MICONAZOLE 3 COMBINATION PACK- miconazole nitrate
Cardinal Health (Leader) 70000

Miconazole 3 Combination Pack

Drug Facts

Active ingredients

Miconazole nitrate, USP 200 mg (in each suppository)
Miconazole nitrate, USP 2% (external cream)

Purpose
Vaginal antifungal

Vaginal antifungal

Uses
e treats vaginal yeast infections
e 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

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 and 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.

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 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 suppositories: insert 1 suppository into the vagina at bedtime for 3 nights in a
row. Wash applicator after each use.

o external cream: Use cap to puncture seal. 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.

e children under 12 years of age: ask a doctor

Other information

e do not use if suppository wrapper is missing or damaged (each suppository is
individually wrapped)

e do not use if seal over tube opening has been punctured or is not visible

e do not purchase if carton is open

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

Inactive ingredients

e suppository: hydrogenated vegetable oil

e external cream: 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 MONISTAT® 3 active ingredient*
Miconazole 3

Combination ack

Miconazole Nitrate Vaginal Suppositories, SP 200 mg
and Miconazole Nitrate Vaginal Cream, USP 2%
Vaginal Antifungal

Cure Most Vaginal Yeast Infections

Relieves Associated External Itching and Irritation

3 Miconazole Nitrate Vaginal Suppositories, USP 200 mg with 3 Disposable Applicators
Plus

1 Tube of Miconazole Nitrate Vaginal cream, USP 2%

*This product is not affiliated with, manufactured by or produced by the makers or
owners of Monistat® 3

DISTRIBUTED BY
CARDINAL HEALTH
DUBLIN, OHIO 43017

www.myleader.com

Package label



Miconazole 3

Combination Pack

COMPARE TO
MONISTAT® 3
active ingredient*

3 Vaginal Suppositories with Reusable Applicator
Plus External Cream for Itch Relief

Actual Size
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3 Suppositories

NDC 70000-0025-1

Miconazole 3

Combination Pack
Miconazole Nitrate Vaginal Suppositories, USP 200 mg
and Miconazole Nitrate Vaginal Cream, USP 2%
Vaginal Antifungal
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3 Miconazole Nitrate Vaginal Suppositories, USP 200 mg |
with 1 Reusable Applicator Plus i Actual Size
1 Tube of Miconazole Nitrate Vaginal Cream, USP 2%
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LEADER Miconazole 3 Cream and Miconazole Nitrate Vaginal Suppositories

Package label



Miconazole 3

Combination Pack

COMPARE TO
MONISTAT® 3
active ingredient*

agina npositories th Disposable Applicators 100% Money
P terna == or Itch Relie Back Guarantee

A

3 Suppositories
e B ADER /\
| NDC70000-0025-2 B .
i - o
!Mlconazole 3 o
| Combination Pack S
| Miconazole Nitrate Vaginal Suppositories, USP 200 mg T
i and Miconazole Nitrate Vaginal Cream, USP 2% -

Vaginal Antifungal

: COMPARE TO
Cures Most Vaginal Yeast Infections MONISTAT® 3
Reli N siatad Extarnal itd'iing active ingredient
and Irritation

TITTTITINY
FHETTTITITTTTTTTd

EHMNMMMM USP 200 mg

with 3 Disposable Applicators Plus : Actual Size
1 Tube of Miconazole Nitrate Vaginal Cream, USP 2%

———

©2020 Candinal Health. Al Rights Reserved. CARDINAL HEALTH, the Cardinal Health LOGO, ESSENTIAL TO CARE, LEADER, and the Leader |
0G0 are trademarks or registened trademarks of Cardinal Health. All other marks are the property of their respective owness, ]

DISTRIBLITED BY CIN 5520440 REWV.

CARDBNAL HEALTH

DUBLIN, OHID 3017 rdinalHealth

‘W, myleader.com

T-A00-200-6315 J All LEADER™ Brand Products Have A
Y 100% Money Back Guarantee

Return to place of purchase If not satisfied.
PLO-BSTZA. FCOOTIZZ  VCTIORE

5 ol EISILION 0 SEIWD 10 SITRIL BUY AQ PaonpOid J0 ‘A0 PAMEIESNLEL! ‘LM DEFEIE J0U 51 Snpod SiLL,

153 WS- Aepus-RepLoN GERE-GEL-LI8-1 10 £ SUOSANY

Jejew payund ‘epeseas # jokobad ‘sapueakiybmbod yiosio ‘0 (eleu) ‘apsuefainAy payeing ‘OB NOTUSq AUEHID LG
|10 ajpesalian payeustomfy Loysoddns




Spuaipalnuy arg e

4:98-6E) JaDE-o5| O} PaliLiad SN [Hmesedia] WooY Paoaua] dof #s] 4.24-.800 0.82-402 18 &5 M

UpdD 3 UOLEI J BSEYUNT J0u OF

B{05{A 30U 5| 10 paunjaumnd U230 S8y Gujuado By K0 B8 )| 63N J0U 0D M

(peddeum fgenpmpu) 5 Acysoddns yes) pabewep m Bussiw 5 saddem oysoddng j 2snjouspm voyetLoju 190

Jujo0p € ¥se :a0¢ o sseal 7). J5pun LRJpEY W
"PapadL s
'sfep 0} dn 0 Kjiep sawp 7 asn Builien A apSn0 oy paye) N o) Addy dysabuy Jnak oju0 weas jo Juncws |[Bws & azaenbg Teas angaund o) den 880 A0 jewapd
‘a8 Jaye Aeme Jjeddde Mo wol e Us sibi ¢ 1o} siugpaq 2 euified aug oju) Lopseddns | Lasts 'sayojsoddns @
a0 pue a6e Jo sseaf 7. UBI|I PUE Sjpe W
UnqEUAAa}U| PUE SL3AIID E19Y0ALD 10} JEER) LONBLLKJU) JEUINSUCD DESDALE Bu) DAl Lnpnid il Busn g M- SUORJANG

