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Infarmation about ADVAIR DISKUS

ADVAI 1 SKUS 108/50, 250/50, 500/50
{oicasone arepinnate 150 253, 300 meg and satmedered 50 mog inhalatioe poweer)

What is the most important infermation | should know about ADVAIR DISKUS?

In patients with asthma, long-acting beta,-agonist medicines such as salmetero (one of the
medications in ADVAIR®} may increase the chance of death from asthma problems. In a
large asthma study, more patients who used saimetercl died from asthma problems
compared with patients who did not use saimeteral. Se ADVAIR is not for patients whose
asthma 7s well contrelled on another asthma controller medicing such as low- to medium-
dose mhaled corticosteroids or only need a fast-acting inhaler once in a while, Talk viith
your dactor about this risk and the tenefits of treating your asthma with ADVAIR

ABWAIR should not Be used to frsat a severe atiack of asthma or chronic obstructive
pulmonary disease {COPD) requiring emergency medical treatment

ADVAIR should not be used to relieve sudden symptoms or sudden breathing problems.
Always have a fast-acting inhaler with you to treat sudden breatising difficulty. IF you do not
have a fast-acting inhaler. contact your doctor to have one prescritied for you.

What is ADVAIR DISKUS?

There are twe medicines in ADVAIR: Fluticasone propionate, an Inhaled anti-inflammatory
belonging te a group of medicines commenly referred to as corticosteroids; and saimeterol,
4 long-acting, inhaed bronchodilator helonging foa aruup of medicines commonly referred
to as beta,-agonists. There are 3 strengths of ADVAIR: 100/59. 250/50, 500/50

For Asthma

+ ADVAR Is approved for the rmginienance treatment of asthma in patients 4 years of age and
cider. ADVAIR should only be used if your doclor decides that another asthma controlier
medicine alone does not contral your asthima or that you need 2 asthma controller medications.

* The strength of ADVAIR approved for patients ages 4 to 11 years who experience
symptoms on an inhaled corticosteroid is ADVAIR DISKUS 100/50. All 3 sirengths are
approved for patients with asthma ages 12 years and older

Far GOPD assaciated with chranic bronchitis

ADVAIR 250450 is the only approved dose for the maintenance treatment of airflow
obstruction in patients with COPD associated with chronic bronchitis The benefit of using
ADVAIR for longer than 6 months has not heen evaluated The way anti-inflammateries
werk in the treatment of GOPD is not well defined

Wha should not take ADVAIR DISKUS?

You should not start ADVAIR if your asthma is becoming significantly or rapidly worse, which can
be Iife threatening. Serious respiratory events, including death, have been reported in patients
who started taking salmeterol in this situation, aithough it s not possible to el whether
salmeterol contributed to these events. This may also oceur in patients with less severe asthma

You should not take ADVAIR If you have had an allergic reaction to it or any of its components
(salmeteral, fluticasone propianate, or lactose). Tell your ductor-if yau are alfergic to ADVAIR,
any other medications, or food products. If you experience an allergic reaction after taking
ADVAIR, stop using ADVAIR immediztely and contact your doctor. Allergic reactions are whert
ou experience one or mare of the following: cheking; breathing problems; swelling of the
ce mouth andfor tongue; rash; hives; itching; or welts on the skin

Yell your doctor about the feltowing:

« [f you are using your fast~aminF Inhater more often or ysing more doses than you
nermially do ﬁe.?. 4 or more inhaiations of your fast-acting inhaler for 2 or more days in
arow or a wiole canister of your fast-acting inhaler in 8 weels’ fime), it could be a sign
fhat your asthma is getting warse. If this occurs, tell your doclor immediately

If you have besn using your fast-acting inhaler regularly (e.q., four times a day) Your
doctor may tell you to sicp the régular use of these medications.

