MICONAZOLE 7- miconazole nitrate cream
Major Pharmaceuticals

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 may be damaged and fail to prevent pregnancy 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 temperature 20°to 25°C (68°to 77°F)

before using any medication, read all label direction. 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 USP 2%

Vaginal cream (Miconazole Nitrate 100 mg per applicator)
Vaginal Antifungal

Cures most vaginal yeast infections

Relieves associated external itching and irritation

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

NET WT OZ (g) Tube

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

Distributed by:
MAJOR® PHARMACEUTICALS
Indianapolis, IN 46268

Package label



"IN 40 SI50LAD 0 B3PI B0 AQ Paonpoud 10 'AY PRUMIBNUBLL ‘LSS PR U 51 Janpoud &Ly,

153 W5~ AEpU-AEpUOY GEBE-ESL-LL8-| IED S SLOfSaN)

4 afireye eufies Bujpus-jnn) 2 Bupywos

‘BESNEU ‘S| ) 'ued Euiwopge ‘seay o yseie el nofm  Slep 7 vely) A e sondwis m
sfep £ 1 =099 jaf jou op swogduds W 1 Jogoop @ HsE pug asn dojg

sape. payund ‘sereas | jooofad 'samuaniiubokod
(A2 ‘g0 (R ‘ajosjumiiupiy pemfng ‘ple joeuag anjaew)

Janpaud sugoce Buen 2u0(a0 J0pop B YEE k) ajgdwon b jou opnolym  mann

Mty wonaan o Gusgay ‘Bupung [Buien U) eSEasU| ppe m sunoGyA el wey wuopE  fsals
SUsERsp papwsues Eraes 0 ueulud arad o) ey pue peliswep ag few swliziydem pue swopuoey
‘sanpaud [eu)fies Jayo 0 sapayweds ‘sayan0n ‘suodure) asn jou op @ janpoud sy, Guisn ways

“UNZEIUCJUY JUEL DD SUEIUDA J Wied dasy *LORIRN |A0E) /2 P2 ‘L0NExpal e Gusn ansqm
ad 881 62507 Ameiadia] Woo B A0S W

sl 5 LoD g @segand 100 op m

Burzm 1o umyoiq % Bujuado g L0 225 J0) 4280 10U 0P

B0 04 JOUE [P (10 D) 0] [ pUB ') L ‘e Malosun B0 Ledo 0y IDEIBTLIOJEN JSUT0

a0 few Bursrug 0 Bapaoy] sSnexg 'UpEEm
aLpe By pooy uoadusad sl Gusie aie ok ji ssn &i0jaq jsj0euwsd Jo JOja0p E Y5y

npa0p & yee afie jo sieak 71 sapen URIpEYI B
D 52 Shep L o d1 iog Ay sawn g ger)
e} eugbien gy apiEno oy payewl gy o fddydisafiug nod oyuo e J0 JUnowe |Bes B
snaanibg “eubien U AlSING UIHS By} LD LONELL pUR Gl Bney ol || WBAK |0 SN BUES 2 0 W
usn e
iy wsepy, s 2 1 syBp ; Jog swmnag e ewien sy ou) ryojeaydids | esu mexypdde m
“san0 pue e jo seeal 7| UAppYa pue SyNpE m
UDBULIGRN P SUISIRID
a2y oy Joues L [ELLIGJLY SLNSUCD Pasnus 38 pe Janpaud sig Gusn aojEg | suogaang

500N 3asnea (2L} (yH) Sul fous|Jgspouniu LBy i o pesodia eaq B
‘uszpshs auniuus pauayEsw e a0 sajagep Bupnpu ‘swedulz ok my 2eme) [expew Bukyapun souse
# ey 0 s Biad 50 P03 NG, TSUILOW & 1 E J0 YU B B2 S8 IR} L subgsenl weal (puiSe m
USRPUNI $N0LAS QU0 B aney Kew noy, -afieymsp
et B Buijanus-{noy. 4o ‘EUTILADA B ‘SO A2 TEC JADIMOUS 10 "YIET '[BUILOGE JawD) B
G JSu1) B J0) Wojwozsp puB Gupgsy euiSes m
aney mall | asn wunyaq Joja0p & NSy

‘waaop & &q posoule)p vofaaju 1seod (Ewen € peg suaa aney vl §| 2sn jou 0]
Ajuo 2en jeuies jog
shiuey

fewe by (222 |-222-008- 1)

U028 5Bl [BUIEA 0} 90D UOJELLY U B PALGIES SABR) B
suoneju| 1seaf afieh siEal M S9s)

S8 100) UOSI0 B 196100 J0 Oy pets 1 ‘ov0fEms 1 wauplup 10 2B jo o doay | PEBRTBUE i Dipmaydde yoea up Bu DOL) %2 'dan MRIM S0TRUOXN
"o a00y0] [euorssajoad ypesy ¢ s ‘Bujpony-jsemug o eeubaud | | @S0 anfgay

(panuguo) sjoe Brug sjae4 Bnig

_—_'_____,_.—-—l

Actual Size

NDC 0904-7734-45

compare to the active ingredient in

Monistat” 7 Vaginal Cream?

miconazole 7

miconazole nitrate USP, 2%
vaginal cream (miconazole nitrate 100 mg per applicator)
vaginal antifungal

= cures most vaginal yeast infections
= relieves associated external itching and irritation

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

net wt. 1.59 0z (45 g) tube
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MAJOR® PHARMACEUTICALS
Indianapolis, IN 46268

(800) B16-2471
www.major-rugby.com

Product of indka  Aew 08/24 M-58 Re-onder No. TODG04

PLD-FGESC  FOOOB116

3 U?D#?BMS" o
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MAJOR Vaginal Antifungal Cream

MICONAZOLE 7

miconazole nitrate cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:0904-7734

Route of Administration VAGINAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MICONAZOLE NITRATE (UNIl: VWAH1CYWLK) (MICONAZ OLE - .
UNII: 7NNOODIS 5M) MICONAZ OLE NITRATE 20 mg inlg
Inactive Ingredients
Ingredient Name Strength

BENZOIC ACID (UNII: 8SKNOBOMIM)

BUTYLATED HYDROXYANISOLE (UNII: REK4960K2U)
MINERAL OIL (UNIl: T5L8T28FGP)

APRICOT KERNEL OIL PEG-6 ESTERS (UNIl: DRG3KJZ1T]))
PEGOXOL 7 STEARATE (UNIIl: 3EW5AXE5X5)

WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color white Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End
Date Date




NDC:0904- ;i1 1 CARTON 06/01/2009 08/31/2017

1 7734-57
1 45 g in 1 TUBE, WITH APPLICATOR; Type 0: Not a
Combination Product
NDC:0904- .
2 7734-45 1in 1 CARTON 04/21/2009
2 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 04/21/2009

Labeler - Major Pharmaceuticals (191427277)

Revised: 10/2024 Major Pharmaceuticals
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