PHYSICIAN PACKAGE INSERT

MONISTAT DUAL-PAK"

[mon’ ih stat dool pack]
(miconazole nitrate vaginal insert) Soft Gel Vaginal Insert, 1200 mg
and (miconazole nitrate cream) External Vulvar Cream, 2%

Rx only

DESCRIPTION

MONISTAT® (miconazole nitrate vaginal insert) Soft

Gel Vaginal insert is an off-white soft gelatin capsule “
containing the antifungal agemt, miconazole nitrate, Z/ \\
1-[2,4-Dichloro-8-{(24-dichlorobenzyl) : e e
oxy]phenethyl)-imidazole mononitrate, 1200 mg. in 3 3

petrolatum base containing liquid paraffin, white I
petrolatum, and lecithin. o
MONISTAT® (miconazole nitrate cream) Extemnal

Vulvar Cream is a white to off-white oil-in-water ,
emulsion base that contains miconazole nitrate, . e
1-121.4';0ich;|oﬁ)-8-[((,2.4-|dichlorobenzyl) )

oxy)phenethyl}-imidazole mononiirate, 2%, purifie : :
water, propylene ghycol. stearyl alcohol, cetyl alcohol, | Miconazole Nilrale
polysorbate 60, lsopro%vl myristate, benzoic acld,

and potassium hydroxide.

CLINICAL PHARMACOLOGY

Following intravaginal administration of a single MONISTAT* Soft Gel Vaginal Inser in 10 healthy
females, plasma miconazole concentrations were detectable at 4 hours and peaked at 12-24 hours,
with an average Tniax at 18.4 hours. The mean (range) plasma miconazole concentrations al 24,
48, 72, and 96 hours are summarized in the following table: '

Hours Post-Dose 24 48 2 86

Mean Conc (ng/mL) 9.22 461 o295 184
Range 453 -16.78 1.25-10.06 057-7.78 0.29-6.31
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The average (range) peak plasma concentration, Cmax, was 10.71 (5.78-18.33) ng/mL while the
AUC 0-96 was 477.3 (244.8-774.8) ngeh/mL. These results demonstrated that overall systemic
exposure 10 miconazole nitrate is similar between MONISTAT™ 3 (miconazole nitrate 4%) Vaginal
Cream and MONISTAT® Soft Gel Vaginal Insert.

Microbiology

_Mechanism of Action; Miconazole nitrate inhibits the biosynthesis of ergosterol, an essential
component of the fungal cell wall. Miconazole ndrate has also been shown 10 interact with the
synthesis of triglycerides and fatty acids, and o inhibit fungal oxidative and peroxidase enzymes.

In vitro and n vivo activity: In vitro miconazole nitrate is active againsl a variety of yeasts and
moulds. Miconazole nitrate has demonstrated in vitro and in vivo activity against susceplible
strains of Candida albicans and the dermatophytes including Trichophyton spp., Microsporum spp.
and Epidermophyton spp.
Susceptibility testing: Miconazole nitrate susceptibility testing has been performed using
numerous testing methods. Minor modifications to laboratory test conditions can atter the
minimum inhibltory concentration (MIC) for azole antifungals. in one study where the National
Committee for Clinical Laboratory Standards (NCCLS) antifungal susceptibility testing
methodology M27-T was employed, 177 Candida isolates obtained from 50 patients with recurrent
vulvovaginal candidiasts were tested. Most strains of Candida albicans exhibited miconazole MICs
ol <0.01 pg/mL." Breakpoints o determine whether clinical isolates of Candida albicans or other
Candida spp. are susceplible or resistant 1o miconazole nitrate have not been established using the

" Nationa! Committee for Clinical Laboratory Standards (NCCLS) antifungal susceptibility testing
methodology M27-A.2

 Data from clinical isolates have shown that the more common non-albicans strains of Candida
producing vulvovaginat candidiasis have substantially higher MICs for the antifungai azoles,
including miconazole, than C. afbicans strains, suggesting that these pathogens may be more
ditficult 10 treat. Howsver, the relevance of miconazole in vitro susceptibllity data to clinical
outcome.remains to be defined. - : :

Resistance: 1 vitro studies have shown that some Candida strains that demonstrate reduced
susceptibiity to one antifungal azole may also exhibit reduced susceptibility to other azole
compounds. including miconazole. Clinical cases have shown that Candida afbicans strains can
develop antifungal azole resistance. Cross-resistance between azole compounds has been -
observed. The finding of cross-resistance is dependent upon a number of {actors including the
species evaluated, its clinical history, the particular azole compounds compared and the type of
susceptibility test that is performed. The exact mechanism of action producing azole resistance
and cross-resistance to other antifungal azoles, including miconazole, is not fully understood at

this time.