Hyour peak fows meter resulis decrease. Your doctor wil el you the numbers that are fght fof you,
1 yos have asthrmia anclyour symploms do not improve aftir using ADVAIR regatarly for T waek,
If you-have been on an oral steroid; like prednisane. and are now using ADVAIR, You
should be very careful as you may be less able to heal after surgery, Infection, or seripus
injury. it takes & number of months for the body to recover its ability to make its own
steroid hormones after use of oraf steroids. Switching from an oral sterofd may also
unmask a condition previously suppressed by the oral steroid such as allergies,
conjunetivitis, eczema arihritis, and eosinophilic conditions. Symptoms of an
eosinophilic condition ¢an include rash, worsening breathing problems, heart
complications, and/or feeling of “pins and needles™ ornumbness in the arms and legs
Talk to your doctor immediately if you experience any of these symptoms.

Sometimes patients experience vnexpecled brenchospasm n‘ght after taking ADVAIR.
This condition can be life threatening and if it occurs, you should immediately stop using
ADVAIR and seek Immediate medical attention:

li you have any type of heart disease such as coronasy artery disease, iregular heart
beat or high blood pressure, ADVAIR should be used with caution, Be sure to talk with
your doctor about your condition because salmetercl, ane of the components of ADVAIR,
may affect the heart by increasing heartrate and bloed pressure. [t may cause symptoms
stich as heart flutiering, chest pain, rapid heart rate, remor, or nervousness.

If you have seizures, overactive thyroid gland, liver problems, or are sensitive to certain
medications for breathing, .

It your breathiing problems get werse ever me or if your fast-acting inhaler does not
waork as well for you while using ADVAIR If your breathing problems Worsen quickly get
emergency medical care.

If you have been exposed to or currently have chickenpox or measles of if you have an
immune systam problen:. Patients using medicatjons that weaken the imniune s¥stem
are more likely to get infections than healthy ndividuals. ADVAIR contalns a
corticosternid (Hlulicasone propionate} which may weaken the immune system.
Infections like chickenpox and measles, for example, can be very serious or even fatal
in susceptible patients using corticosteroids.

How shoufd | take ADVAIR DISKUS?

ADVAIR shouid be used 1 inhafation, twice a day (morning and evening). ADVAIR should
never be taken more fhan 1 inhalation twice a day. The fuil benefit of taking ADVAIR may
take 1 week or longer - .

If you miss a dose of ADVAIR just skip ihat dose. Take your next dose at your usuat time.
Do not take two doses at ene time. T

Dgt not stop using ADVAIR unless told to do so by your doctor hecad's/e Your symptoms rmight
get worse.

Do not change or stop any of your medicines used o control or treat your breathing
problems. Your doctor will adjust your medicines as needed

When using ADVAIR, remember;

* Never breathe into or take the DISKUS® apart

* Always use the DISKUS in a leve] position,

+ After each inhatation. ringe your mouth with water without swallowing.
 Never wash any part of the DiSKUS. Always keep it In & dry place.

» Never take an extra dose, even if you fee} vou did not receive a dose

» Discard 1 manth after removal from the foll everwrap

= Do not use ADVAIR with 2 spacer device

Children should use ADVAIR with an adult's help as instructed by the child's doctor,

-

—

Lanl take ADVAIR DISKUS with otfer medications? o
Tell your doctor about all the medications you take, including prescription and
nonprascription medications, vitamins, and herbal supplements,

If you are taking ABVAIR you showld not take SEREVENT® DiSKUS or Foradil® Aerolizer® for
any reason

if you take ritonavir {an HIV medication), tell your doctor. Ritonavir may interact with ADYAIR
and could cause serious side effects, The anti-HIV medicines Norvir® Soft Gelatin Capsules
Norvir Oral Solutior, and Kalera® sontalit ritonavir, -

Na format drug interaction studles have been performed witi: ADVAIR,

In clinical studies, there were no difterences in effects on the heart when ADVAIR was taken
with varying amounts of atbuteral, The effect of using ADVAIR in patients with asthma whila
taking more than 9 putfs & day of albutere! has not been studied

ADVAIR shoufd be used with extreme caution during and up fo 2 weeks after reatment with
monoamine oxidase (MAD) irhibitors or tricyclic antidepressants since these medications
can cause ADVAIR o have an even greater éffect on the circulatory system

ADVAR should be used with caution 7n peopie who are taking keloconazole {an antifungus
medication) or other drugs broken down by the body in a similar way These medications
can cause ADVAIR to have greater steroid side effecis

