LAMISIL AT CREAM- terbinafine hydrochloride cream
Karo Healthcare Inc.

Lamisil AT (Terbinafine Hydrochloride) Cream 1% 30 g

Active Ingredient

Terbinafine hydrochloride 1%

Purpose

Antifungal

Uses

e cures most athlete's foot (tinea pedis)

e cures most jock itch (tinea cruris) and ringworm (tinea corporis)

e relieves itching, burning, cracking and scaling which accompany these conditions

Warnings
For external use only

Do not use

e on nails or scalp

e in or near the mouth or eyes
e for vaginal yeast infections

When using this product do not get into 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
e adults and children 12 years and over:
o use the tip of the cap to break the seal and open the tube
o wash the affected skin with soap and water and dry completely before applying
o for athlete's foot wear well-fitting, ventilated shoes. Change shoes and socks at
least once daily.
= between the toes only: apply twice a day (morning and night) for 1 week
or as directed by a doctor
= on the bottom or sides of the foot: apply twice a day (morning and night)
for 2 weeks or as directed by a doctor
o for jock itch and ringworm: apply once a day (morning or night) for 1 week
or as directed by a doctor



o wash hands after each use
e children under 12 years: ask a doctor

Other Information
e do no use if seal on tube is broken or is not visible
e store at controlled room temperature 20-25°C (68-77°F)

Inactive Ingredients

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

Questions or comments?
call 1-888-544-1880
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LAMISILAT

CREAM

TERBINAFINE HYDROCHLORIDE

CREAM 1% - ANTIFUNGAL

FOR ATHLETE'S FOOT

»RELIEVES ITCHING

» CLINICALLY PROVEN TO CURE MOST ATHLETE’S FOOT BETWEEN THE TOES

» FULL PRESCRIPTION STRENGTH

NET WT 30 g (1 o0z)
RECYCLABLE CARTON

Distributed by: Karo Healthcare Inc.
Morristown, NJ 07960 USA

Made in Canada

Trademarks owned or licensed
by Karo Healthcare

©2024 Karo Healthcare
or licensor.

1-888-544-1880



NDC
84485-3748-3
2004439 1

LAMISIL”

TERBINAFINE HY DROCHLORIDE
CREAM 1% - ANTIFUNGAL

ATHLETE’S FOOT

EAMISIL"
__CREAM |

TERBINAFINE HYDR OCHLORIDE
CREAM 1% - ANTIFUNGAL

ATHLETE’S FOOT

NETWT30g (1 0z)

2003665 _1

TERBINAFINE HYDROCHLORIDE
CREAM 1% - ANTIFUNGAL

ATHLETE'S FOOT

LAMISIL"

\

:
:
2
:
3
:
A

ATHLETE'S FOOT BE TWEEN THE TOES
> FULL PRESCRIPTION STRENGTH

A

NETWT 30g (1 02)

Drug Facts (continued)

!nschve m-_q mnfs ey alcahol, cetyl
1, sodium hydroiide,

subdznrmmslem sleangd alcohol

Whmualrhglrlapmmammjgalhhnyealmmd
i, insea [hanoufily wilh walar

Stop use and ask a doctor H loo much rlation occurs or
ks worse.

Keap out of reach of children. If swallowsd, get medical halp
or conkact & Polson Control Canbar ghl aweny.

i
-usaﬂrsih:!ﬂuar htrad:ﬂnaseﬁmdupmmehm
wwiash he alleclad willh s0ap and waler and dry
Brilore
. mlﬁ'a foot ﬂml—lﬂﬂng.
shoes. Change shoas
and socks al laast ancs daily.
u between the ines only:
Iwica & day (maorming and ni
1 week o a5 drectad by a dodor
won the bottom or sidea of the
Iwice & day (moming
r;%%mzmk;waa
rHreclPdhya ccdar
afor ftch and ringworm:
mﬂm:m%uﬂ
week or &5 diractad by a daclor
s wiash hands aflar sach use
wchiliden under 12 years: ask a dodor

Other information
w di ol use I saal o lube 1§ broken or 5 nol wsible
w slore al conbrolied room lempesalure 20-25°C (68-TT°F) ’

Questions or comments?
call 1-888-544-1880

10164"60005%"9
RECYCLABLE CARTON

Distribuied by : Karo Healthcare Inc.
Moristown, NJ 07960 USA

Made in Canada

Trademarks owned or licensed

by Karo Healthcare

2024 Karo Healthcare
ar licensor

-

1-868-544-1860




Drug Facts Drug Facts (continued)

Active ingredient + wash the sifected skin with somp and water and dry comgletely
Teskinafine hydrochloride 1% . — — —. — — e mﬁal Defore apulying

