DERMAN ANTIFUNGAL CREAM- tolnaftate cream
Taisho Pharmaceutical California Inc.

Derman antifungal cream

Drug Facts

Active ingredient
Tolnaftate 1%

Purpose

Antifungal

Uses

e cures most athlete's foot, jock itch, and ringworm

e relieves itching, burning, cracking, scaling, redness, soreness, irritation and
discomfort

Warnings

Do not use

on children under 2 years of age unless directed by a doctor.

For external use only.

Avoid contact with eyes.

Stop use and ask a doctor if

e irritation occurs

e thereis no improvement within 4 weeks for athlete's foot and ringworm or 2 weeks
for jock itch

If pregnant or breast-feeding,

ask a health professional before use.

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away: 800-222-
1222.

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



a 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

e for athlete's foot and ringworm, use daily for 4 weeks; for jock itch, use daily for 2
weeks

e if condition persists longer, consult a doctor

e this product is not effective on the scalp or nails

Other information
store at 15 to 30°C (59° to 86°F)
DO NOT USE IF SEAL ON TUBE IS PUNCTURED OR MISSING. Tamper Evident:

Inactive ingredients

ceteth-20, cetyl alcohol, chlorocresol, mineral oil, monobasic sodium phosphate,
petrolatum, propylene glycol, purified water, stearyl alcohol

Package Labeling:259g
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Drug Facts (continued)

Drug Facts (continued)

wear wellitting, ventilated shoes and change shoes and socks at least
once daily

u for athlete's foot and ringworm, use daily for 4 weeks; for jock itch, use
daily for 2 weeks

u if condition persists longer, consult a doctar

= this product is not effective on the scalp or nails

= Tamper Evident: DO NOT USE IF SEAL ON TUBE IS PUNCTURED
OR MISSING.

Other information

= store at 15 to 30°C (59 to B6'F) »

Inactive ingredients
ceteth-20, cetyl alcohol, chlorocresal, mineral oil, menobasic sodium
phosphate, petrolatum, propylene glycal, purified water, stearyl alcohol

ANTIFUNGAL CREAM
Tolnaftate 1%

Cures And Prevents Most Athletes Foot
Relieves Itching And Burning
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= cures most athlete's foot, jock itch, and ringworm
u relieves itching, burning, cracking. scaling, redness, soreness, iritation
and discomfort
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Uses If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. If swallowed. get medical help or contact
a Poison Contral Center right away: 800-222-1222.

Warnings
Do not use on children under 2 years of age unless directed by a
doctor.

For external use only.

Avoid contact with eyes. »

Directions

= wash affected area and dry thoroughly

= apply a thin layer over affected area twice daily (maming and night) or as
directed by a doctor

m supervise children in the use of this product

= for athlete's fool: pay special attention to spaces between the toes, «
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NET WT. 0.88

FOR THE TREATMENT OF ATHLETE'S FOOT
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Uses =cures most athlete's foot, jock itch, and
ringwaorm = relieves itching, buming, cracking,
scaling, redness, soreness, irritation and discomiod

Warnings

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

For external use only.

Avoid contact with eyes.

Stop uze and azk a doctor if =irrtation cocurs

= fhers (5 no improvement within 4 weeks far
athlete's foot and rngworm or 2 weeks for jock itch

If pregnant or breasi-feeding, ask a haalth
professional before use.

Drug Facts Drug Facts (continued)
Active ingredient Purpose | right away: 800-222-1222.
R Antfungal I Directions s wash afiected area and drry thoraughly

= apply a thin layer over affected area twice daily (momng and
night) or a5 directed by a doctor = supervize children in the
uze of this product = for athlete’s foot: pay special attention to
spaces batwesan the toes; wear wel-fiting, ventilated shoes
and change shoes and socks at least once daly = for alnlele’s
foot and ringworm, use daily for 4 weeks: for jock itch, use
daily for 2 weeks = if condition persisis langer, consuft a
doctor ® this product is not effective on the scalp or nails

Other information = store at 15 to 30°C (59 1o B6°F)
= Tamper Evident: DO NOT USE IF SEAL ON TUBE IS
PUNCTURED OR MISSING.

Inactive ingredients ceteth-20, cetyl alcohal,
chiorceresol, mineral oil, monobasic sedium phosphate,
pelralalum, propylene glyeel, purified water, stearyl aleohel

Keep out of reach of children. If swallowed, get
medcal help o contact 2 Poson Gantral Center B

DISTRIBUTED BY Taisha Pharmaceutical Califomia Inc.

