ATHLETE FOOT CREAM WITH CLOTRIMAZOLE- clotrimazole cream
Sabel Med 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.

Athlete's Foot Cream with1% Clotrimazole

Warnings
For external use only ‘

Do not use on children under 2 years of age, unless directed by adoctor [ |
Stop use and ask a doctor if

W irritation occurs |

W there is no improvement within 4 weeks [

W Keep out of reach of children. If swallowed, get medical help or contact

a Poison Gontrol Center right away. »i!
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Directions

W vwash affected area and dry thoroughly

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

W use daily for 4 weeks W if condition persists longer, ask a doctor
W this product is not effective on the scalp or nails
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Inactive fﬂgf edients cetomacrogol 1000, cetostearyl alcohol, liquid paraffin, methylparaben,
propylene glycol, propylparaben, purified water, white soft paraffin
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Active ingredients
Clotrimazt e 1% .o cnns .
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W Keep out of reach of children. If swallowed, get medical help or contact
a Poison Gontrol Center right away. »l!

Purpose
e ANifungal

Uses m cures most athlete's foot
W relieves tching, burning, scaling, discomfortand chafing associated with
athlete's foot M for freating ringworm




NDC 70356-050-01

Athlete’s Foot cr=

ltching

Your C?:o;ce in First Aig C re a m & Burning

Net wt 1.250z. (35 g) Clotrimazole Cream USP 1%

= Athletes Foot cream used for relief from
Antlfu nga itching and burning caused by Athletes Foot

i

Drug Facts Drug Facts icontinued)

Active myredmnts Purpose Directions

Clotrimazole 1% e BTN GEL W B WASH affected area and dry thoroughly

W apply a thin layer over affected area twice daily (moming and night)
W supervise children in the use of this product

W use dally for 4 weeks W if condition persists longer, ask a doctor
I this product is not effective on the scalp or nails

Other information
W store at 15°-30°C (36°-86°F) M avoid excess heat and humidity

Uses m cures most athiete's foot
W relieves itching, buming, scaling, discomfortand chafing associated with
athlete’s foot M for treating ringworm

Warnings
For external use only
Do not use on children under 2 years of age, unless directed by a doctor

Stop use and ask a doclor if Inactive ingr edients ctomacrogol 1000, cetostearyl akcohol, liquid paraffin, methylparaben,

W irritation ocours " propylene gheol, propylparaben, puriedwater, white soft paraffin
W there is no improvment within 4 weeks

Keep out of reach of children. If swallowed, get medical help or contact Questions call toll iree 888.50ate or 885.523. 8283

a Poison Control Center right away. » P
et ri Made in India
i Distributed by: Sabel Med LLC Oldsmar, FL 34677 |0 ortant product
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ATHLETE FOOT CREAM WITH CLOTRIMAZOLE

clotrimazole cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:70356-050

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
CLOTRIMAZOLE (UNIE: GO7GZ97H65) (CLOTRIMAZOLE - UNIEG07GZ9 7H6 5) CLOTRIMAZOLE 1g in 100 g
Inactive Ingredients
Ingredient Name Strength

PROPYLPARABEN (UNIL: Z8IX2SC10H)

WATER (UNIE: 059 QFOKOOR)

PARAFFIN (UNI: I900E3H2ZE)

CETETH-20 (UNIL: 18 35H2IHHX)

CETOSTEARYL ALCOHOL (UNIL: 2DMT128 M1S)
MINERAL OIL (UNI: T5L8 T28 FGP)
METHYLPARABEN (UNIL: A218C7HI9T)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)




Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:70356-050-01 35 gin 1 TUBE; Type 0: Nota Combination Product 05/01/2016

2 NDC:70356-050-05 14 g in 1 TUBE; Type 0: Not a Combination Product 05/01/2016

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part333C 05/01/20 16

Labeler - sabel Med LLC (091476000)

Revised: 4/2016 Sabel Med LLC
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