MICONAZOLE 7- miconazole nitrate suppository
Strategic Sourcing Services LLC

Miconazole Nitrate Vaginal Suppositories, USP

Drug Facts

Active ingredient (in each vaginal suppository)

Miconazole nitrate, USP 100 mg

Purpose

Vaginal antifungal

Use
e treats vaginal yeast infections

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 vaginal yeast infections often (such as once a month or 3 in 6 months).
You may have a more serious condition. You could be pregnant or have a
medical condition, such as diabetes or a weakened immune system.

e lower abdominal, back, or shoulder pain, fever, chills, nausea, vomiting, or foul-
smelling vaginal discharge

e been exposed to the human immunodeficiency virus (HIV) that causes AIDS

Ask a doctor or pharmacist before use if you are

taking a prescription blood thinning medicine, such as warfarin, because bleeding or
bruising may occur

When using this product

e do not use tampons, douches, spermicides or other vaginal products

e do not use condoms or diaphragms. They may be damaged by this product and not
prevent pregnancy or sexually transmitted diseases (STDs).

e do not have vaginal intercourse (sex)

e mild increase in vaginal burning, itching or irritation may occur



Stop use and ask a doctor if

e side effects occur.

e symptoms do not get better after 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 instructions and information

e adults and children 12 years of age and over: insert 1 suppository into the vagina at
bedtime for 7 nights in a row. Wash applicator after use.

e children under 12 years: ask a doctor

Other information

e do not purchase if carton is open

e each suppository is individually wrapped. Do not use if wrapper is missing or
damaged.

e store at 202-252C (6829-779F) [see USP Controlled Room Temperature] excursions
permitted to 152-30°C (599-869F).

Inactive ingredient

hydrogenated vegetable oil

Questions?
Call 1-877-753-3935 Monday-Friday 9AM-5PM EST
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Vaginal antifungal
Cures most vaginal yeast infections
7 VAGINAL SUPPOSITORIES WITH 1 REUSABLE PLASTIC APPLICATOR

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

Distributed by McKesson Corp.,
via Strategic Sourcing Services LLC,
Memphis, TN 38141

www.sunmarkbrand.com
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WITH 1 REUSABLE PLASTIC APPLICATOR
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Distributed by Mckesson Corp.,

via Strategic Sourcing Services LLC,

Memphis, TN 38141

Maoney Back Guarantee Spain

Please visil us at www.sunmarkbrand.com PLO-CEERE  FOOCRR(S  WOTIOSE
© 2003 McKesson Corporation TR TR i I




Rev. 06/20:21

"1 SESIUOY JO SIAUMD 10 SIaRW 2y} Ag padnpoxd Jo
iy peUMEESNUELW 3w Page] g Jou S) jonpaud swyl,

153 WdS-v6 Aepud-fEpUO) SEBE-ESL-LLB-) IIBD jSUORSAN])
llo aygesation payeuabioiplly  Juanpaubiuy angaeu)

10939704633

Ano30 Aew ogeyus so Guioy ‘Guiling feusbiza Ul seasul plw o
(vas) asmonuzu) [euiBer sARLy 00 0p W

50115) S95885|D panLsUEL Aenxas Jo RouruBald jasad Jou pue
Janpoud 51y A pabewep ag few fay | swiesyde)p Jo SWOpUC SN JoU Op M
syanposd pewiBiea Jau o sapeniuiads ‘sayanap ‘sundwse) asn Jou op m
1onpaud siy} Guisn uayp

(49865 Do06-.51 0} papuLiad suojsinaxa [ainjesedwa]
WOOY peljnuog 4 8es] 4..22-,89) 2.52--02 e 205 W

‘pabiewep 0
Buissiw 5) seddeiw i asn 10u og ‘paddeim Kjienpiupes s Lopsoddng yoes B
uado & uoped J eseuaind Jou 0p m

Uopeuuogu) a0

MDD B YSE t8/eak 7| J3pUn UL m
‘950 Jayfe A0jeondde ysey e B U SiBju / J0; swppaq 18 Bujfen
auy oy foysoddns | pesw sewo pue afie o siead 21 URIp|IYD PUB SYNPE B
LELAL0JU| Pl SUORINGSLY ardiI0D 10} J8|/2a) LORELLLOILI
Jansu0) pasofous aul el 1npad siy) Buisn aloq - SUORIANG

Reme 16U (222 1-222-008-1) Jaua) j0mun) uosiog
B 981009 J0 d|alj [Ea(paw 16 ‘pamol[ems | UsIpiIY3 jo yoead jo jno daay
“88N 810}80 [BUDISsaj0ud uijeay & e ‘Buipaaj-jsealq Jo jueubaud

afiseyosip jeuiBen Guy jows-jnoj Jo ‘Gupauoa
‘easneu 's|ua Uasa) "uped (ewwopge 'sany 10 ysed e 136 nof m
sfep  uey euow jse| swoduls m
shep ¢ Jaye Jayeq 106 1ou op swoydwids m
AN00 519940 BpPES W 1 ADL00P B YSE pue asn dojg

11900 few Bugsynug so Guipasyy asnesaq ‘uyepem aupaw Buwuy) poog
voqduasaid @y Gupye) aue nok Ji asn auojaq jstoeuLreyd Jo J0300P B YSY

SOOI SESMED VR, (AR SN ADUE1(3RPOUNLLILL BN Bu) 0) pesodia uaaq m
afizeyasip feuiben Guyuws-noj

10 “Bumwon ‘eesneu 'syiyo '1ane) ‘Lied SpMOUS J0 EIRq TEURLOPGE Jamo| |
WSS HUNLILLY PILINEaM
£.J0 SAqEIP SE YIS ‘LOfIPUOT [2IpaL € aney 10 jueufad
2q PIN0J N0, "WOJPU0D SNO|IAS 210 B aney Aew noy, *(syauow

9 U] £ JO LpUOwW B 32U0 S Lans) Layo suogdaju] jseak [euibies m

B 1541 6y Joj pojwoasip pue Guyay (ewibes m

akey nok J| 8sn a10jaq J0jO0p € HSY

'10}00p B
hiq pesoubiesp uoRoajul jseak [eujfiea & pey Janau aney nok § asn jou og

Kjuo asn jeuifien 104

suoroaju jsead feuiben sleas M asy)

B o1 4Sn ‘v sjozeVCaIY
(Asoysoddns feusben yoea uy)
Juaipaibiu) aaRay

fefunygue euben

asoding

(panunuoo) spoe4 Bnug

s1oe4 bnig

SUNMARK Vaginal Suppositories

MICONAZOLE 7

miconazole nitrate suppository

Product Information
Product Type HUMAN OTC DRUG

Route of Administration VAGINAL

Active Ingredient/Active Moiety
Ingredient Name

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

Item Code (Source) NDC:49348-833

Basis of Strength Strength
MICONAZ OLE NITRATE 100 mg



Inactive Ingredients

Ingredient Name Strength
HYDROGENATED PALM KERNEL OIL (UNII: FM8D1RE2VP)
PALM KERNEL OIL (UNIl: BOS90M0233)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:49348-833- 7 in 1 APPLICATOR; Type 0: Not a Combination 12/09/2011
61 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA073507 12/09/2011

Labeler - Strategic Sourcing Services LLC (116956644)

Revised: 2/2022 Strategic Sourcing Services LLC
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