ATHLETES FOOT- terbinafine hydrochloride cream
Safeway Inc.

Athlete's Foot Cream
Drug Facts

Active ingredient
Terbinafine hydrochloride 1%

Purpose

Antifungal

Uses
® cures most athlete's foot (tinea pedis)
® cures most jockitch (tinea cruris) and ringworm (tinea corporis)
® relieves itching, burning, cracking and scaling which accompany these conditions

Warnings

For external use only

Do notuse
® onnails or scalp
® inor near the mouth or the eyes
s for vaginal yeast infections

When using this product do not get into the eyes. If eye contact occurs, rinse thoroughly with water.
Stop use and ask a doctor if too much irritation occurs or gets worse.

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

Directions

® adults and children 12 years and older

® use the tip of the cap to break the seal and open the tube

® wash the affected skin with soap and water and dry completely
before applying

= for athlete's foot wear well-fitting, ventilated shoes. Change shoes

and socks at least once daily.  weok between fhe 1ogs 2 "EEKS.0n the botiom
week between the toes or sides of the foot

= between the toes only: apply twice a day (morning and night) for 1
week or as directed by a doctor. @é/ I @J
= on the bottom or sides of the foot: apply twice a day (morning and
night) for 2 weeks or as directed by a doctor.
= for jock itch and ringworm: apply once a day (morning or night)
for 1 week or as directed by a doctor.
® wash hands after each use




s childrenunder 12 years: ask a doctor

Other information
® do not use if seal ontube is broken or is not visible
® store at controlled room temperature 20°-25°C (68°-77°F)
® see cartonor tube crimp for lot number and expiration date

Inactive ingredients

benzyl alcohol, cetyl alcohol, cetyl palmitate, isopropyl myristate, polysorbate 60, purified water,
sodium hydroxide, sorbitan monostearate, stearyl alcohol

DISTRIBUTED BY SAFEWAY INC.
P.0. BOX 99
PLEASANTON, CA 94566-0009

PRINCIPAL DISPLAY PANEL - 30 g Tube Carton

Cures Most
Athlete's Foot

NDC 21130-080-02

Compare to
Lamisil AT®
active ingredient*
Athlete's

Foot Cream

Terbinafine Hydrochloride
Cream 1% * Antifungal Cream

¢ Relieves Itching & Burning
¢ Full Prescription Strength

NET WT 1.0 OZ (30 g)
SAFEWA Yy



%) Wea1)
apuo|yr0.phy
aulyeulqa]
weaJs) 1004
S,219|Ylv

weal) jebunyuy

& Cures Most
Athlete’s Foot ¢ ) Compare to

NDC 21130-080-02
R

Lamisil AT®
active ingredient®

Athlete’s

Foot Cream

Terbinafine Hydrochl
Cream 1% ¢ Antif

NETWT 1.0 0Z (30 g) SAFEWAY ().,

9./060 aY

}

L5
G822, 0ELL2 ovazs
YaYNYD 40 1ING0Yd
o AVM3AYS-B88-1
pl EERNVEVIIDES 600099506 v2 ‘NOLNVSYITd
66 X08°0'd
Sanow *INI AVM34S A9 a3Lnslyisla

L |ISAUET Jo SIONGUIS|P "SU] “YiEeH SMLNSUO: STERON AQ PaInGUIsIp Jo PaIniIejnUEW Jou 51 kanpoid sy,

Jouosfe Jueels ‘ejeEsisouou
“reyem payund ‘0g ereciosipod ‘eyesuiw idoidos: ‘sjeyued e joyosye e ‘oyoe |izueq  spuipaubur aAljoeuy

URJCUOS ‘BpIXQIpALY Wwnjpos

a1ep uopEidxe pue JecLunu 10f Joj duies agng Jo uoped eas Bl
(d.4£=.89) 9.62=.0Z ainjeiadwe; Wwoo pejjaguos Je aioys B
SjqIsia 10U 51 40 LUEHOIG 51 8GN} L0 [28s 4 8sn Jou op B
UORELLLIOL JOLIO

