*Each capsule contains sunitinib
malate equivalent to 25 mg of
sunitinib.

Sunitinib
Malate

Capsules

PHARMACIST: Dispense the accompanying
Medication Guide to each patient.

llliMylane

Rx only 28 Capsules

Dispense in original container.

Keep container tightly closed.

RM667QBD1/

Keep this and all medication
out of the reach of children.

Store at 20° to 25°C (68° to 77°F).
[See USP Controlled Room
Temperature.]

Usual Dosage: See accompanying
prescribing information.

Mylan Pharmaceuticals Inc.
Morgantown, WV 26505 U.S.A.

Mylan.comj




*Each capsule contains sunitinib
malate equivalent to 37.5 mg of
sunitinib.

NDC 0378-6681 -28 Dispense in original container.

Sunitinib
Malate .

Capsules
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PHARMACIST: Dispense the accompanying
Medication Guide to each patient.

||| Mylan® Morgantown, WV 26505 U.S.A.

Rx only 28 Capsules

Keep container tightly closed.

RM6681 BD1/

Keep this and all medication
out of the reach of children.

Store at 20° to 25°C (68° to 77°F).
[See USP Controlled Room
Temperature.]

Usual Dosage: See accompanying
prescribing information.

Mylan Pharmaceuticals Inc.

Mylan.com /
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*Each capsule contains sunitinib
malate equivalent to 50 mg of
sunitinib.

Sunitinib
Malate

Capsules

PHARMACIST: Dispense the accompanying
Medication Guide to each patient.

liMylane®

Rx only 28 Capsules

Dispense in original container.

Keep container tightly closed.

RMGGBOBDy

Keep this and all medication
out of the reach of children.

Store at 20° to 25°C (68° to 77°F).
[See USP Controlled Room
Temperature.]

Usual Dosage: See accompanying
prescribing information.

Mylan Pharmaceuticals Inc.
Morgantown, WV 26505 U.S.A.

Mylan.com/
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MEDICATION GUIDE
SUNITINIB MALATE CAPSULES
(s00 ni" ti rib mal eyt)

12.5 mg, 25 mg, 3.5 mg and 50 mg
Read the Medication Guide that cones with sunitinib malate
"{uulas befora you start taking it and each tine you 81! a

here may be new information. This Medication Guide
doas ot take ﬂla place of talking to your healthcara provider
about your medical condition or treatment. I you have ary
questions about sunitinib malate capsules, ask your healthcare
provider or pharmaist.
What is the most important information | should know about
sunitinib malate capsules?

I8 pebertin il dtamce e - Sunitinib malate capsules can cause serious liver problems,
My ke b death.

b b o b e tme: .+ Tellyour provider right away if you develop any

13ece o of and o dur-
o e e T T e L e == ing treatment with sunitinib malate capsules:
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Your healthcare provider should do blood tasts to check your
liver function before you start taking sunitinib malate cap-

a4 4 Wh 0 el mpdon 348 T e iyt sules and diring trestment.
oy o et What are sunitinib malste capsules?
pian -0 Sunitirib malate capsues are a prescription medicine used to
g e treat people with:
v ot 1S € sy g s A% o prers Lot ; oall
T e ITRTTihed e Mot et RLO).
b e rma It is mat known if sunitinib nalate capsules are safe and effac-
EXOH OR emweDP AT In tive i children.
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e ki Jak0 Gt Shunty 088 £ oy Bl o Bafora himg sunmnh malate capsules tdl your healthcare
T v vt Fa13 o O e Dl Ph s B e et et nem provider if you:
e by v S as - « have any heart problems
0 e o Pt £ T ¢ oo T g Ed * have high Hood pressure
e ""‘"'“ L 2% B4 0D « have thyraid problens
- g et o Pty ._m__.  have kidney functicn problems (other than cancer)
S it o bt il 1 w2 o g i 0 .m.._..,:‘__:u—m © have liver problens
Sndtent o e gl et s v e o e bk g e  have any bleeding problem
A rmated # st w1 st B P * have seiares
bopend e — . w5 g * have or have had pain in the meuth, teeth or jaw, sweling
::'.':.::‘-:‘::.‘::::::::.‘r_:::.‘.."‘.:::.w.:::s e e U';T;lah" I::v:'h:m a faeling of heay-
n il S 44 T » have any ather medical conditions
o ety b ¢ e nr?'nm. oould be pragnant, or plan to becom preg-
Shise b busb ot £ WS ——-_ n unitinib malate capsules may harn en unbom
faSitme i mate 1 O [eprp— hlh{ You sheudd not becone pregnant while taking suni-
T ::' et o 1 coprte tinib malate capsules. Tell your healthcare provider right
edp}03 LS 206 g apite s o hend s 3 o 1 bomed 1y 3 340 g e b g’ o away if you become pregnant while taking sunitinib
ey L5 mylig dop malate capsules.
e e . 02 00 it 20 ® are breast-feeding or plan to breast-feed. You and your
e e healthcare provider should decide if you wi | take sunitinib
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malate capsules or breast-feed. You should not do beth.