INDICATIONS AND USAGE

MONISTAT® (miconazole nitrate vaginal inserl) Soft Gel Vaginal {nsert: One MONISTAT® Sofl Gel
- Vaginat Insert is indicated for the topical treatment of vulvovaginal candidiasis (moniliasis). As
MONISTAT® is effective only for candidal vulvovaginitis, the diagnosis should be confirmed by KOH
smear and/or cultures. Other pathogens commonly associated with vulvovaginitis { Trichomonas
‘vaginalis and Haemophilus vaginalis) should be ruled out by appropriate laboratory methods.

MONISTAT® (miconazole nitrate cream) External Vulvar Cream. MONISTAT® External Vulvar Gream
is Indicated for the relief of external vulvar itching and irritation associated with a yeast infection.
CONTRAINDICATIONS '

Patients known to be hypersensitive 10 miconazole nitrate or any component of the vaginal insert or
extemal vulvar cream. There is limited information regarding cross-hypersensitivity between
miconazole and other azole antifungal agents. Caution should be used in prescribing MONISTAT#
DUAL-PAK™ to patients with hypersensitivity to other azoles.

WARNINGS

The base contained in the vaginal insert and the extemal vulvar cream may interact with certain latex
products, such as those used in vaginal contraceptive diaphragms or condoms. Therefore, condoms

and diaphragms should not be relied upon o prevent sexually transmitted diseases or pregnancy
unit 3 days after last use of the vaginal insert and the external vulvar cream.

Tampons, douches or spermicides may remove the product from the vagina. Therefore, use of
tampons, douches or spermicides shouid not be resumed until 7 days after last use of the vaginal
insert and external vaginal cream. '
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PRECAUTIONS |
General: Discontinue drug if sensitization or irriation is reported during use.

Cawiuoge;nem: Studies to determine the carcinogenic potential of miconazole nitrate have not besn
performed. ' .

Mutagenesis: Miconazole nitrale was not genoloxic wher tested /n vifro for induction of microbial point
mutations (Ames test) or in vivofor dominant lethal mutation in mouse germ cells or structural
chromosome aberrations in mouse or rat bone marrow cells following high oral o imraperitoneal doses
(equivalent to a human dose of 52 mg/kg based on body surface area conversions).

impairment of Fertility: No impairment of fertility occurred when female rats were administeréd
miconazole nitrate orally at doses equivalent 10 a human dose of 53 mg/kg/day based on body surface
area conversions. ' :
Pregnancy: Pregnancy Category C . _ '

There are no adequate and well-controlied studies of MONISTAT® DUAL-PAK™ in pregnani womer.
intravaginal administration of miconazole nitrate in rabbits 1 hour prior 1o mating did no{ atfect
reproductive periormancs or the off{spring of these dams. Miconazole crosses the placenta and
produces maternal and fetotoxicity when administered orally 1o rats and rabbits. Decreased food
consumption and decreased pup Survival were observed in rals and rabbits at or above doses
equivalent to oral human doses of 13 mg/kg/day (rats) or 26 mg/kg/day (rabbits) based on body
surface area conversions. Oral administration of miconazole nitrate has been reported lo produce
prolonged gestation In rats but not rabblts.

Nursing Mothers: It is not known whether miconazole nitrate is excreted in human milk, Because many
drugs are excreled in human mifk, caution should be exercised when miconazole nitrate is adminisiered
to a nursing woman. ’

Pediatric Use: The safety and eflicacy of MONISTAT® DUAL-PAK™ in the treatment of vulvovaginal
candidiasis in post-menarchal females have been established based on the extrapolation of clinical trial
data from adull women, When a post-menarchal adolescent presents (o a health professional with
vulvavaginal symploms, a carefu! evaluation for sexually transmitied diseases and other risk tactors for
vulvovaginal candidiasis should be considered. The satety and efficacy of MONISTAT* DUAL-PAK™ in
pre-menarchal females have not been established.

- Geriatrle Use: Clinical studies of MONISTAT® DUAL-PAK™ did not include sufticient numbers of -
subjects aged 65 and over 10 determine whether they respond ditferently from younger subjects.

