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A SANDOZ
Bicalutamide Tablets

HIGHLIGHTS OF PRESCRIBING INFORMATION
These hightghts do not nclude allthe information nesde o use

FULL PRESCRIBING INFORMATION
1. INDICATIONS AND USAGE

SIEALUTAMIDE abie, i coate for ora use
Initial U.S. Approval: 1995

INDICATIONS. Aun usaGgE  —————
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Table 1. Incidence of Adverse Reactions (>5% in Either Treatment
‘Group) Regardless of Causality

persensitiiy reactions
CONTRANDIORTIONS (41

PATIENT INFORMATION !

Number o

Traiment Group
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I orhnaton Tefay Wb & i

hmmnne {UHRH) analog o the rsamentf Sa
of the pros
 Blcalutamide abets 150 mg iy s not approvd foruseaone o with
other treatments. (1)

DOSAGE AND ADMINISTRATION

LHRH analog is one 50 g tablet once daily (morning or evening). (2)
'DOSAGE FORMS AND STRENGTHS
50 mg tablets (3)

« Hypersensitivity (4.1)

Pregnancy (43 and 8.1)
WARNINGS AND PRECAUTIONS
« Severe hepatic changes and hepaic failure have been observed rarely.
Maonitor serum transaminase level prior o startin
Iutamide,at reguiar intervals fo the fist four months of treatment and
periodidly areater,and or symploms o Signssuggetie of patc
ystunction. Use bicalutamide with caution in patients vith hepatic
rsaimen

fibrosis, have been repored wih bicalutamide.
Reduction in glucose tolerance, manfesting as diabetes or a loss of

Tablets

Read the Patient Information that comes with bicalutamide
tablets before you start taking it and each time you get a refil.
re may be new information. This leaflet does not take the
place oftalking with your healthcare provider about your med-
ical condition or your treatment
What is bicalutamide tablets?
Bicalutamide tablets is a prescription medicine called an
androgen receptor inhibitor, used in combination with lut-
enizing hormone-releasing hormone (LHRH) medicines to

treat stage Dp ¢ Itis not known if bica-
Iutamide tablets is safe and effective in children.
Who should not take bicalutamide tablets?
Do not take bicalutamide tablets if:
* you are a woman
« you are allergic to any of the ingredients in bicalutamide
Lahms See the end of this leaflet for a complete list of ingre-
ents
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To report SUSPECTED. AWERSE mcvlnus, contact Sandoz Inc. at
1-800-525-8747 or FDA al 1-800-FDA-1088 or www. Ida. gov/medwatch.
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DRUG INTERACTIONS

.  therfor
when bicalulamide is co-adinitered vith CYP 3Ad substrates. (7)

ing coumarin anticoagulants viho are started on bicalutamide. (7)
USE IN SPECIFIC POPULATIONS
Pediatrc patients: Labeling describing pediatic clnical studies for

bicalutamide is approved for AsiraZeneca Pharmaceuticas LP's bicalu-
{amide table. Aoyver,due o AStraZeneca Pharmaceuticals LP's market-

for this bicalutamide labeling. 8.9)
See 17 for PATIENT COUNSELING INFORMATION
Proposed Patient Labeling Provided
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before taking bica-

lutamide tablets?
Before you take bicalutamide tablets, tell your healthcare

provider about all your medical conditions including if you

« are awoman (seé who should not take bicalutamide tablets)

 are pregnant or think you may be pregnant

« have liver problems

« take a medicine to thin your blood. Ask your healthcare
provider or pharmacist if you are not sure if your medicine
is a blood thinner

« have diabetes (poor blood sugar control has been reported
in people taking bicalutamide tablets in combination with
LHRH medicines)

PATIENT INFORMATION !
Bicalutamide Tablets

Read the Patient Information that comes with bicalutamide
tablets before you start taking it and each time you get a refil
‘There may be new information. This leaflet does ot take the
place oftalking with your healthcare provider about your med-
ical condition or your treatment
What is bicalutamide tablets?

Bicalutamide tablets is a prescription medicine called an
androgen receptor inhibitor, used in combination with lut-
enizing hormone-releasing hormone (LHRH) medicines to
treat stage D metatastic prostate cancer. It s not known if bica-
Itamide ablas i afe and ofctv n chidren
Who should not take bic; e tabl

oot sclomge e

+ youare a i
+ you are allergic to any of the ingredients in bicalutamide

it S the e f i et fr acomplete s of ne-

ients

VWiha shoutd el my heathareprvidr beforetaking bia-

lutamide

Before yDu ke bicatamide tablets, tell your healthcare
provider about all your medical conditions including if you:

« are awoman (see who should not take bicalutamide tablets)

« are pregnant or think you may be pregnant

« have liver problems.

