CLOTRIMAZOLE- family wellness clotrimazole cream
Trifecta Pharmaceuticals USA LLC

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.

Clotrimazole cream USP, 1%

Active ingredient

Clotrimazole USP 1% w/w

Purpose
Antifungal Cream

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

Uses

Cures athlete’s foot (tinea pedis), jock itch (tinea cruris), ringworm (tinea corporis).
Relieves the itching, burning, cracking, scaling and discomfort which can accompany
these conditions.

Warnings

® Do not use on children under 2 years of age except under the advice of a
doctor.

® For external use only

® When using this product avoid contact with eyes.

Stop Use and ask a Doctor if:
e jirritation occurs

e thereis no improvement within 4 weeks (for Athlete's foot or ringwork) or within 2
weeks (for jock itch).

If Pregnant or breastfeeding

If Pregnant or breastfeeding, ask a health professional before use.

Directions
e Wash the affected area and dry thoroughly.



® Apply a thin layer of this product over affected area twice daily (morning and night),
or as directed by a doctor.

@ 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 conditions persists longer, consult a doctor.

@ This product is not effective on the scalp or nails.

Inactive Ingredients

Dimethyl Sulfoxide, Ethylparaben, Glycerin, Glyceryl Stearate SE, Laureth-23, Light
Mineral Oil, Petrolatum, Stearyl Alcohol, W ater

Other Information
e store at controlled room temperature 20°-25°C (68°- 77°F)
e Close cap tightly after use.

Questions or Comments?

Call 1-888-296-9067 Mon-Fri 9AM - 5PM
DISTRIBUTED BY: MIDWOOD BRANDS, LLC.
500 Volvo Parkway, Chesapeake, VA. 23320
NOT SATISFIED?

Return Package and unused product within 30 days to any Family Dollar store for a
refund (with receipt) or exchange.

This product is not manufactured or distributed by Bayer, owner of the registered
trademark Lotrimin®

Packaging

OUTSIDE BOX

COMPARE TO THE ACTIVE
INGREDIENT IN LOTRIMIN® AF*

ANTIEUNGAL




ANTIFUNGAL

Clotrimazole 1%

Cures Most
Athlete’s Foot

Relieves Itching, Burning,
Cracking and Scaling

wellhess

NET WT. 0.5 oz. (14.2g)

ANTIFUNGAL
Clotrimazole 1%

NDC: NDC: 69396-038-05

SKU 910334

oti3

2251 ' 53310
MADE IN CHINA

DISTRIBUTED BY: MIDWOOD BRANDS, LLC

500 VOLVO PARKWAY, CHESAPEAKE, VA 23320

NOT 100% SATISFIED?

Return package and unused product within 30 days to any

Family Dollar store for a refund (with receipt) or exchange.
*This product is not manufactured or distributed by Bayer,
owner of the registered trademark Lotrimin®.

INd WY 6 ud-uoly 2906-962-888-1 20 | <
¢S)UaWWOY 10 SUolsaNy

Keme bu (z2z1-222-008-1) J8ue) josuod
uosiod e JoBjuod Jo djay [ealpau }ab ‘pamojjems j|
*UaIp|Iy2 Jo Yoeal ay} Jo Jno sbnup |[e pue siyy dasy|

asn alojaq d yyeay e yse 10 jueubaid §

‘wnyejonad syym
‘191 “|oyoole [A1els ‘IO [elsuIn bIT ‘ez-trsine
‘38 sjeses)s |K122A19 ‘ULedA|D ‘uaqelediAyig ‘spixoyns [Ayswiq “(yow 0! 10g) Sx98M Z UILIM J0 (wiomBuu
spualpalbuy aA130.uj | 10100} SBIIUIE 10]) SYSIM UM usLBACIdWI OU S| BI3YL @
: — '$IN220 UOKELL| @
1110}00p B yse pue ash dojg
“saf@ yym Joju0d pione Jonpoud siyj buisn usym
*10}20p E JO S0IAPE 3U}
J1apun jdeoxa abe Jo sieak g Japun ualp|iyo uo ash jou og
juo asn [eussjxa o4
sbujusey