Generally, people with asthma should not take beta-blockers hecause they counteract the
effects of beta,-agenists and may also cause severe bronchospasm. However, in some
cases, for instance, following a heart attack selective beta-blockers may still be used if
there s no acceptable altemative. :

The ECG changes andfor low blood potassium that may oceur with some diwetics may be
riade worse by ADVAIR especially at higher-than-recommended doses. Gaution should be
used when these drugs are used together

In clinical studies, there was 1o differsnce In side effects when ADVAIR was token with
methylxanthines (e.g. theophyiline) or with FLONASE® S T

What are other imporiant safely considerations with ADVAIR DISKUS? .
Dsteoporosis: Long-term use cof inhaled corticosteroids maj result in bone foss
ostecporosis). Patients who are at risk for increased |. - werloss {fobacco use, advanced age,
inaciive lifestyle, poor nuirition, family history of osle(foros]s‘ “or long-term use of drugs
such as corticostercids) may have a greater risk with ADVAIR. If you have risk factors for
bone [oss, you should tzlk to your doctor about ways to reduce your fsk and whether you
shauid have your bone density evaluated. - : S

Glancoma and cataracts: Glaucoma, ncreased pressure in the eyes, ‘and calaragts have been
reporied with the use of inhaled steraids; including Auticasone propinnate, a medicing
contained in ADVAIR Regular eye examinations shoutd be consicered if you are taking ADVAR

Lower respiratory tract Infection: Lower respiratory tract._'lnchﬁuns; including
preumonia have been repored with the use of inhaled corticosteroids ingluding ADVAIR.

Blood sugar: Salmetercl may aftect biood sugar andvor causé low blcod potassium in some

Eaﬁents. whichi could lead to a side effect like an iregular heart rate. Sfugniﬁcam changes in.
i

lood sugar and blood potassium were seen infrequently in clinical studies with ADVAJR. -
Growth Inheled steraids may cause a reduckion in growti velocity i children and ddofescents.

Steroids: Taking steroids can affect your body's ability to make its own sterofd hormanes,
which are needed during infections and times of severe stress to your body, such as an
operation. These effects can sometimes be seen with inhaled steroids (but it Is mora
common with orat steroids), especially when taken at higher-than-recommended doges
over a long perfod of time, In some cases, these effects may be severe Inhaled steroids
aften help control symptoms with less side effects than orai steroids. ~-. - .7

Yeast infections: Patisnts taking ABVAIR may develop yeast infecions of the mouth and/iar
lhroa*("thrush“) that should be%@aied by thelr doctor L e
Tubereuiosis or other unireated infectiofis: ADVAIR should be used with caution, if'ét all
in patients with tuberculosis, herpes infections of the eye -or other untreated infections.

What are the other possibile side effects of ADVAIR DISKUS? . . :
ADVAIR may produce side effects in some patients In glinical studies, the most comman
side effects with ADVAIR included: :

 Respiratory infections . *Bronchitis * Musculoskeletal pain

* Throat iritation # +Cough . ¢ Dizziness -

* Hoarseness * Headaches . = Fever ,

* Sinus infection + Nausea and vomiting . Ear, ndse, and throat infections
* Yeast infection of the mouth ~ « Diarthed™ - - = Nosehleei

Telf your doctor abaut any side effect that bothers you of that ogs nat go awa . These are
not all the side effects with ADVAIR. Ask your doctar or pharmacist for more information

What i | am pregnant, planning 1o become pregnant, or musing?

. Talk to your doctor about the benefits and risks of using ADVAIR during pregnancy, labor, or

if you are nursing. Thers have been no studies of ADVAIR used during pregnancy, labor, or
In nursing women, Selmetercl is known to interfere with labor cootractions, it s not known
whather ADVAR js excreted in breast milk, but other corticosteroids have been detected in
human breast milk. Flutieasens propionate, like ofher corticosteroids, hias been associated
with birth defects in animals {2.q., cleft palate and fetal death). Saimeterol showed no eftect
on feriility in rats at 180 fimes the maximum recommended daily dose

What other fmporiant lests were conducted with ADVAIR?