ADVERSE REACTIONS

In controlled clinical studies, 272 patients wilh vulvovaginal candidiasis were treated with MONISTAT®
DUAL-PAK™. MONISTAT® DUAL-PAK™ reactions most frequently involved the genital area:



A

Drug-Related Adverse Reactions ((requency 2 1%) in Clinical Studies
Treatmeat Group
. MONISTAT® MONISTAT® 7
Adverse Experience - DUAL-PAK™ Vaginal Cream
(N=272) {N=265)
fn % n %
Genital Reproductive System
Burning, female genitalia 48 18 49 18
Irritation, female genitalia 33 12 29 11
Pruritus, external female genitalia 32 12 4 17
Discharge, femals genitalia 11 4 -2 1
Edema, female genilalia 3 - 1 3 1
Pain, female genitalia 3 1 1 <1
- Gastrointestinal System
Cramps, G! 5 2 0 0
Nausea : 3 1 0 0
Nervous System
Headache 4 1 1 <1

MONISTAT® DUAL-PAK™ drug-related adverse events with a frequency <1% in clinical triais inclyded:
genital erythema, vaginal tenderness, dysuria, allergic reaction, dry mouth, flatulence, perianal burning,
pelvic cramping, rash, urticaria, skin irritation, perio rbital edema, and conjunctival pruritus. ‘
The drug-related adverse event dropout rale was 1% in the MONISTAT® DUAL-PAK™treatment group
and 2% in the comparator amn. The adverse experiences most frequently causing study
discontinuation were vulvovaginal burning and irritation for both the MONISTAT“ DUAL-PAK™ and
the comparator agent. )
OVERDOSAGE
Overdosage of micanazole nitrate in humans has not been reported to date. In-mice, rats, guinea pigs.
agt: dogs the oral minimum lethal dose values were equivalent to oral human doses between 26 and
204 mgXg.
DOSAGE AND ADMINISTRATION i :
MONISTAT* Soft Gel Vaginal insert: One insert (miconazole nitrate, 1200 mg) is inserted intravaginalty
once at bedtime. Before prescribing another course of therapy, the diagnosis should be reconfirmed by
smears and/or cultures te rule out other pathogens.
MONISTAT® External Vulvar Cream: Sufficient external vulvar cream should be applied to cover affected
areas twice daity (morning and evening) for up to 7 days as needed.
HOW SUPPLIED ) '
MONISTAT® DUAL-PAK™ includes the foliowing two components: _
MONISTAT (miconazole nitrate vaginal insert) Soft Gel Vaginal nserl, 1200 mg, is available as a 3.3 ¢
(weight of one insert) elliptically shaped off-white vaginal Insert packaged in a blister pack accompanied
by a vaginal applicator.
MONISTAT* (miconazole nitrate cream) External Vulvar Cream, 2%, is supplied.in a 9 g blind-end tube.
important Information: Store at 25°C (77°F); excursions permitted 10 15-30°C (59-86°F) [see USP
Controlled Room Temperature]. Avoid heat over 30°C (86°F). Avoid high humidity.
See end of carton for the lot number and expiration date.
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PATIENT PACKAGE INSERT

BARCODE

L
MONISTAT DUAL-PAK

[mon' ih stat dool pack]

(miconazole nitrate vaginal insert) Soft Gel Vaginal Insert, 1200 mg
and (miconazole nitrate cream) External Vulvar Cream, 2%

For prescription use only
What is the MONISTAT® DUAL-PAK™?

The MONISTAT™ DUAL-PAK™ is medicine to treat vaginal yeast infections and relieve itching and
Fritation of the skin outside the vagina (vulva) that is associated with 2 yeast infecyion.

The MONISTAT® DUAL- PAK™ contains two types of medicines to treat vaginal yeast infections:
1. one Sof-Gel Vaginal Insert that you put imside your vagind using the applicator

2 the Extenial Vulvar Cream that is used on the skin outside the vagina

Who shouid not use the MONISTAT® DUAL- PAK™?

You should not use the MONISTAT® DUAL-PAK™ i you are allergic 1o the active ingredient
miconazole nitrale of any of the inactive ingredients in the medicine. (See ACTIVE INGREDIENT and
INACTIVE INGREDIENTS.)

What is 3 vaginal yeast infection (Candidiasis)?

A vaginal yeas! inlection is 2 common condition caused by an overgrowth of yeast (Candida) that may
normally live in the vagina. Your heaith professional may call this infection “monilia” or “candidiasis.”
Some women may have a ysast infection on the skin outside the vagina at the same time that they have
the vaginal infection.

