BUTENAFINE HYDROCHLORIDE- butenafine hydrochloride cream
MEIJER DISTRIBUTION INC

Butenafine Hydrochloride

Drug Facts

Active ingredient

Butenafine hydrochloride 1%

Purpose
Antifungal

Uses

e cures most athlete'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, burning, cracking, and scaling which accompany these conditions

Warnings

For external use only

Do not use

e on nails or scalp

e in or near the mouth or the eyes
e for vaginal yeast infections

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

Stop use and ask a doctor iftoo 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:
e use the tip of the cap to break the seal and open the tube
e wash the affected skin with soap and water and dry completely before applying
e 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.
Apply between and around the toes



1 week twice a day or 4 weeks once a day
e for jock itch and ringworm:apply once a day to affected skin for 2 weeks or as
directed by a doctor.
e wash hands after each use
e children under 12 years: ask a doctor

Other information
e do not use if seal on tube is broken or not visible
e store between 202 to 252 C (682 to 772 F)

Inactive ingredients

benzyl alcohol, cetyl alcohol, glycerin, glyceryl monostearate SE, polyoxyethylene (23)
cetyl ether, propylene glycol dicaprylate, purified water, sodium benzoate, stearic acid,
trolamine, white petrolatum

Questions?
Call 1-866-923-4914

DIST. BY MEIJER DISTRIBUTION, INC.
GRAND RAPIDS, MI 49544

PRINCIPAL DISPLAY PANEL - 30 g Tube Carton
meijer @
PRESCRIPTION STRENGTH

Antifungal Cream
BUTENAFINE HYDROCHLORIDE CREAM 1% | ANTIFUNGAL

Clinically Proven to Cure Most Athlete's Foot between the Toes

Contains the Drug:
Butenafine
Hydrochloride

NET WT 30 g (1 0z2)
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PRESCRIPTION STRENGTH LOTRIMIN ULTRAS
. ACTIVE INGREDIENT*
Antifungal Cream
BUTENAFINE HYDROCHLORIDE CREAM 1% | ANTIFUNGAL
1 WEEK

+ Clinically Proven to Cure Most Athlete’s Foot between the Toes :
. . . . Treatment Option
» Relieves Itching, Buming and Cracking for Athlete’s Foot.

See Directions.

ENG19.54

1 Y
| T
: PRESCRI.PTION STRENGTH Contains the Drug: : g 8 §‘§
. Antifungal Cream winchoice IR
! BUTENAFINE HYDROCHLORIDE CREAM 1% | ANTIFUNGAL 'S qu_ ¢
Clinically Proven to Cure Most Athlete’s Foot between the Toes :E § ;_EL EE
1 g3

NET'WT 30 g (1 oz)

————————————————————————————————————————— -

DIST. BY MELJER DISTRIBUTION, INC.
GRAND RAPIDS, MI 49544
WWWLITIES jer.Ccom

Made in Canada

OUR QUALITY
(_.LIJ\FE \NTEE

Vil W ELERLC I

o
427

d¥1d SIHLNO
HSINHVA ON

1 1
1 1
1 1
1 1
1 1
| |
1 1
| |
1 1
1 1
1 1
1 1 |
L Ll A g S et My i b ek b Jh M b S e B 50 I vl bt Rl t RV IA Y i ik o i S e b ML S S o T SR L
B e e o P e B e L S T g
o 11 —
1 |
1 BN UILIGOT J0 SIELMO/SENEL B L) IM PEEYILE Jau Sjonpad syl |
' slaLMD Ba R0 desl e Jo Aued cud aIE SEWEPRL N 4 1 e %
1 1 w
1 PHEF-£26-998- | IED £ SUORSEND ‘ 1 Sw
! A2 B JBIUBD) (04 UOD) LOS| O BIOELOD 1o ! C 0
1 WIrE o) d 8 M e Ui o) P Ioed | eels sEaeq r 5 1 =
1 wnpes Yees peyund ‘epfidenp pok|f susfdoud teye dieu [eaipaul 166 ‘pAMOEMS || "UBIPINY 10 4IREI J0 In0 daa)y 1 ;_: e
1 1fED (Z) aefyinoipd '35 sjeesjsouol Resdf U eofb saom 5360 U el 1 o b=
: ‘loyeale 1fe oycoe |Azued SjusIpEJbUl aAllDBL] 10 SNOD0 UORE) L) Yol 00} J1 J0J00p B Yse pue ssn doig : = %
| o T “see Ly A yBin cuo ypesu ) feInoD o o BueD |
| alwﬁlﬂlmfﬂ‘iﬁ é];:?q Ul‘:r‘fﬂi I mn?ou olp: ey “sede sy o 9B 1ou op 1anposd sup Buisn usiym, | =
—\L UOELLIONL JBLI0 sucnosu| 1525 [euiea D)e J/-—___
B3 SO0 YINOL B JES L X0 U e

