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CLINICAL PHARMACOLOGY .
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CONTRANIDICATIONS

Cram, 7% 8 n persarTs who have shoem hyperssnsitivity to the acive or sxcipient ingrediens of
this formulation.
WARIINGS

Xatoronazole Craam, 2% i not for opthaimic uss.
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rAECAUTIONS

Genoral: if 1 reaction SUQOESHING sensitivity or chamical irrttation should occur. use of the medication Should be dtacantinued.
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of Fertilty: A long-term lseding study in Swiss Albino mice and in Wistar 118

Shoied N0 evidencs of oncogenic activity. The dominant fethal mutation test i Made and fernale Mice reveaied that sinpie or
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Pregaancy: Tarstopeeic effecis Pregnancy Category C Ketoconazole has besn shown 1o be taratogenic (syndactylia and oligo-

dactyliz) in the rat when given ordlly in the diet 3t 80 mo/Qy/day, (10 Smes the maximum recommendsd human onl 00ss).

Howsver, these effects may bs lated to Matermal ticity, which was Seen at this and higher doss fevels,

There are no 30equate and well-controlied studies m HrAQRANt womnen.  Ketoconazol should be used during pregrancy only if

the potential benefit justifies the potential rish m the fetus.

I-ruqlomlt 11 is Nt KNOwn whether kOCONLZ0M cream, 2% aoministarsd topically could esult in sufficient systemic
producs in breast mik. Nevartheless, 3 decision shouid be Mmade whether 10 disconbnus

rmmnquvammnmoarw QKing into account the imporance of the drug to the mothee

Pediatric Use: s-vmmomamm in children have not bean established.

ADVERSE REALTION:

Ounrvamamuus(.’v'b)o'!ﬁpmuumvmnmmhcmm 2% and 5 (2.4%) of 208 patierts treated with

placabo reported side effects consisting mainly of unnnmmnmmmm One of the patients inatsd with uio-
cmamu cmm Saveioped 3 Bainfut Blerpic reacion.
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OOSAGE AND ADMINISTRATION
Cutaneous candiciasis, tined cOpons, tines cruris, tined pedis, and tnes (pityriask X Tat kaw-

CONazvie Cream, nmwﬂmmmmmmeMmmhmmﬂum Clmwlmpnmfnmm:yh
seen Rirly 300N after Teatmem is baqun; however, candidal infections and tinea crurts and corporis should be treated for two
weeks in order to reducs the possidiity of rcumancs. Patients with tinea versicolor ysually rquiry two wesks of treatment.
Padants with tinea pedis require six weeks of Usatment.

Cream, 2% shoukd be applied 10 the 3ffectsd area twice cally for four weels of until clinkcal

claaring.

11 3 patient shows no clinical imp aftr the period, the is should de
HOW SUPPLIED

Kstoconazole Cream, 2% is suppfied in 15, 30, and 60 gram fubes.

Store below 25°C (77°F)

Manutactured By:
TEVA PHARMACEUTICALS USA
Seilersville, PA 18960
Printad 0 USA
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KETOCONAZOLE cream
2%

B only
For dermatologic use only
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Aoual Dosage: For information for use see accompanying product literature.
Store below 25°C (77°F).

Warning: Not for ophthalmic use. Keep this and atl medications out of the reach of children.
SR
TEVA PHARMACEUTICALS USA, Sellersvitle, PA 18960
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KETOCONAZOLE cream
2%

B only

For dermatologic use only

/ 6€8610 'ON 1ew

Each gram contains: ketoconazole 20 mg, propylene glycol,
purified water, cetyl alcohol, stearyl alcohol, isepropyl myristate,
sorbitan monostearate, polysorbate 60, polysorbate 80, and.
sodium sulfite, anhydrous.
See crimp end of tube for control number and expiration ' ™',
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KETOCONAZOLE cream
only

For dermatologic use only
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Usual Dosage: For information for use see accompanying product literature.

Store below 25°C (77°F).

Warnlng: Not for ophthalmic use. Keep this and all medications out of the reach of children.
TEVA PHARMACEUTICALS USA, Sellersville. PA 18960
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For dermatologic use only
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Each gram contains: ketoconazole 20 mg, propylene glycol,
purified water, cetyl alcohol, stearyl alcohol, lsopro&l
myristate, sorbitan moncstearate, polysorbate 60,
polysorbate 80, and sodium sulfite, anhydrous

getea crimp end of tube for control number and explration
ate.
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KETOCONAZOLE cream
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For dermatologic use only
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Usaal Dasage: Forinfarmation for use see accompanying product literature.

Store below 36 (TT'8Y

Warslag: Not for ophthalmic use. Keaep this and all medications out of the reach of children.