+ take a medicine to thin your blood. Ask your healthcare
Brovider o phamact i you e not sure fyour medicne
is a blood th

« Rove dabets (poo blood sugarcontrol s been eport
in people taking bicalutamide tablets in combination with
LHRH medicines)

PATIENT INFORMATION
Bicalutamide Tablets

Read the Patient Information that comes with bicalutamide
tablets before you start taking it and each time you get a efil.
There may be new information. This leaflet does not take the
place of talking with your hea\mcare provider about your med-
ical condmun o yourlrsal
What is bical e tablets:

Bmzlulamme ablts s a preswmmn medicine called an
androgen receptor inhibitor, used in combination with lut-
enizing hormone-releasing hormone (LHRH) medicines to
treat stage Dy metatastic prostate cancer. It s not known if bica-
lutamide tablets is safe and effective in Chl\dl

ho should not take bicalutamide tablet

Do not take bicalutamide tablets i

« you are a voman.
= you are allergic to any of the ingredients in bicalutamide

tdablets See the end of this leafletfor a complete lst of ingre-

ents
What should 1 el my halthcare provider befor taking bica-
lutamide tablets

Before you (ake bicalutamide tablets, tell your healthcare
provider about all your medical conditions including if you:

« are a woman (see who should not take bicalutamide tablets)

« are pregnant o think you may be pregnant

« have liver problems

« take a medicine to thin your blood. Ask your healthcare
provider or pharmacist if you are not sure if your medicine
is a blood thinner.

* have diabetes (poor blood sugar control has been reported
in people taking bicalutamide tablets in combination vith

LHRH medicines)

Tell your healthcare provider about al utake,
including prescription and non-prescription medicines, vtamins
and herbal supplements. Bicalutamide tablets and other med-
icines may affect each other causing side effects. Bicalutamide

Tell your aboutallthe
incluingprecrgion an non rescpton medicies vaming
and herbal supplements. Bicalutamide tablets and other med-
icines may affect each other causing side effects. Bicalutamide

tablets may affect the way other and other med-
icines may affect how bicalutamide tablets works.

Know the medicines you take. Keep a lst of your medicines
with you'o show your healthare providers when you geta new

How should  take bicalutamide tablets?

« Take bicalutamide tablets exactly as prescribed.

« Take bicalutamide tablets at the same time everyday.

« Your treatment with bicalutamide tablets should start at the
same time as your treatment with the LHRH medicine

« If you miss a dose do not take an extra dose, take the next
dose at your regular time. Do not take 2 doses at the same

time.

« Bicalutamide tablets can be taken with or without food.

« I you take too much bicalutamide tablets, call your heaith-
care provider or Poison Cumm\ Center or go to the nearest
hospital emergency room ri

« Do ot stop taking g s uness your health-
care provider tells you

* Your heltear roidermay doboodtsts whleyou ke
bicalutamide ta

« Your prostate i may get worse while taking bicalu-
tamide tablets in combination with LHRH medicines. Regular
monitoring of your prostate cancer with your healthcare
provider is important to determine if your disease is worse.

What should | avoid while taking bicalutamide tablets?
Driving and operating machinery. Do not drive, operate

bicalutamide tablets affects you.
What are the possible side effects of bicalutamide tablets?
Eicautamide et an cause serius sie efcts.
Get medical help right away, if you
 troubebroining wih or wiiaut acough r fever. Some -

1
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CHy

CF3

CN
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: T
uble in water at 37°C (5 mg per 1000 mL), slightly soluble in chloroform

and tetrahydrofuran.
Bicalutamide s a racemate with ts antandrogenic activiy being amost

is essentilly nactive

hypromel-
lose, lactose monohydrate, magnesium stearats, polyethylene glycol,
polysorbate 80, povidane, sodium starch giycolate, and ftanium dioxide.
12. CLINICAL PHARMACOLOGY

el
e folovinga

lutamide.
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3

inhibitor. It competi-
tively inhibits the action of androgens by binding to cytosol androgen
eceptors in the targe tissue. Prostatc carcinoma is known to be andro-

4 (See Reverse)

0 tablets get an inflammation in the
Tungs called interstital lung disease.

« An allergic reaction. Symptoms of an allergic reaction
include: tching of the skin, hives ( raised bumps), sweling
of the face, lips, tongue, throat, or trouble swallowing.
Yellowing of the skin and eyes (aundice), dark urine, right
upper stomach pain, nausea, vomiting, firedness, loss of
appelite, chills,fever, whole body pain. These may be symp-
toms of liver damage

Poorbloodsugarcotrl can appen i popl o ke i
Tutamide tablets in combination with LHRH medic
 clargement of breee (gyneeamastia) and brast pain

'
'
'
'
'
'
V
'
'
'
'
'
'
'
'
'
'
'
'
'
machinery, or do other dangerous activiies untilyou know how x mact

e vay other . and other med-
icines may affect how bicalutamide tablets works.

