BUDPAK ANTIFUNGAL CLOTRIMAZOLE- clotrimazole cream
Budpak Inc.

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.

Active Ingredient
Clotrimazole 1%
Purpose
Antifungal

Uses
e cures most athlete's foot, jockitch, and ringworm.
e relieves itching, burning, cracking, scaling and discomfort which accompany these conditions.

Warnings

Do not use on children under 2 years of age except under the advice and supervision of a doctor.
For external use only

When using this product avoid contact with eyes.

Stop using this product and ask a doctor

® jrritation occurs

e there is no improvement within 4 weeks (for athlete’s foot and ringworm) or 2 weeks (for jock itch).
¢ do not use for diaper rash

Keep this and all drugs out of reach of children.
If swallowed, get medical help or contact a Poison Control Center right away.

Directions

wash affected area and dry thoroughly

Apply a thin layer 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 spaces between the toes, wear well-fitting, ventilated
shoes and change shoes and socks at least once a day

for athlete's foot and ringworm use daily for 4 weeks, for jockitch use daily for 2 weeks

e if conditions persist longer, ask a doctor

¢ this product is not effective on the scalp or nails.

Other information
e Store between 20°C to 25° C (68°F to 77°F)
e LotNo. & Exp. Date: see crimp of tube.
Inactive ingredients

Purified Water, Mineral Oil, Cetearyl Alcohol, Petrolatum, Glyceryl Stearate, Propylene Glycol,
Polysorbate 60, Sorbitan mono stearate, Methylparaben, Propylparaben.

PRINCIPAL DISPLAY PANEL
Budpak Antifungal Cream

Clotrimazole 1%



NET WT 0.5 OZ (14 g)

| -—-"B Udp*a“ k “Compare tothe active ingrecients of

Lotrimin®
Anti-Funga

| Grea

1% clotrimazole USP Cream
Cures Most Athlete's Foot!

*COMPARE CON LOS INGREDIENTES ACTIVOS DE LOTRIMIN®

crema m“"m |:gra[|!|§nn clotrimazole 1% USP

*COMPARE TO THE ACTIVE INGREDIENTS OF LOTRIMIN®

\' poi-Fungal Cream

1% clotrimazole USP Cream
MNET WT 0.5 OF “49}

s fungat rean [T

84435%" 5

nuy

Sl

gpare]
ghlin{-

neaig 450
weaid
"”.q",.!!,.“!.gr@.."l

%0

Anti

e o o Elpe] Uy Bpeiy BLLLL AN "RUSONUCHU0H " INI NYAONE AY pengUIsIa

W MR WRLOG P D) J0 IO * 30 ERIPaLd wmdREay - BuLsyzg Aq penguim If PRaTa RER (DU 5 PEHUE 1.

"weEedidn.e UsgEiBdpLLa BIRIENE DUOL UENGIOS D0 SBQI0SH0
RN BB REITRS JASAN LB [0SR PURRIED 0 RIBUIN IR PRULY SHPAAIN] BANIRY
BN 0 i oS AR 3§ of 107 B4 - L4 - 489 062+ 302 wange wols |
vopeuanY 20

E 3
B LD SR 100§ 10p0ed S 0D B RSE ‘e 155160 SUGUPUOD | I B 7 0] AR S5 Iy o] 10y By 5 0y
A 850 wcafig PR 100) S mEae o) B R0 R0 RN 18 5500 DUT S alieyD pus Sadas peEpiuas Dl S Sl
BUJ| USSAET SE18CS O] IHEREIE [Boe0s Apd 00y 5 21908 U 19000 UYL 10 25N BUL U) ISEHLD FSAns I IT0op B A pasann
o 50 (i pue Busuow] e By BAR PRau S0 1R g 2 iy B A Bnnaeg g pue e papaye wsen B SIORIENGT
TaE Jtal FUE I UDSHL] B DERIED 2 Oj [PoEsWw [0 pesn s J "Uaipligd |0 §298d 0 100 SO e pus sng deax

1SR P00 1) DSn U CE I T2 00T Kyl HI0MA 2 40 [LmeADi

DT 100) FAHUIE J0J) SR e Ut ou St 3sy Il SN0 Ui Il J0j90p ¥ ¥5E pus Reposd sy Gujse doig

s 19 |oE00 posg pEnposd sy Bugss uaym

“hjus3 S50 RUIBEED 10 01200 € JD ROISUIBORS [ BXAADE UL J55uN 06308 A0E [0 SiRak 2 EBUN URIDIUZ U B8N j0U 00 SRUOUEM

“EOIPOT SR AuEdiooe
LA OSSR R DUREYS DUTEIRSD DUNLNG TR SOATSI B WUcmBa) pue U il ‘J00) S nae 0w s:ns i 885y

Jefungijuy’ LA LEE . )
asoding Juaipaifuy aanay
spred Gag

weal) 45 ajorsmnE0id %l
e

eaig jehung-nu sedpng

BUDPAK ANTIFUNGAL CLOTRIMAZOLE

clotrimazole cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:27293-025




Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
CLOTRIMAZOLE (UNI: G07GZ97H65) (CLOTRIMAZOLE - UNI:G07GZ97H65)

Inactive Ingredients

Ingredient Name
WATER (UNIE: 059 QFOKOOR)
MINERAL OIL (UNI: T5L8 T28 FGP)
CETOSTEARYL ALCOHOL (UNI: 2DMT128 M1S)
PETROLATUM (UNIL: 4T6 HI2BN9 U)
GLYCERYL MONOSTEARATE (UNIE: 230 0U9 XXE4)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
POLYSORBATE 60 (UNI: CAL22UVI4M)
SORBITAN MONO STEARATE (UNIL: NVZ4I0 H58 X)
METHYLPARABEN (UNIL: A218 C7HI9T)
PROPYLPARABEN (UNIL: Z8 IX2SC10H)

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:27293-025-01 1in 1BOX
1 NDC:27293-025-14 14 g in 1 TUBE

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date

OTC monograph final part333C 12/17/2012

Labeler - Budpak Inc. (183224849)
Registrant - Anicare Pharmaceuticals Pvt. Ltd (916837425)

Establishment

Name Address ID/FEI
Anicare Pharmaceuticals Pvt. Ltd 916837425

Revised: 11/2012

Basis of Strength
CLOTRIMAZOLE

Strength
00lg inlg

Strength

Marketing End Date

Marketing End Date

Business Operations

manufacture(27293-025)

Budpak Inc.



