARTON 08/31/2016

1 28 g in 1 TUBE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part333C 08/31/2016

Labeler - WALMART STORES INC (051957769)

Registrant - Sheffield Pharmaceuticals LLC (151177797)

Establishment
Name Address ID/FEI Business Operations
Sheffield Pharmaceuticals LLC 151177797 MANUFACTURE(49035-252)

Revised: 8/2017 WALMART STORES INC
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