TOPCARE ATHLETES FOOT- clotrimazole cream
Topco Associates LL.C

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.

Topco Associates LL.C. Athlete’s Foot Cream Drug Facts

Active ingredient

Clotrimazole 1%

Purpose

Antifungal

Uses

cures most athlete’s foot, jock itch and ringworm
relieves itching, burning, cracking, scaling and discomfort which accompany these conditions

Warnings

For external use only

Do notuse

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

When using this product

avoid contact with the eyes

Stop use and ask a doctor if

irritation occurs

there is no improvement within 4 weeks (for athlete’s foot and ringworm) or 2 weeks (for jock
itch)

Keep out of reach of children
If swallowed, get medical help or contact a Poison Control Center right away. 1-800-222-1222

Directions

wash the affected area and dry thoroughly
apply a thin layer over affected area twice daily (morning and night)
supervise children in the use of this product

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

for athlete’s foot and ringworm, use 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 at 20°-25°C (68°-77°F)

Inactive ingredients

benzyl alcohol, cetostearyl alcohol, cetyl esters wax, octyldodecanol, polysorbate 60, purified water,
sorbitan monostearate

Questions or comments?
1-888-423-0139

Package/Label Principal Dis play Panel

COMPARE TO LOTRIMIN® AF ACTIVE INGREDIENT
Athlete’s Foot Cream

Cures Most Athlete’s Foot

RELIEVES:

Itching — Burning

Cracking — Scaling

OUR PHARMACISTS RECOMMEND

Athlete’s Foot Cream

CLOTRIMAZOLE CREAM USP, 1% - ANTIFUNGAL
NET WT 0.50Z (15 g)



COMPARE TO LOTRIMIN® AF
ACTIVE INGREDIENT*

Athlete’s Foot Cream
Cures Most Athlete’s Foot

RELIEVES:
* Itching * Burning
* Cracking * Scaling

4 +Top pCare
3 ealthm
. Athlete’s Foot Cream

CLOTRIMAZOLE CREAM USP, 1%  ANTIFUNGAL

<+TopCare @ Athlete’s
health. Foot Cream

Drug Facts
Active ﬁm‘adlmf Pumpose
Clorimazola 1%.... i i e o T e e a s we A TR

Uses  wcuresmestathete’s foot jock itchand ringworm
mrelieves ichirg, iming, erakking, scdingand diseo mfiort whic h & company these cond fons

Warnings

[For external use only

Do motu seon chidrenurder?2 years of age inkss drec®d bya doda

Whan using this productavoid conbo with the aves

Stopu seand askadodorif mimitalonoours

m ha & isno im rove me rt within 4 weeks| brathletes footand rigwom ) o 2 weaks (Brjpd itch)

Keap outof madh of chil den. If swallowed, get medcal help orcontad a Poison Condro IC enter right awa g (1 -B00- 2224 222)

Direcfions wmwah he afecedarsaand dry horoughly

m applya thin layerove afecbdarea twice daly {momingand night)

mspendsa children in hie useof his product

m brathiates bot @y spocid atention to the spaoes betwea he toes, wea wel-fiting vetilaited stoee ard change shes
and socksat least once daily

m brathiate’s ba and ringworm, use daly fo 4 weeks, Brjode itch, uss daly for 2wesks
mif ordition pasis & lorger, c maulta doctor
m his podud is not e factive m he scdp or rails

Other information  wsbroat20°25%C (@° 77°F)

Inactive ingredients
benzylaloho, calostearyl dochol,catyl esterswax odyldedecaml, polysorbae 60, parified water, sorbitin mones B aate

Questions or commenis? 1-888-423-0139

O 99 9559 :

UOIIELWIOU] 310W PasiuRIEnt 5] LOYE|SRES [E 2y, .'y
10} GELO-EZV-BEE-1 = "Kper Rty 5 SRRl oy pagse 0‘:“
B 10 313y UEDE T oty o e sl \ et
Bl
e U K arErdo s, weerosdoyesaredog
4§ @UIILGOT 10 JOINAUSIP "0| ‘Be Jewnsuny gl Dor tor e L ISNIUSAND. GLNAEM 004019
A peEnqUISP 0 pRUMmaRNUEW jou 5 Jarpad Siy), 3T SAMIN0SST 00d0L A8 ELANISIT




TOPCARE ATHLETES FOOT

clotrimazole cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:36800-857

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
CLOTRIMAZOLE (UNI: GO7GZ97H65) (CLOTRIMAZOLE - UNI:G07GZ97H6 5) CLOTRIMAZOLE 1g in100 g
Inactive Ingredients
Ingredient Name Strength

BENZYL ALCOHOL (UNIl: LKG8494WBH)
CETOSTEARYL ALCOHOL (UNIL: 2DMT128M1S)
CETYL ESTERS WAX (UNII: DO72FFP9 GU)
OCTYLDODECANOL (UNIL: 46 IN10614Y)
POLYSORBATE 60 (UNI: CAL22UVI4M)

WATER (UNII: 059QF0KOO0R)

SORBITAN MONO STEARATE (UNI: NVZ410 H58 X)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:36800-857-58 1in 1 CARTON 04/03/2020

1 15 g in 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part333C 04/03/2020

Labeler - Topco Associates LLC (006935977)

Revised: 4/2020 Topco Associates LLC
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