“hewe bl (7271 -322-008- 1) Jaya) |0BUY) LDS|d B 1IEW0D X0 djay [exmel Jab ‘DamiEMS | UaIPI 0 Y28R) j 1na daay
"5 )0jaq Evoissayud ey B S8 ‘Bupeay-jseas Jo weubaid ji
afireyasip (euiben Bu|jaws-jno) jo ‘Burpuson ‘easnen “siys Jans) 'Ured [ wopee ‘sany Jo ysed e ja6 ol m
siiep / ey aiow jse| swoyduuls @ sdep g ul Japaq 196 jou op swopdwifs m ) Jojaop @ yse pue esn dojg
Inexyd Aew uojpeywl 50 Guiyy ‘Duiwing feusties u SeRzU| jw m
A8IN02IEL [BUMGEA BNEY 10U 0P W
‘(e01L5) seseas|p pawwsues Agances o foueuBaxd uansid oy g} pu2 pabeiuep eq few swieiden pus swopua) sjonpod eujfen Jey) Jo saprjuads 'Sayanap ‘SUodWE] &1 jou of m
Jonpaud s Buisn uagm
‘M0 A2 Buisireg 10 Buipasiq SSneseq ULELEM auidipal Buiy) pooj uondisald au) fune; aie nok ji a5n aingaq jseuLeyd 0 Jopap B ysy
GOI SESMED JEU) (AlH) Snuin AUBNEOOUNLUILLY UBLINY By} 0 (2S00 UBeq M
“WEAS UNUIL| Peuazam
£ 40 sajaqes fupngu) ‘swoyduts 10k Jo) 2enea (eapaw Buyfapun snajsas @ swey o ueubiaid 8q pog oy, TSALOL G ) £ 0 UL B 3900 S8 INs) 0 SU0qs)s |seaf 2u)ben m
“UDIIPECI SNOLOS Aol B aney Kew noj ‘abieydssp jeuBen Buyjews-jnay jo ‘Bugiwon ‘sasnel sy saaag 'uied JpMoys 10 “oeq ‘fEUILIOPGE samo|
BLUR A1) B o) MojLInIs(p pue Buiay |euifien m
41 Nak J 85N B10J64 100D B NSy
‘iojoop e Aq pasouliesp uopoaju) jsead (euBea & pey Janau asey nof Jj asn jou og
Ajua asn |eufien Jo4

ofjaju| jsead feujben e aj anp UDTEIL) pue Bujuo) RUeTE sansjalm  Su0nasil 1seaf Eule SN B S3S))

[efunggue euibey s PO [BUBHE) %2 S "HMEAIL BOTRLOY
efunygue ey | oysoing e ) Bu 0O dSN ‘1A SZRUCIY

) By
sjoe4 bug

LEADER Miconazole 3 Combination Pack

MICONAZOLE 3 COMBINATION PACK

miconazole nitrate kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:70000-0025

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date

NDC:70000- 1in 1 PACKAGE, COMBINATION; Type 0: Not a

1 0025-1 Combination Product AU eAE)
NDC:70000- 1in 1 PACKAGE, COMBINATION; Type 0: Not a

2 0025-2 Combination Product 07/01/2013

Quantity of Parts

Part # Package Quantity Total Product Quantity

Part1 1 BLISTER PACK

Part2 1 TUBE 9g¢g

Part 1 of 2



MICONAZOLE 3

miconazole nitrate suppository

Product Information

Route of Administration VAGINAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MICONAZOLE NITRATE (UNIIl: VWAH1CYW1K) (MICONAZOLE - UNIl:7NNOOD7S5M) MICONAZOLE NITRATE 200 mg

Inactive Ingredients

Ingredient Name Strength
HYDROGENATED PALM KERNEL OIL (UNIl: FM8D1RE2VP)

Packaging
Item
& Code

1 3in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Start Marketing End

Package Description Date Date

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA074926 07/01/2019

Part 2 of 2
MICONAZOLE 3

miconazole nitrate cream

Product Information

Route of Administration VAGINAL

Active Ingredient/Active Moiety

Basis of

Ingredient Name Strength

Strength

MICONAZOLE NITRATE (UNIl: VWAH1CYW1K) (MICONAZOLE - 10 mg
UNII:7NNOOD7S 5M) MICONAZOLE NITRATE in0.5¢g



Inactive Ingredients

Ingredient Name
BENZOIC ACID (UNIl: 8SKNOBOMIM)
BUTYLATED HYDROXYANISOLE (UNII: REK4960K2U)
MINERAL OIL (UNII: TS5L8T28FGP)
APRICOT KERNEL OIL PEG-6 ESTERS (UNIl: DRG3KJZ1T))
PEGOXOL 7 STEARATE (UNIl: 3EWSAXE5X5)
WATER (UNIl: 059QFOKOOR)

Packaging
Item i .-
# Code Package Description

9 gin 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Application Number or Monograph
Citation

Marketing
Category

ANDA ANDAO074926

Marketing Information

Application Number or Monograph
Citation

Marketing
Category

ANDA ANDA074926

Labeler - cardinal Health (Leader) 70000 (063997360)

Revised: 11/2022

Strength

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

07/01/2019

Marketing End
Date

Marketing Start
Date

07/01/2019

Marketing End
Date

Cardinal Health (Leader) 70000
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