Tell all of your healthcare providers and dentists that you are
taking sunitini b malate capsules. They should talk to the health-
care provider who prescribed sunitinib malats capsules for you,
before you have any surgery, or medical or dental procedure.
Tell your healthcare about all the medicines you
take, including medicines and

medlwu. uhmlns and r:hl myphnmtn Using sunitinib

' vy
i s g bt o0 Mot side ffects.

mmmm:lm:nn—-—lmc—-c—-nm whans D1 Shatieds You may have an increased risk of severe jaw bane problems
-—-oon- n.n-n- eyl gl - — if you take scritinib malate capsules and o bis-
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healthcare provider if
you are taking or have taken ktnnu’o' Hredia®*, Bonwae*,
Didronzle*, Fosamax®*, Redaste*, Skalide* or Zometa®*.

Know the nedicines you take. Keep a list of them to shaw your
healthcare provider and pharnacist when you get a new medi-
cine. Talk with your healthcare provider before starting any new
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| take sunitinib malate capsules?
 Take sunitinib malate capsules exactly the way your health-
care provider tells you
 Take sunitinib malate capsules ore tine each day with or
i food.
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»If you take suritinib malate capsules for RCC, you will
usually take your medicine for & wesks (28 days) and then
stop for 2 weeks (14 days). This is cne cycle of treatment.

You will repeat this cycle for as long as your healthcare
provider tells you to.

« Do not open the sunitinib nalate capsules.

« Do not drink grapefruit pice or eat grapefnit during your
treatment with sunitinib nllmclrmlls They may cause
you to have too much suritinib malate in your body.

« Your healthcare providzr may do blood tests before each
oycle of treatment.

« If you miss a dose, take it s soon as you remembec Do not
take it if it is clos2 to your next dose. Just take the next
dose atyour regular time. Do not take more than one dose
of sunitinib malate capsules at atime. Tell your healthcare
provider about ary missed dose.

« Call your healthcare provider right away if you take too
much sunitinib nalate capsules.

‘What are possible side effects of sunitinib malate capsules?
Sunitinib malste capsules may cause serius side effects
including:

« See "What is the MWMI-M

i tHailure
and heart musde problems [l:m':;nyaplﬁw that can
lnd 1o death Tell your healthcare provider if you feel very
tired, are shoet of breath, or have swollen feet and ankles.

« Abnormal heart rhythm changes. Your healthcare
vider nay do dectrocardiograms and bood tests to -guh
for these problems during your treatnent with sunitinib
malate capsules. Tell your healthcare provider if you fesl
dizzy, faint, or have abnormal heartbeats while taking
sunitinib malate capsules.

« High blood pressure. Your healthcare provider may chack
your blood pressure during treatment with sunitinib
malate capsules. Your healthcare provider nay pm‘.nh
medicine for you to treat high blood pressure,

« Bleeding sometimes leading to death. Tell your hnlm-
care prowider right away if you have any of these symptoms
or @ serious bleeding problem during treatment with suni-
tirib malate capsules.

o painful, swallen stonach (abdomen)

o womiting bood

o black, sticky stocts

o bloady urine

©headache or change in your mental status

Your healthcare provider can tell you other symptoms to

our hea peowi o symptoy

« Jaw-bone problems (osteonecrosis). Sewers jaw bone
problems nay happen when you take sunitinib malate
capsules. Your healthcare provider shoud examine your
mouth before you start sunitinib malats capsules. Your
healthcare provider may tall you to see your dantist before
you start sunitinib malate capsules.