‘There Ts no evidence of enhanced loxicity with ADVAIR compared with the components
adrinistered separately. In animal studies with doses much higher than those used in
humans, saimetercl was associated with ulerine tumors. Your healthcare professional can
teil you more about how drugs are tested on animals and what the resulis of these tests
may mearn to your safety . ‘

For more infarmation on ADVAIR DISKUS

Thig page is enly a brief summary of importan information about ADVAIR DISKUS. For mors
infarmation, falk to your doctor, You can also visit vww. ADVAIR.com or'call 1-888-825-5249,
Patients receiving ADVAIR DISKUS should read the medication guide provided by the
pharmacist with the prescription, ’

ADVAIR DISKUS, FLONASE SEREVENT and DISKUS are registered trademarks of
GtaxoSmithKline. The following are registered trademarks of their respective
manufacturers: Foradil Aerolizer/Novartis Pharmaceuticals Corporation; Morvir
and Kafetra/Abbott Laboratories.

@ GlaxoSmithKline

GlaxoSmithKine
Research Triangle Park NG 27709
RL-226G

©2008 The GlaxeSmithidine Sroup of Companies, All righls reserved
Printed in USA. AD3507R0 September 2006
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) PATIENTS: FAKING &
Your doctor has prescribed Ambien to help you steep. The following information is
intended to guide you in the safe use of this medicine. it is not meant to take the place
of your docter's instructions. If you have any questions about Ambien tablets be sure
1o ask your doctor or pharmadist

Ambien is used to treat different types of sieep problems, such as:
+ trouble falling asteep

waking up toe early in the morming N
= waking up often during the night
Some people may have more than une of these problems. : -
Ambien belongs to a group of medicines known as the “sedative/hypnotics,’ or simply,
sleep medicines. There are many different sleep medicines available tg help people
sleep better. Sleep problems are usually temporary, requiring treatment for ealy a
short time, dsually 1 or 2 days up to 1 or 2 weeks. Some pecple have chronic sleep
problems that may require more profonged use of sleep medicine, However, you
should not use these medicinzs for long periods without tefking with your doctor
about the risks and benefits of prolonged use. .

P E,

Most common side effects: All medicines have side effects. Most common side effects
of sleep medicines include
+  drowsiness

diziness

lightheadedness
» difficulty with coordination
You may find that these medicines make you sleepy during the day. How drowsy you
feel depends upon how your body reacts to the medicine, which sleep medidine you
are taking, and how large 2 dose your doctor has prescribed. Davtime drowsiness is
best avoided by taking the lowest dose possible that witl stif help you sleep at night
Your doctor will work with you to find the dose of Ambien that i best for you
To manage these side effects while you are taking this medicine:
« When you first start taking Ambien or any other sleep medicine until you know
whether the medicine will still have some carryover effect in you the next day, use
extreme care while doing anything that requires complete alertness such as driving a
qr_operating machinery_or piloting an aircraft.
* NEVER drink alcohol while you are being treated with Ambien or any sleep medicine
Aleoho! can Increase the side effects of Ambien or any other sleep medicine.
* Da not take any other medicines without asking your doctor first This in des med-

=

icines you can buy without a prescription Some medicines ean cause drovsiness ang |

are best avoided while taking Ambien,
« Always take the exact dose of Ambien prescribed by your doctar Never change your
dose without talking to vour doctor first.

There are some special problerns that may accur while taking sleep medicines
Memory prohlems: Sleep medicines may cause a spedial type of memory foss or
“amnesia.” When this occurs, a person may not remember what has happened for sev-
erat hours after taking the medicine. This is usually not a problem since mast peaple
fall asleep after taking the medicine. -

Memary loss can be a problem, however when sleep medicines are tken while tray-
eling, such as during an airpiane flight and the person wakes up before the effect of
the medicine is gone. This has been called “travelers amriesia,”

Memory prablems are not common while {aking Ambien. In most instances memory
problems can be avoided if you take Ambien only when you are able to get a full
night's sleep (7 to & hours) before you need to be active again Be sure to talk to your
doctor if you think you are having memaory problems