Who can get 2 vaginal yeas! infection?

Any woman can gel a vaginal yeast infection. It is most common during the childbearing years.
Women who are pregnant or diabetic, king antibiotics, birth control pitls or steroids, o who havea
weakened immune system, are more likely 10 get repeated yeast infections that may not easily clear up
with propes treatment.

Some medical conditions can weaken the body's normal ebility to fight infection. One of the most
serious of these conditions is infection with the human immunodeficiency virus (HIV - the virus that
causes AMDS). The HIV virus causes the body to be more fikely to get infections. including vaginal yeast
infections that may not easily clear up with proper treatment. it you may have been exposed to HIV and
get repeated vaginal yeast infections, see your health professional right away. For more information on
HIV infection, please contacl your health professional or the Centers for Disease Control and Prevention
(CDC) National AIDS HOTUINE. The CDC phone numbers are: 1-800-342-A1DS (English),
1-800-344-7432 (Spanish), or 1-800-243-7889 (hearing impaired, T0D).



Whal ars the symploms of a vaginal yeast infection? -
mmmawwmmmmmmamawmwmz

< vaginal discharge that may be thick, white, and lumpy like cottage Cheese

« vaginal itching

« vaginal soreness, inTftation, or buming

« rash or redness on the skin outside the vagina

« buming on urination .

Vaginal yeast infections do not cause fover, abdominal pain, or foul-smeliing vaginal discharge. If you
have these symptoms, you should call yout health professional right away.

Your health professional can diagnose a yeast infection by evaluating your symptomms and looking ata
sample of the discharge from your vagina under a microscope.

Are vaginal yeas! infections sexually transmitted?

Yeast infections are usually not spread by having vaginal intercourse (sex), However, if your pastrier gets
2 rash or begins 10 iich in his genital area afier having sexual contact with you, he shoukd contact his
health professional to find out the Cause of his symploms. He should telt e heaith professional that you
recenty reated yourself with the MONISTAT* DUAL- PAK™ for a vaginal yeast infection.

Why do women gel repeated vaginal yeas! infections?

Women may gel fepeated vaginal yeas! infections that do not dear up easily with proper treatment.
Uisted below are some of the causes of repeated yeast infections:

« hormonal changes occutring a few days before the monthly period

» yse of antibiotics

« use of some bitth control pills

* pregnancy

« diabetes (“sugar” or “high blood sugar™)

« clothing - wearing many tight kayers or moist clothing in the genital area

« weakened immune system - some drugs (such as chemotherapy for cancer treatment of sleroids)
and medical conditions can weaken the body's normal ability to fight infection. One of the most serious
of these conditions is infection with the human immunodeficiency virus (HIV- the virus that Causes
AIDS). l;;iecﬂon with HIV causes the person to be more likely to gel infections, including vaginal

yeast infections. ‘

f you get repeated vaginal yeas! infections (such as once 3 month ot 3 in 6 months), you should talk
fo your health professional.

How can | help prevent repeated vaginal yeast infections?
To lower your chances of getting another yeast infection: N
« try {0 keep the genital area cool and dry. Yeast grow well in warm, moist areas.
The following suggestions may be helpful:
(1) Wear cotton underwear and loose-fitting clothes.
(2) Chiange out of damp clothes or a wet bathing suit as soon as possible.
(3)  you use minipads when you are not having a menstrual period, change
the minipads often.
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..« talk with your health professional. Your health professional may need to see you to make sure thal
youdo not have other medical conditions such a5 diabeles or 3. weakened immune system.

When can | expect symptom relief?

While the MONISTATS DUAL- PAK™ includes a single-ose vaginal insert. most women do not get
mmdwwmsmmmy.mmwwmmmmuwhm
symploms within 7 days. While you are wailing for the infection to clear, the external vulvar cream can
be used to soothe and refieve the itching and iritation outside the vagina. if your symptoms do not
improve in 3 days, of it you stilinavesymmomw7days.auywhulm professional.

Can 1 use the MONISTAT® DUAL-PAK™ during my menstrual period?

Yes, e MONISTAT® DUAL- PAK™ can be used during your menstrual period: In fact, mamry women get
vaginal yeast infections just before thelr period because of hormonal changes. Using the MONISTAT®
DUAL- PAK™ during your period will not atfect how welt this medicine works. Do ot use tampons while
wingmismedidm.bewsewwmsmaywmwemomwmdidmkmunvagina.w
deodorant-free Sanitary napkins or pads instead and change them often.