A PHAMDREETEALS USA, Seflersville, PA 18960
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KETOCONAZOLE cream
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For dermatologic use only
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Each gram contalns: katoconazole 20 mg propylens glycol,
puritied watsr, cetyl alcohol, staaryl alcohol, lsoprogzl
myristate, sorbitan monostearate, polysorbate 60,

polysorbata 80, and sodium sulfitg anhydrous.
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KETOCONAZOLE cream

For dermatologic use only
| |

Wawal Dosage: For information tor use see accomparying product Iteraiure.

Store below §8°% (T7°F)

Warming: Not for ophithaimic use. Keep this and all madications out of the reach of children.
TEVA PHARMACEUTICALS USA. Sellersville, PA 18960
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Saah @ contains: ketoconazole 20 mgy
propylene glycol, purifiad wates, cetyl alcohot,
stearyl akcohol, isopropyl myristate, sorbitan
monostaarate, polysorbate 60, polysorbate 80,
and sodium sullte; anhydrous. o
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ANDA #75-581
KETOCONAZOLE CREAM, 2%
60 gram Tube
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For dermatologic use only

Usual Dosage: For information for use see accompanying product literature.
Store below 25°C (77°F).

Waming: Not for ophthalmic use. Kesp this and all medications out of the
reach of children.

See crimp end of tube for control numbar and expiration dats.

Each gram contains: ketoconazole 20 mg, propylene glycol, purified water,
cetyl alcohol, stearyl alcohol, isopropyl myristate, sorbitan monostearate,
polysorbate 60, polysorbate 80, and sodium sulfite, anhydrous.
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TEVA PHARMACEUTICALS USA. Sellersville. PA 18960 les. 388

NDC 0093-0840-92 .

KETOCONAZOLE cream

For dermatologic use only

Usual Dmlg_fm information for use see accompanying product literature.
Store below 25°C (77°F).

Warning: Not for'ophthaimic use. Keep this and all medications out of the
reach of children.

Ses crimp end of tube for control number and expiration date.

Each gram contains: ketoconazole 20 mg, propylane glycol, purified water,
catyl alcohol, stearyl alcohol, isopropyl myristats, sorbitan monostearats,
polysorbate 60, polysorbate 80, and sodium sulfite, anhydrous.

C19840
TEVA PHARMACEUTICALS USA. Sellersville, PA 18960 Iss. 8/99
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KETOCONAZOLE CREAM, 2%
30 gram Tube
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For dermatologic use only

Ususl Dosaga: For information for use see accompanying product lteratura.

Stare betow 25°C (77°F),

Waming: Not for ophthaimic use. Keep this and all medications out of the reach of children.

See crimp end of tube for control number and expiration date.

Each gram comains. ketoconazole 20 my, propylene giycol, purified water, cetyl aicohol, stearyl

alcohol, isopropyl myristate, sorbitan monostearate, polysorbate 60, polysorbate 80, and sodium
sulfite, anhydrous. )
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For dermatologic use only

Usuai Dosags: For information for use sae accompanying product (Heraturs.

- Store below 25°C (77°F).
Waming: Not for ophthalmic use. Keep this and all medications out of the rezch of children.
See crimp end of tube for control number and expiration date.

Each gram contains: ketoconazole 20 mg, propylens glycol, purified water, cetyl aicohol, stearyl
alcohol, isopropyl myristate, sorbitan monostearate, polysordate 60, polysorbate 80, and sodium
sutfte, anhydrous.
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ANDA #75-581

KETOCONAZOLE CREAM, 2%

15 gram Tube
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For dermatologic use only
Ususi Dosags: For for uss see ,5 ying product
Store below 25°C (T7°F). .

Waming: Not for aphthaimic uss. Keep this and 3 madications out of the reach
of chilgren, o

[
See cnmp end of tube for control number and expiration ats.
€ach gram containg: ketotonazole 20 mg. propyiens gtycol, puritiad water,
catyl aicohol, stearyl alcohol, isopropyl myristats, sorbitan monosiearate,
polysorbate 80, polysorbats 80, ang sodium suifhe; anhydrous.
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For derrnatologic use only
Umal Desage: For for uss 380 ying product
Stors bslow 25°C (TT°F).

w'nt;:nnllovwmumnm Xoep this ang att megications out of the raach
of chilren,

Sea crimp eng of tude for comrol number and expiration date.

Each gram contsine: ketoconaroie 20 mg, propylens giycol puritied water,
cetyl alkcohol, stearyl akcohol, isoprapyl myristate, sorditan monostsarate,
potysortxs 80, polysortaie 30, and sadium sulfits, anhydrous.
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