TOLNAFTATE - tolnaftate cream
LIFElabs, a Division of Atico International, USA, 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.

LIFElabs, a Division of Atico International USA, INC.

T olnaftate
Active ingredient
Tolnaftate 1%
Purpose
Antifungal

Uses
e proven clinically effective in the treatment of most athlete's foot (tinea pedis), jock itch (tinea
cruris), ringworm (tinea corporis)
e proven effective in the prevention of athlete's foot with daily use
e for effective relief of chafing associated with jockitch
e soothes itchy, scaly skin between the toes and itchy, burning feet

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

Stop use and ask a doctor if
® irritationoccurs
¢ there is no improvement within 2 weeks (for jockitch) or 4 weeks (for athlete's foot and ringworm)

Do not use on children under 2 years of age except under the advice and supervision of a 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 over 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: pay special attention to spaces between the toes; wear well-fitting, ventilated
shoes and change shoes and socks at least once daily

for athlete's foot and ringwormuse daily for 4 weeks, for jock itch 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 between 2° and 30°C (36° and 86°F)
Lot No. and Exp. Date: see box or see crimp of tube

Inactive ingredients



butylated hydroxytoluene, cetanol, liquid paraffin, methylparaben, polyoxyethylene cetylether,
propylene glycol, propylparaben, purfied water, sorbitan monostearate, stearyl alcohol

Questions?

Call 1-800-645-3867, Mon-Fri 8:30 AM - 5:30PM.
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Uses = proven clinically effective in the treatment of most athlete’s foot (tinea pedis), jock itch (tinea cruris), ringworm (tinea.
corporis) m proven effective in the prevention of athlete's foot with daily use m for effective relief of chafing associated with jock itch
m soothes itchy, scaly skin between the toes and itchy, burning feet

Warnings

For external use only

When using this product avoid contact with the eyes

Stop use and ask a doctor if  irritation occurs m there is no improvement within 2 weeks (for jock itch) or 4 weeks (for athlete’s foot
and ringworm)

Do not use on children under 2 years of age except under the advice and supervision of a doctor.
Keep out of reach of children If swallowed, get medical help or contact a Poison Control Center right away.
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Directions a wash affected area and dry thoroughly w apply a thin layer over affected area twice daily (morning and night) or as
directed by a doctor w supervise children in the use of this product m for athlete's foot: pay special attention to the spaces between the
toes; wear well-fitting, ventilated shoes, and change shoes and socks at least once daily m for athlete’s foot and
ringworm use daily for 4 weeks, for jock itch use daily for 2 weeks m if condition persists, consult at doctor
w this product is not effective on the scalp or nails

Other information s store between 2° and 30°C (36° and 86°F) _m Lot No. & Exp. Date: see box or see crimp of tube

Inactive ingredients butylatedhydroxytoluene, cetanol, liquid paraffin, methylparaben, polyoxyethylene cetylether,
propylene glycol, propylparaben, purified water, sorbitan monostearate, stearyl alcohol

&5 Questions? call 1-800-645-3867, Mon-Fri 8:30 AM - 5:30 PM.
Lt = L
IO Ul SpEI *oul ‘ySN [eUOKELIBIU| o1y Ag paINguIsia

0 g00000,00000,, ° pUnoRULL
‘ ‘ ‘ ‘ ‘ | ‘ sjrewaped passisiBai sy} Jo jaumo
€LS0IN8BSH

0 0
‘ ‘ “auj ‘sjonpoid aseoyyesH Ubnojd-Buneyas Aq painoejnuew jou stionpoid siyy,
0| [{ENN

LOEEE T1d'd[epiopneTig

NVIHD JIVILIVNIOL
AVONNHILNY %LldSN WVY3HO

m

1 10=z8
0z n — =
mo3p sinanatd S sauno NS SIS INIC)LL
Z%%E panapetumsSRs IWONNEILNY %LdSN NV3HO
<@
| ]>>'U - (98e) 20 L
= Dg %2 1M 13N ,_ﬂsqeg:"-l/\

