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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Tellyourhelhcare provider fou have anysideefct that
bothers you or that does not go aw

These are not ll he possiole id efects of bicautamide
tablets. For more information, ask your healthcare provider or
pharmacist
Call your doctor for medical advice about side effects. You
ay epotid ffects L FDA at 1-800-DA1086.
How should | store bicalutamide ta

Store at 20°-25°C (68°-77°F) (see % Conroted Room
Temperature).

EEP THIS AND ALL DRUGS OUT OF THE REACH OF CH-

Eanml Inlnrmall\m about the safe and effective use of bica-
lutamide ta

Medicines zve “sometimes prescribed for purposes other
than those lsted in a patient information lealet. Do not use bica-
Iutamide tablets for a condition for which it was not prescribed.
Do not give bicalutamide tablets to other people, even if they
have the same symptoms that you have. It may harm them.

“This patient information leaflet summarizes the most impor-
tant information about bicalutamide tablets. If you would like
more information about bicalutamide tablets talk with your
healthcare provider. You can ask your healthcare provider or
pharmacist for information about bicalutamide tablets tht is
written for health professionals. For more information call
1-800-525-8747.

What are the ingredients in bicalutamide tablets?

Active ingredients include: bicalutamide. Inactive ingredi-
ents include: corn starch, hypromellose, lactose monohydrate,
magnesium stearate, polyethylene glycal, polysorbate 80, po
dune sndmm starch glycolate, and fitanium dioxide.
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Tellyour heahcareprovider i youhave any side effct
bothers you or that does not

These are ot all e possile i effct of bialtamide
tablets. For more information, ask your healthcare provider or
pharmacist

Cal your doctor for medical advice about side effects. You
ay eportid fects to FOA at 1-800-FDA1086.
How should | store bicalutamide tab

Store at 20°-25°C (68°77°F) (see "5 conroled foom
Temperature).
;EEPTHIS AND ALL DRUGS OUT OF THE REACH OF CHIL-

DREN.
Genera nformation abou th safe and fetive use ofisa-
lutamide tablet

Wedngs are sometimes prescribed for purposes other
than those lsted in 2 patient nformation lealet. Do not use bica-
Iutamide tabletsfor a condition for which it s not prescribed.
Do ot give bicalutamide tablets to other people, even if they
have the same symptoms that you have. It may harm them.

“This patient information leaflet summarizes the most impor-
tant information about bicalutamide tablets. If you would like
more information about bicalutamide tablets talk with your
healthcare provider. You can ask your healthare provider or
pharmacist for information about bicalutamide tablets that is
written for health professionals. For more information call
1-800-525-8747.

What are the ingredients in bicalutamide tablets?

Active ingredients include: bicalutamide. Inactive ingredi-
ents include: corn starch, hypromellose, lactose monohydrate,
magnesium stearate, polyethylene glycol, polysorbate 80, povi-
done, sodium starch glycolate, and titanium dioxide.
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gen sensitive and responds to treatment that counteracts the effect of
androgen and/or removes the source of androgen.
hen bicaltamides combined i tenzng hormons rlssinghor-
i (LHRH) analog therapy, the Suppression of seru testosterone.
el b tn LHRY naiog & po afecied: Howeer i inica il wih
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Disibuton:

Glcaliamide is ighy prtein-bound (96%) [see DRUG INTERAC-
TIONS (7)]
MetabolismElimination:

Bicalutamide undergoes stereospecific metabolism. The S (nactive)
isomeris metabolized primarly by glucuronidation, Te R (actve)isomer

tive metabolie followed by glucuronidation. Both the paren and metabo-
Jiminated in the ces.

Figure 1. The Kaplan-Meier probability of death for
ol antiandrogen reaimant groups.
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This patient information leafet
{antinformation abou bicatamide tablts. 1you' P
more information about bicalutamide tablets talk with your
healthcare provider. You can ask your healthcare provider or
pharmagist for information about bicalutamide tablets that is
written for health professionals. For more information call
1-800-525-8747.
What are the ingredients in bicalutamide tablets?

Active ingredients include: bicalutamide. Inactive ingredi-
ents include: corn starch, hypromellose, lactose monohydrate,

uring an
is rapily cleared relativ to the R-enantiomer, vih the R-enantiomer
accounting for about 9% of tolal teady-state plasma levels.

son b:mm ey aope s Figure 2)

vith LHRH agonists. Consideration should therefore be given to montor-
ing blood glucose n patients receiving bicalutamide tablets in combination
with LHRH agoniss.