Know the medicines you take. Keep a st of your medicines
with you to show your healthcare providers when you get a new
medicine.

How shouli | take bicalutamide tablets?

+ Take bicalutamide tablets exactly as prescribed.

+ Take bicalutamide tablets at the same time everyday.

+ Your treatment with bicalutamide tablets should start at the
same time as your treatment with the LHRH medicine.

« If you miss a dose do not take an extra dose, take the next
dose at your regular fime. Do not take 2 doses at the same

time.
« Bicalutamide tablets can be taken with or without food.

« If you take too much bicalutamide tablets, call your health-
careprvider or Pisan Cunlml Cemev or go to the nearest
ospital emergency ror

+ Do not stop taking cmaids s uness your health-
care provider tells you

+ Your healthcare nmvmer may do blood tests while you take
bicalutamide tal

« Your prostate i may get worse while taking bicalu-
tamide tablets in combination with LHRH medicines. Regular
monitoring of your prostate cancer with your healthcare
provider is important to determine if your disease is worse.
Whatshould | avoid wiils akin bicalutamic tables

Driving and operating machinery. Do not drive, operate

bicalutamide tablets affects you.

What are the possible side effects of bicalutamide tablets?
Bicalutamide tablets can cause serious side effects.

Get medical help right away, if you have:

« trouble breathing with or without a cough or fever. Some peo-
ple who take bicalutamide tablets get an inflammation in the
lungs called interstiial lung disease.

* An allergic reaction. Symptoms of an allergic reaction

include: itching of the skin, hives ( raised bumps), swelling

of the face, lips, tongue, throat, or trouble swallowing.

Vellowing of the skin and eyes (jaundice). dark urine, right

upper stomach pain, nausea, vomiting, firedness, loss of

appetite, chill, fever, whole body pain. These may be symp-
toms of liver damage.

Poor blood sugar control can happen in penp\e who'ake bica-

lutamide tablets in combination wit

. enlargement of hreasl (gynecomastia) and hmzsl pzm
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'
hinery, or do other dangerous actviies until you know how x

Tellyour
incucing prescripton and non-presription mediciss,utaming
and herbal supplements. Bicalutamide tablets and other med-
icines may affect each other causing side effects. Bicalutamide
tablets may affect the way other medicines work, and other med-
icines may affect how bicalutamide tablets works.
now the medicines you take. Keep a st of your medicines
A yOU 1o howyou eslhcreprovirs e Yo gt e
edicine.
How should | take bicalutamide tablets?
« Take bicalutamide tablets exactly as prescribed.
« Take bicalutamide tablets at the same time everyday.
* Your reatment il iautamid tablets should st t he
same time as your treatment with the LHRH me
 Vfyou miss 3 dose o not ke an e dose, ke e next
dose at your regular time. Do not take 2 doses at the same

time

« Bicalutamide tablets can be taken with or without food.

« If you take too much bicalutamide tablets, call your health-
careprvider or Paison orirl Genler or go to the nearest
ospital emergency room rig

+ Do not stop taking caade s ness your health-
care provider tells you.

« Your healthcare provider may do blood tests whie you take
bicalutamide tablets.

« Your prostate cancer may get worse while taking bicalu-
tamide tablets in combination with LHRH meicines. Regular
monitaring of your prostate cancer with your healthcare
provider is important to determine if your disease is worse.

What should | avoid while taking bicalutamide tablets?
Driving and operating machinery. Do not drive, operate

machinery, or do other dangerous actviies until you know how

bicalutamide tablets affects you

What are the possible side effects of bicalutamide tablets?
Bicatamide e can case serfus sie efects.

Get medical help right away, i you

« trublebrthing il o wihoLta cough or fever Some po-

ple who take bicalutamide tablets get an inflammation in the

lungs called interstital lung disease.

An allergic reaction. Symptoms of an allergic reaction

include: itching of the skin, hives ( raised bumps), swelling

of the face, lips, tongue, throat, or trouble swallowing

Yellowing of the skin and eyes (aundice), dark urine, right

upper stomach pain, nausea, vomiting, firedness, loss of

appeite, chills,fever, whole body pain. These may be symp-
toms of liver damage.

Poor bood suga Ganrol anhappn n peole o ke ia-

Iutamide tablets in combination with LI dicines.