“asn Jaye Apybn des aso|) e

“(doL7089) D252-502 2Injeseduue} Wool pajjoAuod Je 210} ©
uojjewIoul 13Y)0

sjieu Jo djeas sy uo aAoaye Jou sl jonpoid syl e

*J0joop € J|nsuod ‘JaBuoj sjsisiad suonipuod |

‘syaam g o} Ajtep asn ‘yoy Yool

104 "$¥23M § Jo} Ajiep asn ‘wiiomBuLI pue J00) s,2181Ule 104 e
“Aitep 2ou0 Jses] Je syo0s pue “SUONIPUOD 358U} AUEdW0od. UED LIYM HOJWodsIp
sa0ys aBueyo pue ‘seoys paje|uaA Bumy-{jom Jeam ‘sao} ayy pue Buifeas ‘Bunjoeso ‘Buiuing ‘Buiyoy sensijey e
usamjaq ssoeds auy) o} uopusje [erads Aed 00} s sl9|ye 104 © wiomBull pue ‘yayi yoof 00} S2}3Jyje JSoW SaIND @
“Jonpoud siuy} Jo ash sy} ul uaIp|Iyo ssiaedng e sas()

(yBiu pue Buiulow) Ajiep a1my eale pajoaye Jano Jake| uy) e Aiddy e
“AyBnoloy; A1p pue eale pajoaye ayj ysep o | [eBunyuy e
suoppoang | @sodind

(penunuod) §1 94 ONYA

e MM ), 9]0ZEWI0)D
yuaipaibui anjoy

S.1OVd4 9ndda

o=

WSSSU]]M IWVA4

INNER TUBE

COMPARE TO THE ACTIVE INGREDIENT IN LOTRIMIN® AF*

ANTIFUNGAL cream

i 0
NET WT. 0.5 oz. (14.29) Clotrimazole 1 %

DRUG FACTS (continued)

Purpose | Directions
Antifungal | e Wash the affected area and dry thoroughly

o Apply a thin layer over affected area twice daily (moming and night)
Uses o Supervise children in the use of this product

DRUG FACTS
Active ingredient
c 1% wiw

» Cures most athlete’s foot, jock itch, and ringworm
 Relieves itching, burning, cracking, scaling and
discomfort which can accompany these conditions.

Warnings

For external use only

Do not use on children under 2 years of age except under
the advice of a doctor.

» 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

o For athlete’s foot and ringworm, use daily for 4 weeks. For
jock itch, use daly for 2 weeks.

o If conditions persists longer, consult a doctor.

o This product is not effective on the scalp or nails

When using this product avoid contact with eyes.

Stop use and ask a doctor if

o Iritation occurs.

« There is no improvement within 4 weeks (for athlete's foot or
ingworm) o within 2 weeks (for jock itch).

Other information
o Store at controlled room temperature 20°-25°C (68°-77°F).
o Close cap tightly after use.

Inactive ingredients
Dimethyl sulfoxide. Glycerin, Glyceryl stearate SE,

If pregnant or breastfeeding, ask a health professional before use:
Keep this and all drugs out of the reach of children.

If swallowed, get medical help or contact a Poison

Control Center (1-800-222-1222) right away. »

Laureth-23, Light Mineral O, Stearyl alcohol, Water,
White petrolatum

Questions or Comments?
Call 1-888-296-3067 Mon-Fri 9 AM-5 PM

DISTRIBUTED BY: MIDWOOD BRANDS, LLC 500 VOLVO PARKWAY, CHESAPEAKE, VA 23320
NOT 100% SATISFIED? Return package and unused product within 30 days to any Family Dollar store for a refund (with receipt) or exchange.

CLOTRIMAZOLE

family wellness clotrimazole cream



Product Information
Product Type HUMAN OTC DRUG Item Code (Source)
Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:69396-038

Ingredient Name Basis of Strength Strength

CLOTRIMAZOLE (UNIl: GO7GZ97H65) (CLOTRIMAZOLE - UNII:GO7GZ97H65) CLOTRIMAZ OLE

Inactive Ingredients

Ingredient Name
DIMETHYL SULFOXIDE (UNIl: YOW8V9698H)
ETHYLPARABEN (UNII: 14255EXE39)
GLYCERIN (UNII: PDC6A3CO00X)
GLYCERYL STEARATE SE (UNIl: FCZ5MH785I)
LAURETH-23 (UNIl: N72LMW566G)
LIGHT MINERAL OIL (UNIl: N6K5787QVP)
PETROLATUM (UNII: 4T6H12BN9U)
STEARYL ALCOHOL (UNII: 2KR89I4H1Y)
WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color white Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
1 (DC109396:038 4 in 1 gox 08/30/2019
1 15 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monograph final part333C 08/30/2019

Labeler - Trifecta Pharmaceuticals USA LLC (079424163)

1g in100g

Strength

Marketing End
Date

Marketing End
Date



Revised: 1/2023 Trifecta Pharmaceuticals USA LLC
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