CLOTRIMAZOLE ANTIFUNGAL- clotrimazole solution
Trifecta Pharmaceuticals USA, LLC.

Globe Clotrimazole (Topical Solution) USP 1%

Active Ingredient
Clotrimazole USP, 1.0%

Purpose

Antifungal

Uses

Cures most

e Athlete's foot (tinea pedis)
e Jock Itch (Tinea Cruris)

e Ringwork (Tinea corporis)

Effectively relieves
e |tching

e Cracking

e Burning

Discomfort that can accompany these conditions

Warnings

For External Use Only

Stop use and ask a doctor

e If irritation occurs

e |f there is no improvement within 4 weeks (for athlete's foot and ringworm) or 2
weeks (for jock itch)

Ask a Doctor before use

Ask a doctor before use on children under 2 years of age

When using this product
Avoid Contact with Eyes.



Keep out of the reach of children

If swallowed, get medical help or contact a Poison Control Center immediately

Directions

e Spray over affected area

e |f bandaged, let dry first

e Not to be used on children under 12 years of age

Other information
e Store at controlled room temperature 152-302C (592-86°9F)

Inactive Ingredients

Ethanol, Propylene glycol, purified water

Questions or Comments
Call 1-888-296-9067

Distributed By:

Trifecta Pharmaceuticals USA®
101 NE Third Avenue, Suite 1500
Ft. Lauderdale, FL. 33301 USA
www.trifecta-pharma.com

Globe® Clotrimazole anti-fungal solution is not manufactured or distributed by Bayer,
owner of the registered trademark Lotrimin ® AF.
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Warnings

For external use only.

Ask a doctor before use on children under 2 years of age.
When using this product avoid contact with eyes.
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23 Drug Facts Drug Facts (contiued)

£ % Active ingredient Purpose daily (momning and night) or as
o g ot g Clotrimazole USP, 1% Antifungal directed by a doctor.
g ° 2 g Uses u Supervise children in the use of
£3 § 5 Cures most w Athlete's foot (tinea pedis) m Jock ltch (tinea this producyl‘ )
S8six cruris) m Ringworm (tinea corporis) For athlete's foot: pay special
i S85¢ Effectively relieves  ltching m Cracking u Buming altention to spaces between the
SE528 Discomfort which can accompany these conditions toes; wear wellfiing, ventiated
OIEDE shoes; change shoes and socks at

least once daily.

Other information

Store at 15° to 30°C (59° to 86°F)
Inactive ingredients

Ethanol, Propylene glycol, Purified

Directions

For jock itch: use daily for 2 weeks.
u Clean the affected area and dry thoroughly.
1 Apply a thin layer of the product over affected area twice B>
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EEEE—— o Stop use and ask a doctor if w irritation occurs
——— O w there is no improvement within 4 weeks (for athlete's foot and
— ringworm) or 2 weeks (for jock itch) aler;

O Keep out of reach of children. If swallowed, get medical help

A or contact a Poison Control Center right away. Call 1-888-296-9067

101 NE Third Avenue, Suite 1500
Ft. Lauderdale, FL 33301 USA
www.trifecta-pharma.com

I
—  This product is not effective on the scalp or nails. For best -
L W resuis, follow directions and continue treatment forlength of Distributed by:
o time indicated. Trifecta Pharmaceuticals USA®
o :
LN For athlete's foot and ringworm: use daily for 4 weeks.

COMPARE TO THE ACTIVE
INGREDIENT IN LOTRIMIN® AF*

(TOPICAL SOLUTION) USP, 1%

ANTIFUNGAL

Relieves ltching & Burning

* Greaseless
* Non-Staining
External use only.
Not for Ophthalmic use.
Keep this and other medications out of reach of children.

NDC: 69396-143-33

clobe

INNER LABEL

Not for Oy
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(TOPICAL SOLUTION) USP, 1%

ANTIFUNGAL
Relieves Itching & Burning
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Keep thisand other medications
outof reach of children.

CLOTRIMAZOLE ANTIFUNGAL

clotrimazole solution

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source)

NDC:69396-143



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CLOTRIMAZOLE (UNIl: GO7GZ97H65) (CLOTRIMAZOLE - UNIl:GO7GZ97H65) CLOTRIMAZOLE 10g inl1llL

Inactive Ingredients

Ingredient Name Strength
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIIl: 059QF0OKOO0R)
ALCOHOL (UNII: 3K9958V90M)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 JDC:69396-143- 4 in 1 Box 11/13/2023
1 0.01 Lin 1 BOTTLE; 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 11/13/2023

Labeler - Trifecta Pharmaceuticals USA, LLC. (079424163)

Revised: 2/2024 Trifecta Pharmaceuticals USA, LLC.
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