. emergemem o beast(gynecomesta)and brcast i

Jud

The most lude:
ot flashes, or short periods of feeling warm and sweating
whole body pain in your back, pelvis, stomach

fesling weak

constipation

infection

nausea

swelling in your ankles, legs or feet

« diarthea

« blood in your urine

« waking from sleep to urinate at night

« adecrease in red blood cells (anemia)

« feeling dizzy

1 (See Reverse)

ot o, oy shot nermds of feeling warm and sweating
whole body pain in your back, pelvis, stomach
feeling weak
constipation
infection
nausea
swelling in your ankles, legs or feet
iarrhea

blood in your urine
waking from sleep to urinate at night
a decrease i red blood cells (anemia)
« feeling dizzy

1 (See Reverse)

e most
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‘whole body pain in your back, pelvis, stomach
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constipation

nausea
swelling in your ankles, legs or feet
jarrhea

blood in your uring
waking from sleep to urinate at night

a decrease in red blood cells (anemia)
« feeling dizzy
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(Continued)

Tellyourhelhcare providr fou have anysideefct that
bothers you or that does not go aw

These e not ll he possoe id efects of bicalutamide
tablets. For more information, ask your healthcare provider or
pharmacist.
Call your doctor for medical advice about ide effects. You
[y epotid ffects Lo FDA at 1-800-DA1086.
How should | store bicalutamide ta

Storsat 20°25°C (68°77°F) (see 5 Controted Foom
Temperature).
KEEPIHIS AND ALL DRUGS OUT OF THE REACH OF CHIL-

DREN.
General |nlnrmallun about the safe bica-

(Continued)

Telyour heathcareproviderf you ave any side et tat
bothers you or that does not go

These are nol all e possile i effcts of bicaltamice
talets.Fo moreinformation, sk your heathate provier or
phar

Call ymlr doctor for medical advice about side effects. You
may report ide effects to FDA at 1-800-FDA-1088.
How should | store bicalutamide tablets?

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

xm THIS AND ALL DRUGS OUT OF THE REACH OF CHIL-

the safe and effective use of bica-

lutamide ta

Medicines zve “sometimes prescribed for purposes other
than those lsted in a patient information leaflet. 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 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, poy
dnne sudmm starch glycolate, and fitanium dioxide.
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lutamide tablets.

Medicines are sometimes prescribed for purposes other
than those lsted in 2 patient nformation lealet. Do not use bica-
Iutamide tablets for a conition for which itwas 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
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 bicalutamie tablets?

Active ingredients include: bicalutamide. Inactive ingredi-
ents include: corn starch, hypromelose, lactose monohydrate,
magnesium stearate, polyethylene glycol, polysorbate 80, povi-
done, sodium starch glycolate, and titanium dioxide.
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(Continued)

Tellyourhealhcareprovider i you aveany side et tat
bothers you or that does not go a\

These are ol all he possile i efcts of icaltamice
tablets. For more information, ask your healthcare provider or
pharmacist.

Gall your doctor for medical advice about side efects. You
may eportside e 1o FDA at T-800-FDA-108
How should | store hicalutamide tablets;

Store at 20°-25°C (68°-77°F) (see L S——
Temperature).
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This patient information leaflet
tant information about bicalutamide tablets. If you wnmd fike
more information about bicalutamide tablets talk with your
healthcare provider. You can ask your healthcare 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, . povi-
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ing blood glucose n patients receiving bicalutamide tablets in combination
with LHRH agoniss.
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1t ot known f bicalutamide tablets is Safe and effectve in children.
Who should not take bicalutamide tablets?
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el
f

ayour medical condions incuding fyou
n oud 1o ke icgutamdeabets)
£ 3% gt o ko may b prsgna
« have lver pre
~ Gk 2 madiine 10 thin your blood. Askyour healincare grovider or
Eharmacwsl Jyou oot sue you mdioe s a oot

biective tumor
metstases or

i combinaton ith LHRH medicines)

and patients vith prostate cancer are presented in Table 3.

ing measurable exraskeletal metastases. The lvazam ‘oo e o pie-

ncluding
prescription and o prescripion medicine, viamins And herbal supple:

resinaf batuanice s analug tothator
t )

Standard
Deviation

Apparent Oral 0320

Clearance (L)

0103

done,sodum starch glycolate, and titanium dioxide.
6-20091
%o
Sandoz Inc.
Pringeton, NJ 08540

X

[sinal 0768
Contentration
(meg/mL)

0178

*Css=Mean Steady-State Concentration
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tion about bicalutamids tabets. If you would like more information about
bicalutamids tablets talk vith your healthcare provider. You can ask your
healthcare provider or pharmacist for information about bicalutamide
tablets ihat s written for health professionals. For more information call
1-800-525-8747.

Wha are the ingredients in bicalutamide tablets?
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