PATIENT INFORMATION BICALUTAMIDE TABLETS

Read the Patient Informaton that comes it bicalutamide tablets before

you star taking it and sach time you get a reil There may be new ifor-
mamm T el does ol ok h place of talkng i your halicare
mednbnla\hcnnd il o your weatnent

ke bicalutamide tablets
« youare a vioman.
. the
end ofths eaflt or a comlee s of ingredients
Whatshoud el my healicare providr befor aking bicauamide
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llyour medicalconciions nludingf you
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and patiens vith prostate cancer are presented in Table 3.
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Figure 2. Kaplan-Meier curve for ||m! ln progression for
boh anlandrogen reatment groups.
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ing bicalamida ables n combinaton ith LHRH meciines)
Tell your healthcare provider about all the medicines you take, Including
prescription and non-presciption medicines, vitamins and herbal supple-

Ing id e, Bcalutamide ables mayafec 1 vay ter medcines
work, and other medicines may icalutamide tablets works.
ke Koepa 15t of your

showyour healtcare providers ihen you get  new medicine.

How should | take bicalutamide tablels?

imide tablets exccly as pres
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tablets.
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‘What should | avoid while taking bicalutamide tablets?
Driving and operaling machinery. D0 not drive, operate machinery, o
dg ot dangerous acties unl you know o bicautamide ablets
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therapeutic concentrations<) and above were recorde. These neoplastic
changes were progressions of non-neoplastc changes relaed to hepatic

ot been observed following bicalutamide adminisiraton in man. There were

A comprehensive battery of both /n vitro and in vivo genotoxiity tests
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Iutamide faily monotherapy fo castration were conducted in
patients that had locally advanced (13-4, NX, 10) or metastatic (M1)
prostate cancer.

Group

Bicaluamide can-
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et dam:

- Poor bload Sgar coniral can haggeh I peopl who ks Bicalutamide
tablets in combination with LHRH medicines.
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demonstrated ot
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o fhcne oot pero mmmu viarm and swieating
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14° GLINiCAL STUDIES
141 Bialutamidstablts 50 mg Daiy in Combination withan

Inabmutcaer, goubeind, contole nica il 813 patents wih
previously untreated pits cancer v rndomizd o ok
Bicautande 50 mg once daly (404 fnts)or fuamide 250
plnts) e Umes a ey, each ncombinaion wih LHRH aralogs (siner
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treatment %mups (see Figure 1). The hazard raio or time 10 death (sur-
vivl) was 0.87 (95% confidence interval .72 t0 1.05).
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ide effects o FDA at
How shot

aichful wa uld | store nlcilulamld tablets?
wih placeb, mmnnmmemmmsenmgussmn na popuaton o 5113 Store 7 s USP Gl Room Tempaatur)
calz KEES TH1S AND ALL DRUGS 00T OF THE REAGH OF GHI
calamide 150 mg a5 ot appoved (o usea eapyfor gt Gehera ormatln sbou h Sa and elecive 8¢ o bicasamide
with localized prostate cancer who are candidates for walchiul waiting. Data tablets.
{rom alamned subgroupanaysis of ot iain 1627 pants i Mecicines ars somtinss precried for puposes oter thn thoss
atren ez
{ovarddecreaged sunvil 1 0 biatamide am e a e oove-up condtion for
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ledwachluating roupor o of 116 (65% 109910137
16, HOW SUPPLIED/STORAGE AND HAND
Saamioe abl. o v anhaton are avalabl s
m: Tounc, W, cenex et cor. debossad §7 o ono side and
e, fim coated vhite, and suppled as
baltes of
boltes of 100

package of 30

16.1. Storage and Handling

~77°F) (see USP Controlled Room Temperature)
Dispens n 3 gt Iahttesan container a Geined  the USP.
17, PATIENT COUNSELING INFORMATION

Patients should be informed that therapy with bicalutamids tablats and
the LHRH analog should be sarted at the same time and that they should
ot interrupt or stop taking these medications without consulting their
physician

During treatment with bicalutamide tablets, somnolence has been

caution vihen driving or operafing machines.
Patients should be informed that diabetes, o loss of oycemic controlin
patients with pre-existing diabetes has been reported during treatment
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bicalutamids tablets talk vith your healthcare provider. You can ask your
or pharmacist for information about bicaiutamide

tablels that s written for health professionals. For more information call

1-800-525-8747.

What are the ingredients in bicalutamide tablets?

starch, hypromeliose, lactose monchydrate, magnesium stearate, poly-

s ghcol, polsorbit 80, paidne, Sodum st gcolt, and -

nium
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