3528 Torrance Bivd, Sulle #320 Tomanca, GA 80503 LL5.A, “331?}'1[

Package Labeling:509g
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Cures And Prevents Most Athletes Foot
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ANTIFUNGAL CREAM

Tolnaftate 1%

Cures And Prevents Most Athletes Foot
Relieves Itching And Burning
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Drug Facts Drug Facts (continued)
Active ingredient Purpase Paison Control Genter right away: 800-222-1222.
Tolnaftate 1% Antifungal

— . — Directions =wash affected area and dry thoroughly wapply a thin layer over affected area twice
Uses s cures most athiete's foot, jock itch, and ringworm e ralieves itching, | daily {morming and night) or as direcled by a doclor ® supervise children in the use of this product

burning, cracking, scaling, redness, soreness, iitation and discomfort = for athlete's foot: pay special attention to spaces between the toes; wear well-fitting, ventilated shoes
= and change shoes and socks at leas! once daily 8 for athlete's foot and ringworm, use daily for 4 weeks;
Warnings for jock itch, use daily for 2 weeks = if condition persists lenger, consult a docior = this product is not

Do not use on children under 2 years of age unless directed by a doctor. | effective on the sealp or nails
For external use only.

Avoid contact with eyes. Other information =store at 15 to 30°C (59 to 86'F) =Tamper Evident: DO NOT USE IF SEAL
ON TUBE 1S PUNCTURED OR MISSING,

Slop use and ask a doctor if wirrtation accurs wthere is no imorevement
within 4 weeks for athlete’s foot and ringwerm or 2 weeks for joek iteh

if pregnant or breast-feeding, ask a health professional before use, Inactive ingredients ceteth-20, cetyl alcohol, chlorocresal, mineral oil, monobasic sodium
phosphate, petrolatum, propylene glycol, purified water, stearyl alcohal

Keep out of reach of children. If swallowed, get medical help or contacta p
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Drugfaets — — — — — DrugFactsifeentinvedy — — — —
Active ingradient FHFPESE contact 2 Poison Contral Center right away: B00-222-1222,
Tolndttabe 198 s dn i Sl iy Antifungal | Directions wwash affected area and dry thoroughly = apply a thin
Uses »cures most atiete's foot, jock ftch, and ringworm S JErioy < eUpaniss chlren bt s ics o Bl procars S(on AT

r"{tﬂifu:zﬁwg' E',:]meritng' cracking, scaling, PRdNRsS, AOTENAES, foot: pay special attention to spaces between the toes; wear well-fitting,
i e ventilated shoes and change shoes and socks at least once daily = for
Wamfngs athlete's foot and ringworm, use daily for 4 weeks; for jock itch, use daily

Do not use on children under 2 years of age unless directed by | for 2 weeks wif condition persists longer, consult a doctor = this
praduct is not effective on the scalp or nails

a doctor.

For external use only. Other information = siore at 15 to 30°C (59 10 86'F) = Tamper

Avold contact with eyes. Evident: DO NOT USE IF SEAL ON TUBE IS PUNCTURED OR
MISSING,

Stop use and ask a doctor if = jrrilation occurs = there is no e -

improvement within 4 weeks for athlete’s foot and ringworm or 2 Inactive myred:en!s ceteth-20, cetyl alcohol, chlorocresal,

weeks for jock itch mineral oil, monobasic sodium phosphate, petrolaium, propylens glycol,

If pregnant or breast-feeding, ask a health professional before use, | Purified water, stearyl alcohal I wpc 31929-004-01

Keep out of reach of children. If swallowied, get medical help or _p | SISTRIBUTED BY Taisha Fharmacical Calfomia ins. PL33101T V01

DERMAN ANTIFUNGAL CREAM

tolnaftate cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:81929-004

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TOLNAFTATE (UNIl: 06KB629TKV) (TOLNAFTATE - UNII:06KB629TKV) TOLNAFTATE 10mg inlg

Inactive Ingredients

Ingredient Name Strength
CETETH-20 (UNII: 1835H2IHHX)
CETYL ALCOHOL (UNII: 936)ST6JCN)
CHLOROCRESOL (UNII: 36W5307109)
MINERAL OIL (UNIl: T5L8T28FGP)



SODIUM PHOSPHATE, MONOBASIC, UNSPECIFIED FORM (UNII: 3980JIH2SW)
PETROLATUM (UNII: 4T6H12BN9U)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

WATER (UNIl: 059QFOKOOR)

STEARYL ALCOHOL (UNII: 2KR89I4H1Y)

Packaging
# [Item Code Package Description Marketing Start Marketing End
Date Date
1 \DC:81929:004 4 4 1 carTON 07/01/2022
1 25 g in 1 TUBE; Type 0: Not a Combination
Product
2 g'lDC:81929'004' 1in 1 CARTON 07/01/2022
2 50 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
OTC Monograph Drug MO005 07/01/2022

Labeler - Taisho Pharmaceutical California Inc. (603827635)

Revised: 11/2023 Taisho Pharmaceutical California Inc.
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