MICONAZOLE 1 WALGREENS- miconazole nitrate
WALGREEN COMPANY

WALGREENS MICONAZOLE 1 COMBINATION PACK 0363-5211

Drug Facts

Active ingredients
Miconazole nitrate 1200 mg (in vaginal insert)

Miconazole nitrate 2% (external cream)

Purpose
Vaginal antifungal

Vaginal antifungal

Uses
= 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

= vaginal itching and discomfort for the first time

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

= 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.

= 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
= 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).

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

Stop use and ask a doctor if

= symptoms do not get better in 3 days

= symptoms last more than 7 days

= 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 (1-800-222-
1222).

Directions
= before using this product read the enclosed consumer information leaflet for
complete directions and information
» adults and children 12 years of age and over:
= vaginal insert: with the applicator, place the vaginal insert into the vagina. Throw
applicator away.
= external cream: squeeze a small amount of cream onto your fingertip. Apply the
cream onto the itchy, irritated skin outside the vagina. Use 2 times daily for up to
7 days, as needed.

= children under 12 years of age: ask a doctor

Other information

= do not use if printed sealed pouch is torn, open or incompletely sealed

do not use if seal over tube opening has been punctured

do not purchase if carton is open

store at 20°-25°C (68°-77°F)

this is a 1-dose treatment. Most women do not get complete relief of their symptoms
in just 1 day. Most women get some improvement in 1 day and complete relief by 7
days.

Inactive ingredients

= vaginal insert: gelatin, glycerin, lecithin, mineral oil, titanium dioxide, white
petrolatum

= external cream: benzoic acid, cetyl alcohol, isopropyl myristate, polysorbate 60,



potassium hydroxide, propylene glycol, purified water, stearyl alcohol

Questions?
Call toll free 1-855-590-5695

PRINCIPAL DISPLAY PANEL - Kit Carton
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VAGINAL ANTIFUNGAL | COMBINATION PACK| 1-DAY TREATMENT

Cream for External Relief
e Maximum Strength Insert

Net Wt. 0.320z (99g) TUBE
1 Vaginal Insert Net Wt. 2.69

ivi‘iconazoie

{OMAZOLE NITRATE VAGIMEL INSERT (1200 mg) &
vmmm HITRATE THIH.IM HH
VAEIMAL ANTIFUGAL | |
I-DAY TREATHENT

TAMPER-EVIDENT UWIT: [0 RoO7 LIEE F FRIKTED 58 2
POUCH IS TORN, DPEM OF INCOMPLETEL Y SEAL T T Drug Facts | continued )
LS F AL SR TUBE SPENP mas BEEN B, Devetisas o, Mlta na!ﬁl‘-
r 3 rdinw umeg ths *sgut read i !

H B IR CATEEMIE NN [’

Active ingradients :-'d“'-r'ﬂ'lc::nm A Monistat® 1 o FATE I-I-E%lﬂ
e T e
lim:-lvulqlw--l:-cwu Wh'mE.::u.::'I:" - I K 1 - ‘ - 1 "o
Wrakrens schiomal Echery end icratiae dus o s eeginal poedl “";':2 egia. Thiow | k., k k. E . i‘
e bt st s Ico“ azo Ie Li]ii‘ljiﬁ 1
arall smawnt of cream onin peer (e [y fmee = m ]
Fesgeri, Aggly he Crabm Srsb MICOMATOLE KITRATE VAGIMAL INSERT (1200 myg) & I
ol Tathadentiskad  MICONAZOLE NITRATE VAGIAL CREAM (1%)
Tedaye, 82 nassed ';'lllillil#E’.:lTﬂTlFlJHﬁﬂLI{ﬂHﬁﬂﬂm PACK | 1-DaY
REA

o chaldren endes 1 ypera ol sge

m suginal grast islecnaes often isach 55 oACE & mondh o 1 B
rordfgl, You could Be pregnast o hava & serioss undurfpng
readeal cansi for yeur sympmon e leding dabaas or s
WENUSTRC MEFLITE SPUET, s Ra] Fad BRED PariiLiod
W b spasad B the beman msasodefcmecy wis (HV) et da rex perchas F cation apen . G TRELT 2 . WALEREEN €0,

casses ADS alee 5l X-15°C [B-TTR 10 WALMOT B0, DEERFIELD, IL BALS
Ak @ Sockar of bafoen o i you e Lakesg 1R thag o5 T-E0an mamTen, Mo o