Tolerance: When sleep medicines are ysed every night for more than a few weeks,
they may lose their effectiveness to help you sleep. This is known as “tolerance.” Sleep
medicines should, in most cases, be used only for short periods of time suchas1or2
days and generally no lenger than 1 or 2 weeks, If your steep problems continue, con-
suit your doctor, whe will determine whether other measures are needed to overcome
your sleep problems

Dependence: Sleep medicines cn cause dependence, especially when these medi-
cines are used regularly for fonger than a few weeks or at high doses. Some people
develop a need to continue taking their medicines This is known as dependence or
“addiction.” -

When people develop dependence, they may have difficulty stopping the sleep meds-
cine_ If the medicine is suddenly stopped, the hody is not able to function normally
and unpleasant symptoms (see Withdrawa, ¥ may occur They may find they have to
keep taking the medicine either at the préscribed dose or at increasing doses just to
avoid withdrawal symptoms, * o

All people taking sleep medicines have some risk of becorning dependent on the med-
icine. However people who have been dependent on alcohal or other drugs in the
past may have a higher chance of becoming addicted to sieep medicines. This possi-
bility must be considered before using these medicines for more than a few weeks,

If you have been addicted to alkcohol or drugs in the past it is important to telt your
doctor before starting Ambien ar any sleep medicine

AMB-JUNOG-1EP-A

Revised June 2006

Withdrawal: Withdrawa! symptoms may occur when sleep medicines are stopped
suddenly after being used daily for a leng time In some cases, these symptoms can
oceur even if the medicine has been used for only a week or two. -

in mild cases, withdrawal symptoms may include unpleasant feelings. In more severe

cases, abdominal and musde cramps, vomiting sweating, shakiness, and rarely

sefzures may occur. These more severe withdrawal symptoms are very uncomman

Another problem that may occur when sleep medicines are stopped is known as

“rebound insomnia.” This means that a person may have more trouble sleeping the

first few nights after the medicine is stopped than before starting the medicine. if you

should experience rebound insomnia, de not get discouraged This problem usually

goes away or its own after 1 or 2 nights, - .

I you have been taking Ambien or any other sleep medicine for mere than 1 or 2

weeks, do not stop taking it on your own Always follow your doctor’s directions,

Changes in behavior and thinking: Some peaple using sleep medicines have experi-

enced unusual changes in their thinking and/or behavior These effects are not com-

mop. However, they have included: :

* . more outgoing or aggressive behavior than normal

 loss of personal identity

confusion

strange behavior

agitation

hallucinations

worsening of depression

» suicidal thoughts L

How ofien these effects occur depends on several factors such as a person's general

health,\the use of other medicines, and which sleep medicine is being used. Clinical

experience with Ambign suggests that it is encommonly associated with these behav-

ior changes .

Itis also important to realize that i1 is rarely clear whether these behavier changes are

caused by the medicine, an illness, or occur on their own. In fack steep problems that

do not improve may be due to illnesses that were present before the medicine was
used. If you or your family notice any changes in your behavior or if you have any
unusual or disturbing thoughss, call your doctor fmediately

Pregnancy: Sleep medicines may cause sedation of the unborn baby when used

during the last weeks of pregnancy

Be sure to tell your doctor if you are pregnant, if You are planning to become preg-

nan, or if you become pregnant while taking Ambien.

SRS ER RS L E NG N EDIOINES e T

To ensure the safe and effective use of Ambien or any other sleep medicine you

should observe the following cautions:

1 Ambien is a prescription medicine and should be used ONLY as directed by yaur
dactor. Follow your doctor's instructions about how to take when totake and how
long to take Ambien. :

2 Never use Ambien or any other sleep medicine for langer than directed by your
doctar.

3 Ifyou notice any unusua) and/or disturbing thoughts or behavior during treatment
with Ambien or any other sleep medicine contac yaur doctor. -

4 Tell your doctor about any medicines you may be taking, induding medicines you
may -buy without a prescription. You should also tell your doctor i you drink
aleohol. DO NOT use alcohol while taking Ambien or any other sleep medicine.

5 Do not take Ambien unless you are able to get a full night's sleep before you must
be adiive again. For example Ambien should not be taken on an overnight
airplane flight of less than 7 to 8 haurs since “waveler's amnesia” TRay QCCur.

