WALGREENS CLOTRIMAZOLE 3- clotrimazole cream
Walgreen Company

Walgreens
Clotrimazole 3

Drug Facts

Active ingredients Purpose
Clotrimazole USP 2% (100 mg in each
applicatorful)

Clotrimazole USP 2% (external cream) Vaginal Antifungal

Vaginal Antifungal

Use
e (reats 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 dis comfort 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 yeastinfections 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.

¢ beenexposed to the human immunodeficiency virus (HIV) that causes AIDS

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).
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
¢ you getarash or hives, abdominal pain, fever, chills, nausea, vomiting, or a 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.

Directions



before using this product read the enclosed educational brochure for complete directions and
information
adults and children 12 years of age and over:
¢ vaginal cream: insert one applicatorful of creaminto the vagina at bedtime for 3 days ina row.
Throw applicator away after use.
¢ external cream: use the same tube of creamif 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. Use 2 times daily for up to 7 days as needed.
children under 12 years of age: ask a doctor

Other information

To open: unscrew cap, use pointed end on cap to puncture seal

do not use if cartonis opened

safety sealed: the tube opening should be sealed. If the seal has been punctured or is not visible, do
not use the product.

store between 20° to 25°C (68° to 77°F)

see flap of carton or crimp of tube for lot number and expiration date

Inactive ingredients

benzyl alcohol, cetostearyl alcohol, cetyl esters wax, 2-octyldodecanol, polysorbate-60, purified
water, and sorbitan monostearate

Questions or comments?

Call toll-free, 1-888-827-6222, for our 24 hour automated response system.

DISTRIBUTED BY:
WALGREEN CO.

200 WILMOT ROAD
DEERFIELD, IL 60015

PRINCIPAL DISPLAY PANEL - 21 g Tube Carton

3-DAY TREATMENT
Clotrimazole 3

Well at
Walgreens

Clotrimazole Vaginal Cream USP (2%) /
Vaginal Antifungal

WALGREENS PHARMACIST RECOMMENDED#

* Cures most vaginal yeast infections

Compare to Gyne-Lotrimin 3®
active ingredientt+

Educational brochure enclosed.

ONE 21 g (0.74 0z) TUBE OF CLOTRIMAZOLE VAGINAL CREAM USP (2%) & 3 DISPOSABLE
APPLICATORS

NDC 0363-2062-01






Cures Most Vaginal Yeast Infections
1 Tube of Vaginal Cream &
3 Disposable Applicators

3-Day Treatment

3-DAY TREATMENT

Clotrimazole (3)

Clotrimazole Vaginal Cream USP (2%) / A e B N e e
Vaginal Antifungal
* Cures most vaginal yeast infections

NDC 0363-2062-01

: Gompare to Gyne-Lotrimin3®
Educational brochure enclosed. Sotlie taredinne®

ONE 21 g (0.74 oz) TUBE OF CLOTRIMAZOLE VAGINAL CREAM USP (2%) & 3 DISPOSABLE APPLICATORS

2 omlY82002L6L L € AJRIRE)S0UOLL UBYCLOS PUB Jayem payund
‘l‘ ‘I H” '09-erequosjod ‘jouRospopifjon-7 em sKSe (fjen 'foyoop ieasnies ‘joycop 2ueq Spuapalfitn aAael]

BIEP VO pue 8quinu 30] J0J egny. Jo duwpd 10 vayed o dey ses e

(414 0 .R9) 0.GZ 0} 0F LESMB] BN]S »

"Jonpoud e 85N Jou op ‘8(gjsiA Jou 5| K0 perrgound Upeq Sey [ees eu) )| pefess eq pnoys Gupedo eqn ey ajeas KBJES e

PetEd0 5 UOLED Jf 85N 10U 0D »

LEOLES WAL [ees amnpound o dea uo pue pequiod esn ‘des merrsun wedo ol « uorjeuriojus 18yl

(penuyuod) spae4 Brig

YAVYNVO NI 3aYIN y % 100D B e alie Jo sieak 2| JBpUN URIP|YD =
'oguealBop 71020 ‘Pepaeu se siep  aydn.oy fepseawn g ssp) “euiben sy epeino uis pajeyu oy o) Addy “dieBul nof oo wealo
woosusalBiom 10 JunouwE |[ews B azeanbs BulGen ay) BpISING UMS AU UD LONEIL pue Buiyay shey NOA JI WRAID J0 AYN) BLIES BU) &N IUBAII [BLLBIE =
e n e e ‘88N Jaye feme Jopeodde moly] w0l e ul siep g o) swnpag 1 eubiea sy o wead o npoeadde suo pesul (LUEAID [EUFEA «
AI3LINVUYND Jano pue abe jo sieak 7| Uep|U PURSINPE
NOILOY4SIIYS UDiELLIoJu] pUE SUORIS.IP &13|diui0a Joj INyao g [EUOKEANPa pasojoua aLy peal jonpoud sy Buisn aioleq « - SIIOIIISJIT

o ‘e JuB JeueD o4ueD LS B12ejuco 1 dpy pojpel Jeli ‘Damojiens J| Uiy Jo yoead Jo Ino deay
o 'e8n aiojeq [Ruoissajoud yeey ese ‘fuipeaj-1s ealq Jo Jueubad |

