MICONAZOLE NITRATE 2%- miconazole nitrate cream
Akron Pharma Inc.

MEDPURA MICONAZOLE Nitrate 2%
ANTIFUNGAL CREAM

Soothes itching, scaling, cracking and burning
Cures most athlete’s foot, jock itch and ringworm

Drug Facts

Active ingredient
Miconazole Nitrate, USP 2%

Purpose

Anti-Fungal

Uses

e proven clinically effective in the treatment of most athlete's foot, jock itch, and
ringworm

e for effective relief of itching, scaling, cracking, burning, and discomfort

Directions

e clean the affected area and dry thoroughly

e apply a thin layer of the product over affected area twice daily (morning and night) or
as directed by a doctor + supervise children in the use of this product

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

e if condition lasts longer, contact a doctor + this product is not effective on the scalp
or nails

Warnings

For external use only.Do not use 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

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



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

Other Information

e do not use if foil seal on tube opening is broken or missing

e to open tube: unscrew cap, lift tab, and pull to remove foil seal prior to use

e store at room temperature 20°-25°C (68°-77°F)

e before using any medication, read all label directions. Keep carton, it contains
important information.

Inactive ingredients Cetostearyl Alcohol, EthylParaben, Glycerin, Glyceryl
Monostearate, Mineral Oil, Petrolatum, Polyoxyl lauryl ether, Purified water, Stearic acid

Call toll-free 1(877)225-6999

Manufactured for:

Akron Pharma, Inc.
Fairfield, NJ 07004
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Soothes itching, scaling, cracking and burning
Cures most athlete’s foot, jock itch and ringworm

MEDPURA

Net wt. 0.502(14.2g)

Drug Facts
Active ingredient
Miconazole nitrate USP 2% Antifungal
Uses w proven clinically effective in the treatment of most athlete's foat, jock fich, and ringworm m for effective relief of itching, scaling, cracking, burning, and discomiort
Directions: w clean the sffected area and dry thoroughly m apply a thin layer of the product over affected area twice daily (moming and night) or as
directed by a doctor m supervize children in the use of this product m for athlete’s foot and ringworm, use daily for 4 weeks; for jock itch, use daily for
2 weeksm if condition lasts longer, contact & doctor w this product is not effective on the scalp or nails

Warnings

For external use only. Do not use 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 m irritation occurs m there is no improvement within 4 weeks (for athleie’s foot and ringworm) or within 2 weeks (for jock itch)
Keep out of reach of children. If swallowed, get medical help or contact a Poison Gontrol Canter (1-800-222-1222) right away.

Other information

mdo not use if foil 52al on tube opening is broken or missing m to open tube: unscrew cap, lift tab, and pull to remove foil seal prior to use

wstore at room temperature 20°-25°C (68°-77°F) w before using any medication, read all label directions. Keep carton, it contains important information.
Inactive ingredients Getostearyl Alcohol, EthylParaben, Glycerin, Giyceryl Monastearate, Mineral Oil, Petrolatum, Polyoxyl lauryl ether, Purified water,
Stearic acid

Questions or comments? Cal tollfree 1(877)225-6939
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Manufactured for:
Akron Pharma, Inc
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Miconazole Nitrate Cream USP, 2% . . .4
Antifungal Cream

Soothes itching, scaling, cracking and burning
Cures most athlete’s foot, jock itch and ringworm

Net wt. 10z(28.4g)

Drug Facts

Active ingredient Purpose
MICONGZONE THITZEE USP 2. oo P . Aniifungal

UseS wproven cinically efective in the re2iment of most aihiete's foot, jock itch, and ringworm w for effscrive relief of itching, sealing, cracking, buring, and discomfort

Directions: w clean the affected area and dry thoroughly m apply a thin layer of the product over affected area twice daily (moming and
night) or as directed by a doctor m supervise children in the use of this product m for athlete’s foot and ringworm, use daily for 4 weeks; for
jock itch, use daily for 2 weeks m if condition lasts longer. contact a doctor w this product is not effective on the scalp or nails

Warnings
For external use only. Do not use 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 it m irritafion occurs m there is no improvement within 4 weeks (for athiete’s foot and ringworm) or within 2 weeks (for jock itch)

Keep out of reach of children. If swallowed, get medical help or contact a Poison Gontrol Genter (1-800-222-1222) right away.

