MICONAZOLE 7- miconazole nitrate cream
Cardinal Health (Leader) 49781

Miconazole Nitrate Vaginal Cream, USP

Drug Facts

Active ingredient

Miconazole nitrate, USP 2% (100 mg in each applicator)

Purpose

Vaginal antifungal

Uses
e treats vaginal yeast infections
¢ relieves external itching and irritation due to a vaginal yeast infection

Warnings

For vaginal use only

Do not use

if you have never had a vaginal yeast infection diagnosed by a doctor

Ask a doctor before use if you have

e vaginal itching and discomfort for the first time

e lower abdominal, back, or shoulder pain, fever, chills, nausea, vomiting, or foul-
smelling vaginal discharge. You may have a more serious condition.

e vaginal yeast infections often (such as once a month or 3 in 6 months). You could be
pregnant or have a serious underlying medical cause for your symptoms, including
diabetes or a weakened immune system.

e been exposed to the human immunodeficiency virus (HIV) that causes AIDS

Ask a doctor or pharmacist before use if you are

taking the prescription blood thinning medicine warfarin, because bleeding or bruising
may occur

When using this product
e do not use tampons, douches, spermicides or other vaginal products. Condoms and



diaphragms ma'y be damaged and fail to prevent pregnz;ncy or sexually transmitted
diseases (STDs).

e do not have vaginal intercourse
e mild increase in vaginal burning, itching or irritation may occur
e if you do not get complete relief ask a doctor before using another product.

Stop use and ask a doctor if
e symptoms do not get better in 3 days
e symptoms last more than 7 days

e you get a rash or hives, abdominal pain, fever, chills, nausea, vomiting, or foul-
smelling vaginal discharge

If pregnant or breast-feeding,

ask a health professional before use.

Keep out of reach of children.

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

Directions
e before using this product read the enclosed consumer information leaflet for
complete directions and information
e adults and children 12 years of age and over:
o applicator: insert 1 applicatorful into the vagina at bedtime for 7 nights in a row.
Wash applicator after use.
o use the same tube of cream if you have itching and irritation on the skin outside
the vagina. Squeeze a small amount of cream onto your fingertip. Apply to itchy,

irritated skin outside the vagina (vulva). Use 2 times daily for up to 7 days as
needed.

e children under 12 years of age: ask a doctor

Other information

to open tube use cap to puncture seal

do not use if seal over tube opening has been punctured or is not visible
do not purchase if carton is open

store at 20°-25°C (68°-77°F) [see USP Controlled Room Temperature] excursions
permitted to 15°-30°C (59°-86°F).

Inactive ingredients

benzoic acid, butylated hydroxyanisole, mineral oil, oleoyl polyoxylglycerides, pegoxol 7
stearate, purified water



Questions?
1-800-432-8534 between 9 am and 4 pm EST, Monday-Friday.
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Compare to Monistat® 7
active ingredient*

Miconazole 7
Miconazole Nitrate Vaginal Cream, USP 2%

VAGINAL ANTIFUNGAL
(Miconazole Nitrate 100 mg per applicator)

Cures most vaginal yeast infections
Relieves associated external itching and irritation