 Tumor lysis syndrome (TLS). TLS is caused by the fast
breakdown of cancer cells and nay lead to death. TLS may
cause you to have nausea, shortness of breath, irregular
heartbeat, clouding of urine and tirednass asseciated with
abnormal laboratery test results (high potassium, uric
acid and phosphorous levels and low calcium levels in the
blood) that can lead to changes in kidney function and
acute kidney failure. Your healthcare provider may do
blod tmstnch-:kym for LS.

« Hormane problems, including thyroid and adrenal gland
problems. Yeur healthcare provider may do tests to check
your thyroid and adrend y:ni function during sunmmb

I your doctee if y
o the following signs nmi mptoms during treatment
with sunitirib 'gﬂ i " o r(
« tiredness that worsans lnd duui ot go awey.
* loss of appetite
* heat intolerance
« feeling nerwous or agitated, tremors
* sweating
* nausea or vomiting
* diarthea
o fast heart rate
*weight gain or weight loss
o faeling depressed
« irreguar menstrual periods or m menstrual pericds
* headache
* hair ks
Connon side effects of sunitinib malate capsules includs:
. Th medicing in sunitinib nalate capsules is yellow, andit
make ynm skin lookyellow. Your skin and hair nay get
rin color.
. nruinm

* weaknass

o fever

* gastrointestinal symptons, including diarrhes, nausea,
vnnmng. meuth mun upm stomach, ahdnmnl pain,

provider about

your
wlyu to handle Mm pmblma

o rash or other skin changes, induding drier, thicker, or
cracking skin

» Histers or a rash on the palms of your hands and scles of
your feet.

» taste changes

* loss of appetite

* pain or swelling in your arns o legs
c

* shertness of breath
* Heeding, such as nosebleeds or bleading from cuts
Call your healthcere provider if you have any swelling or bleed-
ing during treatment with sunitinib malate capsules.
These are not all the pessible side effects of suritinib malate
capsules. For mare infornation, ask your healthcare provider o
pharnacist.
Call your doctor for medical advice about side effects. You
may report side effects to FOA at 1-800-FDA-1048.
How do | store sunitinib malate capsules?
* Store sunitinib malate capsules at roon temperature,
207 fo 25°C (68° to 77°F).
sunitinib malate capsules and all medicines out of the
::& of children.

General

Medic res are sometimes prascribed ﬁt purpnm othr than
those listed in a :ation Guidz. Do not use sunitirib malate
capsules for a jon for which it was not prescribed. Do not
give sunitinib malate capsules to other people, even if they have
the same symptoms you have. It may ham them.

This Medication Guide gives the most important information
about sunitinib malate capsules. For more infornation about
suritinib malata capsules, talk with your healthcare provider o
pharmacist. You can ask your hed'thcare provider or phamnacist
for infarnation about sunitinib malate capsules that is written

hv Iulth lelmlll

rn can akso call Myan Pharmacsuticals Inc.
lt l—!77~“5~3679( -877-&4NFO-RI).

What are the ingredients in sunitinib malate capsules?
Active ingredient: sunitirib malate

Inactive ingredients: colloidal silicon dicdde, crescamellese
sodium, gelatin, magnesiun stearate, marritol, sadium laur
sulfate and titaniun diaide. In addition, the 125 mg and
25 mg strengths contain red iron axide and the 25 ng, 37.5 ng
and 50 mg strengths contain yellow iron axide.

The imprirting ink contains the following: ammeeiun hydrovide,
black ircn axidz, propylens glyodl and shellac glaze.

* The beands Istad are Ryisterad trademarks of thelr respective ownars.
This Medication Guide has been approved by the LS. Food and
Drug Administration.

[MMylare

Mylan Pharmaceuticals Inc.
Morgantown, WV 26505 USA.
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