& Do notincrease the prescribed dose of Ambien or any other sleep medicine unless
instructed by your doctor.

7 When you first start taking Ambien or any cther steep medicine until you know
whether the medicine will stil! have some carryover effect in you the next day,
use extreme care while doing anything that requires complete alertness such as
driviag 2 car, operating machinery, or piloting an afrcraft.

8  Be aware that you may have more steeping problems the first night or two after
stapping Ambien or any other sleep medicine.

9 Be sure to tell your doctor if you are pregnant, if you are planning to become

pregnant, or if you become pregnant while taking Ambien,

As with all prescription medicines, never share Ambien or any other sleep medi-

dine with anyone else. Always store Ambien or any other sleep medidne in the

arighal container aut of reach of children

Ambien works very quickly. You should only take Ambien right before going to hed

and are ready to go to sleep

-
=]

1

y

Ambien® €
(zolpidem tartrate)
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Your doctor has prescribed Ambien CR to help you sleep The following information is

intended to guide you in the safe use of this medicine. it is nat meant to take the place of
your docior's instructions. If you have any questions about Ambien (R tablets be sure to

ask your doctor er pharmacist

Ambien (R is used to treat ditferent types of sleep problems, such as:
» trouble falling asleep
» waking up often during the night

Some people may have more than one of these problems,

Ambien CR belongs to a group of madicines known as the “sedative/hypnatics”, or simply,
sleep medicines, There are many different sleep medicines available to heip people sleep
better, Sleep problems are usually temporary, requiring treatment for only a short time,
usually 1 or 2.days up 1o 1 or 2 weeks, Some peaple have chronic sieep probiems that may
require more prolanged use of sleep medicine. However you should not use these
medicines for long periods without talking with vour doctor about the risks and benefits
of profonged use

FIDEERRECR S
Most commean side effects:
« headache

“*somnolence (sleepiness)
- dizziness

You may find that these medicines make you sleepy during the day. How drowsy you feel
depends upon how your body reacts to the medidne, which sieep medicine you are
taking, and haw large 2 dose your dactor has prescribed. Daytime drowsiness is hest avoided
by taking the lowest dose possible that will still help you sleep at night Your doctor will
work with you to find the dose of Ambien CR that s best for you

To manage these side effects while you are taking this medicine:

* When you first start taking Ambien CR or any other sleep medicine until you know
whether the medicine will still have some carryover effect in you the next day, use
&xtreme care while doing anything that requires complete alertess, such as driving a
car, aperating machinery, or pitoting an aircraft,

* NEVER drink alcohol whife you are being treated with Ambien CRor any sieep medicine
Aleohol can increase the side effects of Ambien (R or any other sleep medicine

- Do not take any other medicines without asking your ddctor first This includes
medicines you can buy without a prescription Some medicines can cause drowsiness
and are best avoided while taking Ambien CR.

+ Always take the exact dose of Ambien R prescribed by vour doctor Never change your
dose without talking to your doctor first,

AFEGRE Fi

There are some special problems that may accur while taking sleep medicines,

“Sleep-Driving” and other complex behaviars: There have been reports of people
getting out of hed after taking a sleep medicine and driving thelr cars while not fully
awake, often with no memory of the event. If You experience such an event, it should
be reported to your docter immediately, since “sleep-driving’ can be dangerous. This
hehavior is mare likely to occur when Ambien €R is taken wiih alcohol or other drugs such
as those for the treatment of depression or anxiety Other compiex behavioys such as
preparing and eating food, making phone calls, or having sex have been reported in
peopie who are not fully awake after taking a sleep medicine As with “sieep-driving”.
people usually do not remember these events

Memory problems: Sleep medicines may cause a special type &F memory loss or
"amnesia.” When this occurs, a person may not remember what has happened for several
hours after taking the medicine This is usually not a problem since most people fall asleep
afier taking the medicine

Memory loss can be a probler, however when sleep medicines are taken while traveling,
such as during an airplane flight and the person wakes up befare the effect of the
medicine is gane This has been called “traveler's amnesia °