Car | use other vaginal products with the MONISTAT® DUAL-PAK'™?
The MONISTAT® DUAL- PAK™ should not be used with other vaginal products.

« Douches and tampons may remove sofae of the medicine from the vagina. Do not use dotiches and
tampons for 7 days after using the MONISTAT® DUAL- PAK™ medicines.

« Spermicides may interfere with the medicines. Do not use spemicides for 7 days aftes using the
MONISTAT™ DUAL- PAK™ medicines.

« Condoms and diaphragms may be damaged by the medicines and may not prevent pregrancy and
sexyally transmitted diseases (STDs). Do not rely on condoms or diaphragms to prevent STDs or
pregnancy for 3 days after you have finished using the MONISTAT® DUAL- PAK™ medicines.

How can | gel the best results when treating my infection?
« Use the MONISTAT® DUAL- PAK™ medicines as directed by your health professional.

« Dry the genital area thoroughly after a shower, bath, or swim. Change out of a wet bathing suit or
damp clothes as soon as possible. A dry area Is less likely to lead to the overgrowth of yeast.

« Weat cotton underwear and loose-fitting clothes.
« Wipe from front to back after a bowel movement or after rinabion.

« Do nol douche unless your health professional tels you to do so, because douching may wash the
medicine out et the vagina.

« Do nol use tampons, because hey may remove some of the medicing from the vagina.

« Use deodorant-free sanitary napkins of pads as needed.

« Do not use spermicides. as they may inferfere with the MONISTAT® DUAL- PAK™ medicines.
« Do not have vaginal intercourse (sex) while using the MONISTAT® DUAL- PAK™ medicines.

« Do not scralch the skin outside the vagina. Scratching can cause more irritation and can spread
the infection. -

-+ W{you have any other medical questions or concerns about vaginal yeast infections, call your
heaith professional.

e e e e e e e e e > = —— A e = = e e o A SB ES S M D e ER R W W W W T W W e YW T



What warnings should { know about when using the MONISTAT® DUAL-PAK™?

Do not ase the MONISTAT® DUAL-PAK™ if you are alletgic lo the aclive ingredient micona2ole Altrate ot

any of the inactive ingredients in the medicine. (ses ACTIVE INGREDIENT and INACTIVE INGREDIENTS)

For vaginal use oaly. Do not lake by mouth or use i eyes.

If you develop hives ot a skin rash while using this medicine, discontinue use and cafl your

hesith professional.

When using this product

« Do not rety upon condoms or diaphragms to prevent sexually transmitied diseases (STDs) ot pregnancy
for 3 days atter you have finished using the medicines. The MONISTAT® DUAL- PAK™ medicines may

~ damage diaphragms or Condoms. _

+ Do not-use ampons, douches, or spermicides o other vaginal products for 7 days after you have finished
using the medicines.

« Do not have vaginat intercourse (Sex).

Call your heath professional #

« Symptoms do not get better atter 3 days.

- Symptoms last more than 7 days.

» You get rash, 2bdominal pain, fever, chilis, nausea, vomiting, or foul-smelling discharge.

These may be-signs that this medicine is not working, or you may have a more serious condition or an

allergic reaction.

if you are pregnant-or breast-feeding, 25k health professional before use.

Keep out of reach of children. if swallowed, get medical heip or contact a Poison Control Center right away.

What side effects may occur with the MONISTAT® DUAL-PAK™?

A mild tncrease in vaginal buming, itching, or iitation may eocur wiien the MONISTAT™ DUAL- PAK™

medicines are used. ‘

Call your health professional if you have abdominal pain, hives, skin rash, or if you have severe vaginal

buming, Itching. irritation or swelling.

What should | do | have a question aboul the MONISTAT® DUAL-PAK™?

If you have any medical questions, cali your health professional. if you have any other questions or need more

information on this product, call our TOLL-FREE NUMBER, 1-877-MONISTAT. The answer fine is staffed by

registered nurses between 8:00 a.m. and 5:00 p.m. Eastem Yime, Monday through Friday. After business

hours, our automated response system can provide helphl informiation and answer many of your questions.