SATISFACTION GUARANTEED

7 DAY VAGINAL CREAM (1 TUBE)
WITH 1 REUSABLE APPLICATOR

NET WT. 1.59 OZ (45 g) Tube



‘it BT SSU ) |OUANE] UOSH0 & RRAI0D 50 dis) IENPa LY 10 “PasOpnG || "B |9 YREad |0 0 deay
BsN 0B euojssajoud yesy € yse ‘Bujpan)-|seag o ewbod |
ey poalen Duspaws=1nog 10 'Duniw o BHSme 'SIID 10s) Uikl [PUILIODOR Sl 20 WSE 100 N0k
sep vy 20w e swopdiafs e Slep £ ) sapeg b oo op swoydwifs« 1 0p30p & ysE pur asn dogg
pasd Jaoure Bussn u0peq Jo320p € ¥se oy aidwod 1ot you op nod ji e
A0 e UORENL 50 Dugy Tuang Euitiea Ul OSBRI PIW s ORINCOUARI [EIBEA SV 10U 0D »
“($008) SesESI0 pausen £ieras 1o foueu Baud luand
04 |1e} pue pafieusep aq dew swieigdep pue swopuog “sanpoud Fubes s 10 ssppuuads ‘ssyanop ‘suodwey esn ouope  paapaad sy Bugsn sy
anaao few Bups|rug 20 Bujpsa)g ssTeseq unmMEs BuiRawW Bupuus pooK wopdussad ey, Supie aae mod j) &S0 RepE Y WEREIEYD M J0ROP €AY
S0y Sasnea vy (AFH) Smn Kust i UEWINY Bk 0} Pasod:

‘B|SAS BLNLILA POUSHEIM € 30 S9RTRIp Bu|pajau| swmnw.&:

AN 20} 5T [eepeus Dusdiapan SPOLIRS T aney JO JLenald 6Q [R0D NOA (S0 04 £ X0 LIUOW € U0 S8 JINS] LSI0 SU0DIULE 15ER% feuilen «
“ROEOUCD SNOURS A10CU & SRy S nog, alueus)p reu)Ben G jaus-rog 20 Dupiuos BEsned “saua ana) ured Sonougs 20 e EU)WOpKE Jam «
S 151y e s0) popuwasp pue Bupyay guifiens  @ary nak 3 e3n aiegeq Jopop & NEY

aop30p & Aq pasoubep vopas)uy jsxek jeuples & pey ssaau aney nod 3 e3n Jou og

Hjuo asn jeujfien 1oy
shujurey

uojpegu] jsead jeujBen e 0y anp uogel .| pue Bujyay Fuasepa seagel ¢

suopoap) ek jEufer mEan e s@8))

FRBUMJIATE JRUIDR, © " trens e (e 260 S O L) %2 dSN RN S0Ru0a N
asoding Juaipauliuy aajpay
spae4 bnug
//_‘_ﬂ;
5
&
=]
2
W
=
_____‘—‘-——/,-? ---------------------------------------------------------------------------------------------------------
i NDC 49781-064-75

LEADER®

Miconazole 7

Miconazole Nitrate Vaginal Cream, USP 2%
VAGINALANTIFUNGAL
{Miconazole Nitrate 100 mg per applicator)
Cures most vaginal yeast infections
Relieves associated external itching and irritation
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MICONAZOLE 7

miconazole nitrate cream

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG
VAGINAL

Item Code (Source)

NDC:49781-064




Active Ingredient/Active Moiety

Ingredient Name

MICONAZOLE NITRATE (UNIl: VWAH1CYWI1K) (MICONAZOLE -
UNIl:7NNOOD7S5M)

Inactive Ingredients

Ingredient Name
BENZOIC ACID (UNIl: 8SKNOBOMIM)
BUTYLATED HYDROXYANISOLE (UNII: REK4960K2U)
MINERAL OIL (UNII: T5L8T28FGP)
APRICOT KERNEL OIL PEG-6 ESTERS (UNIl: DRG3KJZ1T))
PEGOXOL 7 STEARATE (UNIl: 3EWSAXE5X5)
WATER (UNIl: 059QFOKOOR)

Product Characteristics

Basis of Strength Strength
MICONAZ OLE NITRATE 20 mg inlg

Strength

Color white Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description sl FEr ekl e

Date Date

NDC:49781- .

1 064-75 1in 1 CARTON 05/31/2014

1 45 g in 1 TUBE, WITH APPLICATOR; Type 0: Not a

Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA074164

Labeler - cardinal Health (Leader) 49781 (097537435)

Revised: 10/2022

Marketing Start Marketing End
Date Date

05/31/2014

Cardinal Health (Leader) 49781
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