= for athjete's foot wear well-fitting, venti|ted shoes,

Uses Change shoes and sacks at least onca daily.
» gures most athlete's fool (linea pedis) = hetween the toes only: apply twice a day
+ gures most jock fch (tinea cruris) and ringworm (nea comoris) {marmirg and night) for 1 week or as
+ refieves itching, buming, cracking and scaling which directed by a doctor

accompany these conditions = o the botlom ar sides of the foet 1 week between

apply twice @ day (maring and night) the toes

Wamnings for 2 weeks or as drected by a dociar
For external use only + for Jock Itch and ringworm: zpply once | S
Da nat use & day {morrirg oF night) for 1 wesk or L
+ on malls or scalp =g directed by a doctor
« In or retcar thee mouth o eyes = wash hands after sach ues

fior vagiral yeast infechond « children under 12 years: ask a docior

Whin using this product do not get inty eyes. If eye contact ocours, Other information
ringe thoroughly with weter « do ot 2se ¥ sesl an fube Is broken o is rol viskle
Stop use and ask a doctor if tno much imtetion occurs or gets warze + store at controlied room temperatune 20-25°C [BE=TT°F)
Kesp out of reach of children,
¥ swallowed, ultmlti:n]hb:rm Inactive ingredients: benzyl alcohol cetyl akohel, cetd
palmitabe, sopropyl myristale, polysorbate B0, purified water, sodium
hydrosicle, sorklan mangstearate, stear aleobal

Directions
+ aduls and children 12 years and over: | (aestions or comments? cdll 1-s88-544-1850

+ use the tip of the cap 1o break
e el Fll-,d Il: b } Distributed by : Kano Healihcare inc. Mormistown, K 07960 LSA
L Mage in Canada

f Trademarks owned of licensed by Karo Healheare
-'. 1-888-344-1880 E2024 Karo Healthcare or licensor 2003865_1 ,_k? ro

D&73"99830

(20 1) 6.0g LM L3N 1004 S,3LITHLY %0’
TYONNHIINY - %1 WYIYD IQIYOTHOOYAAH INIHYNIGYIL

= ST

J00S S.FIFTHIV ¥
~IISINYT

1005 SJEIETH_IV HOS
TVONNHIINY - %1 WYY JAIHOTHIOYAAH INIJVNIGYL

= JNISINYT

.[OO:’ SIH-IHTHJ.V Y04

TYONNALINY - %1 W'b'ﬂ'h']
JAIEOTHIOHTAH JJ".‘H!"’N!HH‘J.[

~IISTWYT-

LAMISILAT CREAM
TERBINAFINE HYDROCHLORIDE CREAM 1% - ANTIFUNGAL
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Store at controlled room temperature 20-25°C (65-TT°F)
See crimp for lot number and expiration date

Do not use if seal on tube is broken or is not visibie
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Active ingredient Purpose
Terbinafing hydrochloride 1%........cocrveeneee. Antifungal
Uses
» cures most athlete's foot (tinea pedis)
« cures most jock iteh (finea cruris) and ringworm

(tinea corpaoris)

» relleves itching, buming, cracking and scaling which
accompany these condiions

Warnings
For external use only

Do not use
» on nalls or scalp inor near the mouth or eyes
« for vaginal yeast infections

When using this product do not get into eyes. If eye
contact oceurs, rinse thoroughly with water.

Stop use and ask a doctor If too much irritation occurs
OF gets worse

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

Distributed by : Karo Heslthcare Inc. Momistown, NJ 07960 USA
Made in Canada Trademarks owned or licensed by Karo
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TERBINAFINE HYDROCHLORIDE CREAM 1% - ANTIFUNGAL

Directions
» adults and children 12 years and over:
« Use the fip 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-fitling,
ventilated shoes. Change shoes and socks
at least once daily.
« between the toes only: apply twice a day
(morming and night) for 1 week or
as directed by a doctor
« on the bottom or sides of the foot:
apply twice a day (moming and night)
for 2 weeks or as directed by a doctor
» for Jock itch and ringworm: apply once a
da‘;ﬁurnlng or night) for 1 wemwu' as
directed by a doctor
= Wash hands after each use
» children under 12 years: ask a doctor
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LAMISIL AT CREAM

terbinafine hydrochloride cream

Product Information

Product Type

Route of Administration TOPICAL

Active Ingredient/Active Moiety

HUMAN OTC DRUG

Ingredient Name

Item Code (Source) NDC:84485-3748

Basis of Strength Strength




TERBINAFINE HYDROCHLORIDE (UNIl: 012C11ZU6G) (TERBINAFINE - TERBINAFINE lg
UNII:G7RIW8S 0XP) HYDROCHLORIDE in 100 g

Inactive Ingredients

Ingredient Name Strength
CETYL ALCOHOL (UNII: 936JST6JCN)
POLYSORBATE 60 (UNII: CAL22UVI4M)
STEARYL ALCOHOL (UNII: 2KR89I4H1Y)
BENZYL ALCOHOL (UNII: LKG8494WBH)
CETYL PALMITATE (UNIl: 5ZA2S6B08X)
ISOPROPYL MYRISTATE (UNIl: ORE8BK4LN]JS)
WATER (UNIl: 059QFOKOOR)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)
SORBITAN MONOSTEARATE (UNII: NVZ4I0H58X)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:84485- :
1 3748-3 1in 1 CARTON 11/01/2024
1 30 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA020980 11/01/2024

Labeler - karo Healthcare Inc. (119195452)

Revised: 1/2025 Karo Healthcare Inc.
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