HEALSURE CLOTRIMAZOLE- clotrimazolel%, miconazolel%clotrimazole cream
Jiangxi Hemei Pharmaceutical Co., Ltd

84010-085

Active Ingredient
Clotrimazole 1%

Miconazolel%

Purpose
Antifungal

Use

-cures most athlete's foot between the toes. Effectiveness on the bottom or sides of
foot is unknown

cures most jock itch and ringworm

-relieves itching.burning, cracking, and scaling which accompany these conditions

Warnings

For external use only

Do not use
-on nails or scalp
- in or nearthe mouth or the eyes

- for vaginal yeast infections

When Using

When using this product do not get into the eyes. If eye contact occurs, rinse
thoroughly with water.

Stop Use

Stop use and ask a doctor if too much irritation occurs or irritation gets worse

Ask Doctor
for jock itch and ringworm: apply once a day to affected skin for 2 weeks or asdirected



by a doctor
-wash hands after each use

-children under 12 years: ask a doctor

Keep Oot Of Reach Of Children

If swallowed, get medical help or contact a Poison Control Center right away.

Directions

-adults and children 12 years and older:- use the tip of the cap to break the seal and
open the tube

-wash the affected skin with soap and water and dry completely before applying

- for athlete's foot between the toes:apply to affected skin between and around the toes
twice a day for 1 week(morning and night), or once a day for 4 weeks, or as directed by
a doctor. Wearwell-fitting, ventilated shoes. Change shoes and socks at least once daily.
for jock itch and ringworm: apply once a day to affected skin for 2 weeks or asdirected
by a doctor

‘wash hands after each use -children under 12 years: ask a doctor

Other information

‘Do not use if seal on tube is broken or not visible.-store between 20° to 25°°C(68° to
77°F)

Inactive ingredients

Camphor (SYNTHETIC), Gentiana, Glycerin, Methylpareben, Peppermint,Propylene Glycol,
Silicone Oil, Triethanolamine.
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Manufacturer: Jiangxi Hemei Pharmaceutical

Co., Ltd

Address.:4th Floor, Building 1956, Phase Il 1

Zhangjiashan Medical Incubation Park,Zhangshu,
Yichun City, Jiangxi 331208, China(CHN)
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Drug Facts

ACTIVE INGREDIENT PURPOSE

[¢ 1% Antifungal
1% Antifungal

USES s cures most athlets's foot between the toes. Effectiveness on the botiom
or sides of foot is unknown. s cures most jock itch and ringworm e relieves itching,
bumning, cracking, and scaling which accompany these conditions

WARNINGS For external use only Do not use m on nails or scalp

win or near the mouth or the eyes m for vaginal yeast infections

When using this product do not get into the eyes. If eye contact occurs, rinse
thoroughly with water.

Stop use and ask a doctor if too much iritation occurs or irritation gets worse
Keep out of reach of children. If swallowed, get medical help or contact a
Poison Control Center right away.

DIRECTIONS e adults and children 12 years and older:

® Use the tip of the cap to break the tube seal and open the tube.

m wash the affected skin with soap and water and dry completely before applying
u for athlete’s foot between the toes: apply to affected skin between and

around the toes twice a day for 1 week (morning and night), or once a day for

4 weeks, or as directed by a doctor. Wear well-fitting, ventilated shoes. Change
shoes and socks at least once daily.

u for jock itch and ringworm: apply once a day to affected skin for 2 weeks

or as directed by a doctor

= wash hands after each use

u children under 12 years: ask a doctor

OTHER INFORMATION = Do not use if seal on the tube is broken or not visible.
u store between 20° to 25°C (68° to 77°F)

INACTIVE INGREDIENTS

Camphor (SYNTHETIC), Gentiana, Glycerin, Methylpareben, Peppermint,
Propylene Glycol, Silicone Oil, Triethanolamine.
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Drug Facts

ACTIVE INGREDIENT PURPOSE

c 1% Antifungal
i 1% Antifungal

USES e cures most athlets's foot between the toes. Effectiveness on the bottom
or sides of foot is unknown.e cures most jock itch and ringworm e relieves itching,
bumning, cracking, and scaling which accompany these conditions

WARNINGS For external use only Do not use m on nails or scalp

min or near the mouth or the eyes m for vaginal yeast infections

When using this product do not get into the eyes. If eye contact occurs, rinse
thoroughly with water.

Stop use and ask a doctor if too much irritation occurs or irritation gets worse
Keep out of reach of children. If swallowed, get medical help or contact a
Poison Control Center right away.

DIRECTIONS e adults and children 12 years and older:

= Use the tip of the cap to break the tube seal and open the tube.

m wash the affected skin with soap and water and dry completely before applying
u for athlete’s foot between the toes: apply to affected skin between and

around the toes twice a day for 1 week (morning and night), or once a day for

4 weeks, or as directed by a doctor. Wear well-fitting, ventilated shoes. Change
shoes and socks at least once daily.

u for jock itch and ringworm: apply once a day to affected skin for 2 weeks

or as directed by a doctor

= wash hands after each use

= children under 12 years: ask a doctor

OTHER INFORMATION = po not use if seal on the tube is broken or not visible.
u store between 20° to 25°C (68° to 77°F)

INACTIVE INGREDIENTS

Camphor (SYNTHETIC), Gentiana, Glycerin, Methylpareben, Peppermint,
Propylene Glycol, Silicone Oil, Triethanolamine.

HEALSURE CLOTRIMAZOLE

clotrimazole1%, miconazolel%clotrimazole cream

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source) NDC:84010-085

Basis of Strength Strength



CLOTRIMAZOLE (UNIl: GO7GZ97H65) (CLOTRIMAZOLE - UNIl:GO7GZ97H65) CLOTRIMAZOLE 19 in100g
MICONAZOLE (UNIl: 7NNOOD7S5M) (MICONAZOLE - UNI:7NNOOD7S5M) MICONAZOLE 1g in100g

Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3COO0X)
PEPPERMINT (UNII: VO5R5KMY2B)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
TROLAMINE (UNIl: 903K93S3TK)
GENTIANA MANSHURICA ROOT (UNII: CIF2NZ8U3L)
DIMETHICONE (UNII: 92RU3N3Y10)
CAMPHOR (SYNTHETIC) (UNII: 5TJD82ALET)
METHYLPARABEN (UNII: A2I8C7HIIT)

Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date
1 NDC:84010-085- 20 g in 1 BOTTLE; Type 0: Not a Combination 03/11/2025
01 Product
2 NDC:84010-085- 30 g in 1 BOTTLE; Type 0: Not a Combination 03/11/2025
02 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO005 03/11/2025

Labeler - Jiangxi Hemei Pharmaceutical Co., Ltd (724892056)

Establishment
Name Address ID/FEI Business Operations
Jiangxi Hemei Pharmaceutical Co., Ltd 724892056 manufacture(84010-085)

Revised: 3/2025 Jiangxi Hemei Pharmaceutical Co., Ltd
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