MICONAZOLE 7- miconazole nitrate cream
P & L Development, LLC

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 (1-800-222-1222)
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

e to open tube unscrew cap, lift tab, and pull to remove foil seal prior to use
do not use if foil seal on tube opening is broken or missing

do not purchase if carton is open

store at room temperate 20° to 25°C (68° to 77°F)

before using any medication, read all label directions. Keep carton, It contains
important information.

Inactive ingredients

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



Questions?
Call 1-877-753-3935 Monday-Friday 9AM-5PM EST

Principal display panel

Compare to the active ingredient in Monistat® 7 Vaginal Cream*
miconazole 7

miconazole nitrate vaginal cream USP 2%

(miconazole nitrate 100 mg per applicator

vaginal antifungal
e cures most vaginal yeast infections
e relieves associated external itching and irritation

net wt. oz (g) tube
7 day vaginal cream (1 tube)
+ 1 reusable applicator

*this product is not affiliated with, manufactured by, or produced by the makers or
owners of Monistat®.

Distributed by:

PL Developments
200 Hicks Street
Westbury, NY 11590

Package label



ready

incase '

L
f day vaginal cream (1 tube)
with 1 reusable applicato

=t

miconazole 7

miconazole nitrate vaginal cream,
USP 2%

imicanazale nitrate 100 mg per applcator)

vaginal antifungal

_—-—'-'-..-.

a

7 day vaginal cream (1 tube)
with 1 reusable applicator

net wt. 1.59 oz (45 g) tube
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Monistat® 7 Vaginal Cream®
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miconazole nitrate vaginal cream,
USSP 2%

imiconazole nitrate 100 mg per appicator]

vaginal antifungal

L

LLBRS FEib5, F

SEEROOCH

g

LI 10 Sl 0 S I ] PR 16 ' R e PR o B e ),

HIVEINY  PICISDREOIDD

O65LL AN RIS D 7
RARE SEIH 002 %y 2
suawdojarag b b 5

A0 pEINE

L5 PR R MO SEBE-CRL-LR- L ) JSUOgSa)

Sl e MRy
1 ‘Euppu ‘BasE ‘g2 ). e e sy s e el
EARD L[] 03 0y LT
BlEp [ Uy sanag 196 700 00 SUCALVE W ) B30 @ R puT aSn doyg

B ol o g s - s

Jnpd sugous Besn aRg 1100 B SR JR) o o8 jou op nad j m
200 ke wopEpe) 10 fungmy ' fuwng pewbies 1 aszamoo ppu B
mmmqul




M) LA WUSENRIERY (SR BRM N SJUSORIDU) SARIEU]

RO e
ST | ‘LEE] 035y SOOGIAED [R0E) [ PRl “UoREN ke Buss aEq m
Ll o) 82 o[12 AU EsSdila) Ul T
L0 5] LW | BERpa1nd 10U Op
Gisi o Upeer) 61 Buinsade 97 L0 35 [0 1 260 JoU £0
BN (00 [EBE o} BADEIEI ) J0d UE '8, 18] 'YED MAI09n 3eTL 1Bkl 0

UOgELIOJY JSY

'mgmmmmhm
Waaaet 0 ) o pafeuep o dpu sufeapdeg pue swopue) Sppoud e
B0 40 EBIANACE ‘SEACIOD EUOLOEL B4 J00 00 W FaNp 610 Begen usui

wexnd e e o Euspeeg ssneoeq ‘uyEyem suopew Buumg
e usghisged sef Fuy At nd et 20jen sEneuuryS 2 14300 2 48y

4=yaap u yse ;3Be jo el 7| Japen GRIRHIN B

R
o SN ) 09 ) A s 3 o TRAA) mEBi Bl GOS0 (MR
oy m Aty Ty Jmosl open WERE 0 U [P B E2senhs mbey Ay

310 LS 950 00 DR [ S]] 0N |1 LURSLED 0 G RS O] 95
BT EJE FYENATE [

wis b S1gfe L o0y degag @ Rlien ag) ou) NUTEE | sl et |

=13aD pum afe 0 WAk 71, ApLR PUE EYNgE W

ANREL T R T A B

LRI J3UIBELE PISO00E B Pl onpead £xy) Buen exp m SOBEARINT

I ST DR () Eruas AoUESUOROUNLIL] UELLNY B4 0) PHROSE L] B
“BEIANS FUTLALL) RN F 0 STEE
fupnp ‘swmsusls i sy e Eypew Busljspon enouse & 2y 10 JEeulan
0 BN L TEAU0R 9 | £ 0 LpUte B 0 R 0] L0 suodoem) eal i
BOYPLI] EN0pES By B eea Aew oy, allreyosy peubes bu ges-noy
0" Fuok Basn s aad) 'uied ROSOUE 0 YIRS TRSIGIGE A0l I
B B 1 it e ey Rl
iyl e S8 JERI0D B NEY

205200 & kg pasoutierp Lopsyu 159k jeufen B ey sk aay nak i 0 g

ypo s jruden oy
shujmey

ABSE LR (2T - 200N |) ) pnes]

uggzeLy el een 3 0 eng oogeyL) U Beyap PLeps SR
SIS N Gay)

U0EYg ¥ 5300013 ) e a8 MRS § WRIBHND 0 o j o dagy | ESETERE fi aagdc sa  u  2 7 YESH g
5 % [PLOUSS3 2 (o e “Dugpai s soqumead ) | @sodmy Juaypanior sagay
(panujyuns) syoey Bug spae4 Biug

.
READYInCASE Vaginal Antifungal

MICONAZOLE 7

miconazole nitrate cream

Product Information

Product Type HUMAN OTC DRUG

Route of Administration VAGINAL

Active Ingredient/Active Moiety

Ingredient Name

MICONAZOLE NITRATE (UNIl: VWAH1CYW1K) (MICONAZOLE -
UNIl:7NNOOD7S5M)

Inactive Ingredients

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

Product Characteristics

Color white Score
Shape Size
Flavor Imprint Code

Contains

Item Code (Source)

NDC:59726-988

Basis of Strength Strength
MICONAZ OLE NITRATE 20 mg inlg

Strength



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
NDC:59726- .
1 088-01 1in 1 CARTON 05/28/2021
1 45 g in 1 TUBE, WITH APPLICATOR; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA074164 05/28/2021

Labeler - p & L Development, LLC (800014821)

Revised: 11/2022 P & L Development, LLC



	Miconazole Nitrate Vaginal Cream, USP
	Drug Facts
	Active ingredient
	Purpose
	Uses
	Warnings
	Do not use
	Ask a doctor before use if you have
	Ask a doctor or pharmacist before use if you are
	When using this product
	Stop use and ask a doctor if
	If pregnant or breast-feeding,
	Keep out of reach of children.
	Directions
	Other information
	Inactive ingredients
	Questions?
	Principal display panel
	Package label