ACTIVE INGREDIENT ,

MONISTAT® {miconazole nitrate vaginal insert) Soft Ge! Vaginat Insart - miconazole nitrale, 1200 mg

MONISTAT® (miconazole nitrate cream) External Vulvar Cream - miconazole nitrate. 2%

INACTIVE INGREDIENTS

MONISTAT* (miconazole nitrate vaginal insert) Soft Gel Vaginal Insert - gelatin, glycerin, lecithin, minerat o,

titanium dioxide, white petrolatum - ’

MONISTAT® (miconazole nitrale cream) External Vulvar Cream — purified water, propylene glycol, slearyl

alcohol, polysorbate 60, isopropy! myeistate, benzoic acid, and potassium hydroxide.

STORAGE _

Store at 25°C (77°F); excursions permitted to 15-30°C (59-86°F) [see USP Contolied Room Temperature}.

Avoid heat over 30-C (86°F). Avaid high humidity.

See end of carton fos the lot umber and expiralion date.



How should | use the MONISTAT® DUAL-PAK™?
Yo use the MONISTAT® Soft Gel Vaginal Insert
Begin treatment before going to bed:

1. Separats the paper backing from the blister pack by
peeling back the cover trom the comer (FIG. 1).

( )
1 .

/4

PAPER BACKING

\_ W,

2. Place the Soft Gel Vagina! Insert firmly into the top of
{he applicator so it will not fall out (FIG. 2).

*

r2 . ]

SOFT GEL
VAGINAL —
INSERT.

_APPLICATOR
BARREL

—— PLUNGER
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3. Hold the applicator containing the Soft Gel (
Vaginal Insert by the barrel. 3

4. Gently insert the applicator into the vagina as
far back as it will go comfortably. This can be
done while lying on your back with your
knees bent (FIG. 3). You can also do this
while standing with your feet spread a few
inches.apart and your knees bent.

5. Push in the plunger 1o place the Soft Gel.
Vaginat Insert s tar back in the vagina
as possible.

6. Remave the applicator from the vagina.

7. Lie down as soon as possible after inserting

the Soft Ge! Vaginal Insert. This will —
reduce leakage. . : L RECTUM

UTERUS=""
.

\

VAGINA  CERVIX

J/

To protect your clothing, you may want to use
deodorant-free minipads or panty shields while you are using the MONISTAT? Soft Gel Vaginal Insert. This is
because the Soft Gel Vaginal Insert can leak and/or you may see some discharge. Do not use tampons.

Throw away the applicator after use. Do not flush it down the toilet.

To use the MONISTAT® External Vulvar Cream
Use the cream twice daity, for up lo 7 days as needed or as directed by your health professional.

(- "\ 1. Open the tube by unscrewing the cap. The first
4 time the tube is opened, press the sharp point of
u the cap into the sealed end of the tube. Push

down firmly until the seal is open (FIG. 4).

2. Squeeze a small amount of cream onto your
fingertip.

- . 3. Gently apply the cream onto the skin outside
the vagina (vulva) that itches and is-irritated.

5 4. Screw the cap back on the tube.

J 5. Repeat steps 1-4 each morning and at bedtime
for up to 7 days as needed, or as directed by your
physician.

Distributed by: Personal Products Company

Division of McNeil-PPC, Inc., Skillman, NJ 08558-9148
® McNeil-PPC, Inc. 1999 MADE IN USA

Covered under patent number 5,514,698
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MONISTAT

EXTERNAL VULVAR CREAM
MICONAZOLE NITRATE EXTERNAL VULVAR CREAM 2%
RELIEVES EXTERNAL VULVAR

ITCHING & IRRIATION ASSOCIATED
WITH A YEAST INFECTION

Net Wt. 0.32 oz. (9 grams)

FOR EXTERNAL VULVAR USE ONLY. DO NOT TAKE BY MOUTH OR
USE IN EYES. KEEP OUT OF REACH OF CHILDREN. Betore using,
read the enclosed brochars for DIRECTIONS and WARNINGS.

TAMPER RESISTANT FEATURE: SEAL QOVER TUBE OPENING.

DO NOY LISE IFSEAL HAS BEEN PUNCTURED OR EMBOSSED DESIGN
U IS NOT VISIBLE. T0 OPEN; USE CAP TO PUNCTURE SEAL.
ACTIVE {NGREDIENT: miconazole nitrate 2%

See end of tube for lot number and expiration date..
Store at room temperature 15° to 30°C (59°
to 86°F). Avoid heat (over 30°C or 86°F).

,‘ Advanced Care Products
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Pharmacist please note the combined insert. Unless otherwise
insiructed by physician, dispense prescription with Palient Packapge
Insest only. Remove Physiclan Package Inserl at perforalion.

Pharmacist: Place prescription label here.
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