(panuyuoa) spoe4 Bnug

JOJ20p B HSE [SIBGA g | Japun unq!u::l_
@sn yoee Jaye spuey ysem B

A
40100p B Ag pajsalp SE JO
yeam | 20} (Jubiu Jo Bunuow) fep B souo Mdde uuomBui pue yay yaof Jo, B
& 0j00p B A peloalp $2 0 SHeam 2
( 404 (B pue Buuow) Aep @ ou Adde 300} o1p J0 SaPIS 0 wiljog oup o B

40300p & kg peroasp

100}, 94, J0 S8PIE 10
WoR0q 2Y) Uo s¥eam *fiep @auo jsE8| B

S0} BU) LOGMIBN HBAM | se 40 yeewm | 10§ (ubiu w:ﬁamm@ﬂepemumﬂummmqml

{008 pue se0ys abLeyD *seous peje|juen ‘Buny-lem Jeem 00} s@jeye Jo) B

_ _  _  __ Bufddesioeq Aaepduos Ap pee s pue deos L uks peioayE eyl ysew Bl
8qn) Ul uedo pue [ees ey} yesuq o) ded ey Jo di ey} esn B

sepjo pue sieed g1 uaipliys pue sinpe B

suodang

ez juBu JEIUeD) [QNUOD UOSIOd B 10RO JO diey omeuw 166 ‘pemofems I 'USpiLD JO Y2REM O N0 deay

"@510M 5380 JO SINDD0 UDIELL LUINW 00] §i J0J20P B YSE pue asn doig

M L AyBnouoy) asUu ‘sinoo0 1oejuod ke J) “safe auy ojw 186 jou op 1anpoud sy Buisn usym

suogoa)Ll 1seak [euBien o) B $aka 84} 10 LHNOLU au} Jeau Jo L) B dIEss 1o siieu uo B asn jou og

Auo esn [ewepe J04
sBunuem

SUOIPUGD asay)] Auedlwuoase ydium Buiess pue Gunsiee Bunung 'Buiyay sahaij B
(suodion eeun) uuomBuu pue (surn esun) ual ¥oof 1sow seino B (smad Beul) 100) s@ielUIE 1sow saino B S35

EBunjuy

9% . 8pUOK DoAY BUYRICHS]
jusipaiiu sy

sypoe4 bniqg

S Y,

ac
]
:
o
Z=
I
1)
o
—
%EE
|}=.‘='|=|
5sBE
cZokE
z@%g
e
27,
Eﬂ
jpa—




ATHLETES FOOT

terbinafine hydrochloride cream

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Terbinafine Hydrochloride (UNIL: 012C11ZU6G) (Terbinafine - UNI:G7RIW8 S0 XP)

Inactive Ingredients

Ingredient Name
benzyl alcohol (UNI: LKG8494WBH)
cetyl alcohol (UNI: 936JST6JCN)
cetyl palmitate (UNI: 5ZA2S6B08X)
isopropyl myristate (UNI: 0RE8K4LNJS)
polysorbate 60 (UNIL: CAL22UVI4M)
water (UNI: 059QFOKOOR)
sodium hydroxide (UNIL: 55X04QC32I)
sorbitan monostearate (UNI: NVZ4I0 H58 X)
stearyl alcohol (UNI: 2KR89 4H1Y)

Product Characteristics

Color WHITE

Shape

Flavor

Contains

Packaging

# Item Code Package Description
1 NDC:21130-080-02 1in 1 CARTON

1 30 g in 1 TUBE

Marketing Information

Item Code (Source)

NDC:21130-080

Basis of Strength Strength

Terbinafine Hydrochloride 1g in 100 g

Strength
Score
Size
Imprint Code
Marketing Start Date Marketing End Date

Marketing Category Application Number or Monograph Citation =~ Marketing Start Date

ANDA ANDAO077511

Labeler - safeway Inc. (009137209)

07/02/2007

Marketing End Date



Taro Pharmaceuticals Inc. 206263295 MANUFACTURE(21130-080)

Revised: 12/2012 Safeway Inc.
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