Other information
wdo not use if foil s2al on tube opening is broken or missing w to open fube- unscraw cap, lift tab, and pull fo remove foil seal prior to use
wstore at room temperature 20°-25°C (68°-77°F) w before using any medicafion, read all label directions. Kep carton, it contains important informatian.

Inactive ingredients Cetostearyl Alcohol, EttyiParaben, Glycerin, Glyceryl Monostearate, Mineral O, Petrolatum, Polyayl lauryl ether, Purified water,
Stearic acid

Questions or comments? call toil-iree 1(877)225-6993
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Antifungal Cream A4r< 1 Pharma

Manufactured for:

\ Inc. N
Fairfield, NJ 07004 3'

Rev.-12/2024

Akron Pharma, Inc

NDC 71395-0071-4 e hcstit Antfugal Cream' * 4l

Miconazole Nitrate Cream USP, 2% ; y =
Antifungal Cream . =

Soothes itching, scaling, cracking and burning
Cures most athlete's foot, jock itch and ringworm
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Net wt. 1.502(42.5g)

Drug Facts

Active ingredient Purpose
Miconazole nitrate USP 2%.... ... Antifungal
llses w proven chnically effective in the freatment of most athlete's foot, luck itch, and ringworm m for effective relief |}f|hchnn mllng cm:hnﬂ bun'ng and discomiort]

Directions: w clean the affected area and dry thoroughly w apply & thin layer of the product over affected area twice daily (morning and night)
or &3 directed by a doctor m supervise children in the use of this product m for athlete’s foot and ringworm, use daily for 4 weeks; for jock itch,
use daily for 2 weeks wif condition lasts longer, contact a doctor w this product is not effective on the scalp or nails

Warnings

FFor external use only. Do not use on children under 2 years of age uniess directed by a doctor. When using this product, avoid contact with the eyes.

Stop use and ask a doctor if m imtation occurs m there is no Improvement within 4 weeks (for athlete's foot and ringworm) or within 2 weeks (for jock itch)
Keep out of reach of children. If swallowed, gat madical help or contact a Poison Control Center (1-800-222-1222) right away.

Other information

wido not use if foil seal on tube opening is broken or missing wto open whe: unscrew cap, lifttab, and pul to remove fod seal prior to use
wstore at room temperature 207-25°C (68*-77°F) w before using any medication, read all label directions. Keep carton, it contains important information.

Inactive ingredients Cemstzary! Alcohol, EthylParaban, Giycerin, Glyceryl Mongstearate, Mineral 03, Petrolatum, Palyoxyl lauryl ethar, Purified water,
Stearic acid

<
m
O
T
C
Y
>

Questions or commenis? call wi-frae 1(877)225-6299

MICONAZOLE NITRATE 2%

miconazole nitrate cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71399-0071
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MICONAZOLE NITRATE (UNIl: VWAH1CYWLK) (MICONAZ OLE - UNIl:7NNOOD7S5M) MICONAZ OLE NITRATE 2 g in 100 g

Inactive Ingredients

Ingredient Name Strength
CETOSTEARYL ALCOHOL (UNIl: 2DMT128M1S)
ETHYLPARABEN (UNII: 14255EXE39)
GLYCERIN (UNIl: PDC6A3C0O0X)
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)




MINERAL OIL (UNII: T5L8T28FGP)
PETROLATUM (UNII: 4T6H12BN9U)
LAURETH-23 (UNIl: N72LMW566G)
WATER (UNII: 059QFOKOOR)
STEARIC ACID (UNII: 4ELV7Z65AP)

Packaging

#

Item Code

NDC:71399-
0071-1

NDC:71399-
0071-3

NDC:71399-
0071-4

Package Description Marketing Start

Date

1lin1BOX 11/19/2024
14.2 g in 1 TUBE; Type 0: Not a Combination

Product

1lin1BOX 11/19/2024
28.4 g in 1 TUBE; Type 0: Not a Combination

Product

1in 1 BOX 11/19/2024

42.5 g in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC Monograph Drug MO005 11/19/2024

Labeler - Acron Pharma Inc. (067878881)

Revised: 1/2025

Marketing End
Date

Marketing End
Date

Akron Pharma Inc.
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