41004 S3LITHLV

 SiNanatg 3 s3uno ANVYIED TAvIdvNIOL
' ’ ' AVONNEHILNY CLldSN INY3ED

==

o8a)Z0 L
1M L3N

i

wwe'Le

NV3IHO 31IVIVNTOL
L1004 S3A1L3THLVY SLN3IA3Hd = 3dNO
sueUL

30 juaipaJbuil aAnde
ay) 0} aredwo)

’ LOT &EXP.
wwg'ze ww 8¢
wwz'Le

wuw ey|

ww 8¢



250

For overlap

5mm

80 5mm

38.75mm

CREAM USP1% ANTIFUNGAL

BRI TOL NAFTATE CREAM

Relieves ltching and Burning NET WT
print area CURES & PREVENTS 1 OZ (28G)

ATHLETE'S FOOT

@— Center

Front Panel

—— Center Artwork

larnings  For external use only When using this pre
and rlngwormJ
—directed by a doctor s supsrvise children in the use:

« this product is not efiective on the scalp or nails

Drug Facts  Active Ingredient Toinattale 1% Purpose Antifungal
Uses' a proven cinically effective in the reatment of most athlete's foot (tinea pedis), jock itch (tinea cruris), ringworm (tinea

corperis) = proven effective in the prevention of athlete's foot with daily use « for effective relief of chafing associated with jock itch
= soothes itchy, scaly skin between the toes and itchy, burning feet

uct avoid contact with the

&yes
Stop use and ask a doctor if « irriation occurs « there is no improvement within 2 weeks (for jock ifch) or 4 weeks (for athlete's foot

Do not use on children under 2 years of age except under the advice and supervision of a doctor.

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

Directions = wash affected area and dry thoroughly. apply a thin layer over affected area twice daily (mormngeand mghl] oras
batween.

r-athlete’s foot: pay-special attention-to.t

the toes; wear well-fitting, ventilated shoes, and change shoes and smcks at least cnee daily « for athlete’s foot and ringworm use daily
ford weeks for jock itch use daﬂpfﬂr 2 weeks - if condition persists, consult at doctar

Other information a store between 2° and 30°C (36° and 86°F) = Lot No. & Exp. Date: see box or see crimp of tube
Inactive ingredients butylatedhydroxytoluene, cetanal, liquid paraffin, methylparaben, polyoxyethylens cetylether,
Dropzlene g\yoo\ pro Iparaben, purified water, sorbitan monostearate, stearyl alcohol

2 Ca\ 1-B00-845-3887, Mon-Fri 8:30 AM - 5:30 PM.

I ® — Center

Back Panel

For OVerIap Distributed by: Atico i USA Inc. Ft. Lauderdale, FL 33301 Made in Korea
w 1
3mm
< >
No print area Actual Print Height 10mm 2mm
4mm 94mm
< >
TOLNAFTATE
tolnaftate cream
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:51852-102
Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Tolnaftate (UNI: 06 KB629TKV) (Tolnaftate - UNIL06 KB629TKV)

Inactive Ingredients
Ingredient Name
Butylated Hydroxytoluene (UNI: 1P9D0Z171K)
Cetyl Alcohol (UNI: 936JST6JCN)
Mineral Oil (UNI: TSL8 T28 FGP)
Methylparaben (UNIL: A2I8C7HI9T)

Basis of Strength Strength
Tolnaftate 10mg inlg
Strength




Ceteth-20 (UNIL I8 35H2IHHX)
Propylene Glycol (UNI: 6DC9Q167V3)
Propylparaben (UNIL: Z8IX2SC10H)

Water (UNIL 059QFO0KOOR)

Sorbitan Monostearate (UNI: NVZ4I0 H58 X)
Stearyl Alcohol (UNI: 2KR8914H1Y)

Product Characteristics

Color
Shape
Flavor

Contains

Packaging

# Item Code
1 NDC:51852-102-01
1

white

Package Description
1in 1 CARTON
28 gin 1 TUBE

Marketing Information

Marketing Category
OTC monograph final

Score
Size

Imprint Code

Marketing Start Date Marketing End Date

Application Number or Monograph Citation = Marketing Start Date Marketing End Date
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