IV afieyosip (el en Guijjaws-[no} e Jo ‘Guipwon ‘easneu ‘syya 1ana) ‘uied [eupuopqe ‘saan Jo ysel e 186 nok «
éﬂm skep 2 uey) atow )se) swojdwis « sfep £ u)Jeyeq 196 jou op swoydwis «
e 11 J0130D B ¥Se Due asn doxi




SL009 11 "a1314433a em e
avod LOW1IMm 002 Jonpoud Jeujoue Buisn elojeq J0jo0p e e Jaj|al elejdwod 166 jou op ok )| e
‘OO NIUDTIYM 1na0o Aew voien| Jo Bupyoy) ‘Bujuing [gu|Ben U eseeloU] piw e BeINCOIE)LY [BU|BEA BABY 10U 0P »

‘Ad dalndriisia (SLS) sESRESp pRNWSUBL) A|[ENXES
—— 10 foueubiaud Jueasd o) [je) pue pabewep ag few swelydep pue sSWopuen stonposd [eujben Jawpo Jo ‘sepnuleds 'sauanop ‘suodwel esnou op «
1onpotd sy Guysn uaym

ou| oD 501 S8sned Ul (AIH) Snup AUsaspoUnLULL UBLLINY 8y} 0} pesodie Uesd » ‘LUBsfs BUNLILL| pausyBam B 10 seipeip Gujpniou) ' suwojdw s
» 19 Jo ARIpSONS nof 10} 88Ned [eapelu Guif1spun snojpes & avey 10 Jueulsad eq pino noj (SUILDW g U € 10 LJUoLL B 80U0 SB LoNs) Ueyo suojisiu) jsesl pujbes e

B “OU| I Jansuon ] i i ; i }nmpum snopas
Qs A pernquisip alow e aaey few noy “afileyasip jeujGea Buyjaws-no} 1o Bunwoa’ essneu ‘s||yo ‘1ana) ‘ ujed Japin oys 10 yoeq ‘EUjWOPYE JaMo] »

W) 1811} 84} 10} Hojwoas|p pue Bujyay |eujbea «
10 pain)oBjnueLl
aney nok j asn alojaq Joja0p B
10u ] 12npoud SiU L+t EY NOA JI 180 10)20p BYSY

Jo1a0p & Aq pesoulielp uoppaapy 1seek |eujGen e pey Janau aaey nok )| asn jou og
‘0 10T JequuanoN
#pnis Aening fuoasn jeuibeatod  sBnLIEY

ISIRBULEYd SUSSIDIEM Wipau] 15eak [eUIGEA B O] 8N UDJIEILI| PUE BLILD) [BLSDE Salial «  SUO[DAM 15BaK RUIRASIESIL » BS))

[EBUnyY [Bu(BEA" e “(WIBBID [PUIBJE) %2 S BIOTRWDE
[EOUNJUUY [BUIBgA, e ﬂﬂﬂﬁl?ﬂlldd? L8 Ul Bl 001 %2 dSi 8l0zewol
asoding sjuaipaJbu) anyay

sjoe4 bnig

LELN

GEHO
§-298E-Md1

INRid 31va
AdldX3 ANV # 101 ¥04
dVv1d SIHL NO AdOJ ON

[TH
1
o™
—
—
-
o
&



HSINYVA ON
HSINYVA ON

dVv14d SIHL NO
dV714 SIHL NO

WALGREENS CLOTRIMAZOLE 3

clotrimazole cream

Product Information
Product Type HUMAN OTC DRUG LABEL Item Code (Source)

Route of Administration VAGINAL DEA Schedule

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength

Clotrimazole (Clotrimazole) Clotrimazole

Inactive Ingredients
Ingredient Name
benzyl alcohol
cetostearyl alcohol
cetyl esters wax
octyldodecanol
polysorbate 60
water

sorbitan monostearate

Packaging
# Item Code Package Description Marketing Start Date
1 NDC:0363-2062-01 1in 1 CARTON

NDC:0363-2062

Strength
2g in100 g

Strength

Marketing End Date




1 21 gin 1 TUBE, WITH APPLICATOR

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
NDA NDA021143 04/12/2000

Labeler - walgreen Company (008965063)

Registrant - Taro Pharmaceuticals U.S.A., Inc. (145186370)

Establishment
Name Address ID/FEI Business Operations
Taro Pharmaceuticals Inc. 206263295 MANUFACTURE(0363-2062)

Revised: 2/2013 Walgreen Company
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