Ape aouonen My Doop BYSE SEeA g1 e pun UeUp| Yo « d[es Jos|EU U
A0AED B )WY | BSN YIBS 1R U LEEM e B8N 10U 0(

o) P “JoRope A peloel|p SE J0SH8am Z 1) 7

iy UpfE pejoBYE OLAEp & e2u0 | dde |UD &SN [BUISTES 104
sBurem

@] W) pum e pue Usmqaqd|dy JuuomBuu pue yau jaol Joje
50.0US PEjE|ueA TuliH e E8M, DR BAQ pRloep youm Bueos pue Bup oeo *Buu ng ‘Buloy see e «
28 10 'syeam i 1oy Agp B eouodo ubiu pue B upw ouj uuomGul pue Yoy o o] Bow SsIng «

486 | o] AED B B S50] BU) P UND JB PUIE LSS W8] “UMOUNUN §] 1004} O SEPIS 10 DYDY U} UD SSEUBAI0BY3

upys pejo gye o) Adde :S801 BUL USEMIST 100} 5 EIE|YIE J0J« *S60] B} USBMIE] 100.5,015|4TE LSO B8N0 »
Buyfjdde eig eq fgje|dwon sasq)

KU pUE J6JE M PUE dBOS LM URS PEIJEE SU) LEEM .
eqn ey wedo pue [Eese ) yes 0 o) deo eyl jodi eyl eens [BEUR g === g g RUOIUD0 ALY BUIEUEITE
u8p|o pue siesd 2 usipyys puesyroe » i asoding RipaJbur annay

suonJeg

(penunuoal spoeq Brug sjoe4 ﬁﬂ..la

1
|
|
|
1
1
1
1
|
1
|
1
|
1
|
1
1
1

A Bouo EEs| B So0s pue seols fusyn suopueD esey Auedwoosoe 1
|
|
|
1
|
1
|
|
|
1
1
1
|
|
1
|
|




BUTENAFINE HYDROCHLORIDE

butenafine hydrochloride cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:79481-0086

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BUTENAFINE HYDROCHLORIDE (UNIl: R8XA2029Z1) (BUTENAFINE - BUTENAFINE 10 mg
UNII:91Y494NLOX) HYDROCHLORIDE inlg
Inactive Ingredients
Ingredient Name Strength

BENZYL ALCOHOL (UNIl: LKG8494WBH)
CETYL ALCOHOL (UNII: 936)ST6JCN)
GLYCERIN (UNII: PDC6A3CO00X)

GLYCERYL STEARATE SE (UNIl: FCZ5MH7851)
CETETH-23 (UNIl: 495CTZ441V)

PROPYLENE GLYCOL DICAPRYLATE (UNIl: 581437HWX2)
WATER (UNIl: 059QFOKOOR)

SODIUM BENZOATE (UNII: OJ245FE5EU)
STEARIC ACID (UNII: 4ELV7Z65AP)
TROLAMINE (UNII: 903K93S3TK)
PETROLATUM (UNII: 4T6H12BN9U)

Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
NDC:79481- :
1 0086-1 1in 1 CARTON 11/30/2023
1 30 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA205181 11/30/2023

Labeler - MejER DISTRIBUTION INC (006959555)

Revised: 12/2023 MEIJER DISTRIBUTION INC
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