PR pian 5 keod thierang masdaing warlinn, Bacsise weann da ol el comphin kel ke e p——
bleating ot b pizing oy sy iﬂlmmwr D, 1 0% SATISFACTION
Waen anng tha ohpsrcal] L GUARANTEED
3 L T, e, apTecEs o er vaginal
nmd-l:l:- Concorss b diaphagres e B4 daevagee 11 ol — : r " rarsa esie .w“-
ermann (3T, [ srrial Refie

£ Malgwon [
TTEM S50 Wikdl 1 il 1 -

II\IIIIIJI\

Day/Night Stays in Place

ergth Imsert

Ly O T ey ~ =il NETWT0.3202(9g) TUBE
e gy o s .'I'Jagmal Insert Net Wt. 2. Gg

28.56mm |

MICONAZOLE 1 WALGREENS

miconazole nitrate kit




Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0363-5211

Packaging

# Rkem Code Package Description Marketing Start Marketing End

Date Date

NDC:0363- 1in 1 PACKAGE, COMBINATION; Type O: Not a

1 5211-01 Combination Product Lozl

Quantity of Parts

Part # Package Quantity Total Product Quantity

Part1 1 POUCH 1

Part2 1 TUBE 9g¢g

Part 1 of 2

MICONAZOLE NITRATE

miconazole nitrate suppository

Product Information
Item Code (Source) NDC:0363-5212

Route of Administration VAGINAL

Active Ingredient/Active Moiety

Ingredient Name
Miconazole Nitrate (UNIl: VWAH1CYWI1K) (Miconazole - UNIl:7NNOQOD7S5M)

Inactive Ingredients
Ingredient Name
GELATIN (UNII: 2G86QN327L)
GLYCERIN (UNII: PDC6A3C0OX)
LECITHIN, SOYBEAN (UNII: 1DI56QDM62)
MINERAL OIL (UNIl: TSL8T28FGP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
PETROLATUM (UNII: 4T6H12BN9U)

Packaging

Basis of Strength Strength
Miconazole Nitrate 1200 mg

Strength

P U = T Marketing Start Marketina End
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Date Date
1 NDC:0363-5212- 1 in 1 POUCH; Type 0: Not a Combination
01 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
NDA NDA021308 11/30/2021
Part 2 of 2

MICONAZOLE NITRATE

miconazole nitrate cream

Product Information
Item Code (Source) NDC:0363-5213

Route of Administration VAGINAL

Active Ingredient/Active Moiety

Ingredient Name
Miconazole Nitrate (UNIl: VWAH1CYWI1K) (Miconazole - UNIl:7NNOOD7S5M)

Inactive Ingredients

Ingredient Name
Benzoic Acid (UNIl: 8SKNOBOMIM)
Cetyl Alcohol (UNIl: 936JST6JCN)
Isopropyl Myristate (UNII: ORESK4LNJS)
Polysorbate 60 (UNIl: CAL22UVI4M)
Potassium Hydroxide (UNIl: WZH3C48MA4T)
Propylene Glycol (UNIl: 6DC9Q167V3)
Water (UNIl: 059QFOKOO0R)
Stearyl Alcohol (UNII: 2KR8914H1Y)

Packaging
# Item Code Package Description

1 NDC:0363-5213- 9 g in 1 TUBE; Type 0: Not a Combination
01 Product

Marketing Information

Basis of Strength Strength
Miconazole Nitrate 20mg inlg

Strength

Marketing Start Marketing End
Date Date



Marketing Application Number or Monograph
Category Citation

NDA NDA021308

Marketing Information

Marketing Application Number or Monograph
Category Citation

NDA NDA021308

Labeler - WALGREEN COMPANY (008965063)
Registrant - insight Pharmaceuticals (055665422)

Revised: 5/2026

Marketing Start
Date

11/30/2021

Marketing Start
Date

11/30/2021

Marketing End
Date

Marketing End
Date

WALGREEN COMPANY
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