Be sure to talk to your doctor if you think you are having memary problems, Although
memary problems are Rot very cemmon while taking Ambien €R, in most instances they
can be avoided if you take Ambien (R only when you are able o get a full night's sleep
{7 10 8 hours) before you need to be active again

Tolerance: When sfeep medicines are used every night for more than a few weeks, they may
fose their effectiveness to help you sleep. This is known as “iolerance” Sleep medicines
should, in most cases, be used only for short periods of time, such as 1.or 2 days and
generally no longer than 1.or 2 weeks. if your sleep problems continue, consult vour doctor
who will determine whether other measures are needed to overcome your sleep problems

Dependence: Sleep medicines can cause dependence, especially when these medicines
are used regularly for longer than a few weeks or at high doses. Some people develap a
Need to continue taking their medicines, This is known as dependence or “addiction "

When people develop dependence, thay may have difficulty stopping the sleep medicine
if the medicine is suddenly stopped the body is not ahbie to function normally and
unpleasant symptoms may oceur (see Withdrawal). They may find that they have fo keep
taking the medicines either at the prescribed dose or at increasing doses just to avoid
withdrawal symptoms

Ail peaple taking sleep medicines have some risk of becoming dependent on the medicina,
Hewever, peaple who have been dependent on alcohol or other drugs in the past may
have a higher chance of becoming addicted 1o sleep medicines. This possibility must ba
considered befare using these medicines for more than a few weeks,
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If you have been addicted to alcorol or drugs in the past it is important to tell yaur

doctor before starting Ambien ¢R or any sleep medicine

Withdrawal: Withdrawal symptoms may ocewr wien steen medicines are stopped suddeniy
after belng used daily for a long time. In some cases these symptoms can accur even if the
medicine has been used for only a week or two

In mitd cases, withdrawal symptoms may include unpleasant feelings. In more severe
cases, abdominal and musde cramps, vorniting, sweating, shakiness, and rarely seizures
may occur These more severe withdrawal symptoms are Very uncommen

Another problem that may occur when sleep medicines are stopped is known 3s "rebound
insomnia.” This means that a person may have more trouble sleeping the first few nights
afier the medicine is stapped than before starting the medicine. if you should experience
rebound insomnia do not get discouraged This problem usually goes away an its own
after 1 or 2 nights

if you have been taking Ambien CR or any other sleep medicine for more than 1 or
2 weeks, do not stop taking it on yaur own Always follow your doctor's directions

Changes in behavior and thinking: Some people using steep medicines have experi-
enced unusual changes in their thinking and/or behavior These effects are not common
However they have included: R .

* more outgoing or aggressive behavior than normal
» confusion

» strange behavier

+ agitation

- halludinations

» worsening of depression

' suicidal thoughts

Hew often these effects accur depends on several factars, such as a person's general health
the use of other medidines, and which sleep medicine is being used

It i\s also impertant to realize that it is rarely clear whether these behavior changes are
caused by the medicine, an filness, or oceur on their own, In fact, sleep problens that do
not improve may be due to illnesses that were present before the medicine was used If
you ar yaur farnily notice any changes in your behaviar or if you have any unusual or
disturbing thoughts, call vour dactor immediately

Pregnancy: Sleep medicines may cause sedation of the unborn baby when used during
the fast weeks of pregnancy

Be sure to tell your doctor if you are pregnant if you are planaing to become pregnant or
if you become pregnant while taking Ambien CR.

R BT I et G

Toensurethe safe and effective use of Ambien CR or any other sleep medicine you should
ohserve the following cautions:

1 Ambien CR Is a prescription medicine and should be used ONLY as directed by vour
dodtor. Follow your doctor's instructions about how to take. when to take, and how
long to take Ambien CR Ambien (R tablets should not be divided crushed or chewed
and must be swallowed whole. ’

2 Mever use Ambien CR or zny other sleep medicine for longer than directed by your

foctor

If you develop an aflérgic reaction such as fash, hives, shortness of breath or swelling

of your tonghe or throat when using Ambien (R or any other sleep medicine,

discontinue Ambien CR or other sleep medicine immediately and contact your doctor,

4 If you notice any unusual and/or disturbing thoughts or behavior during treatment
with Ambien CR or any other sleep redicine, contact your dactor.

5. Tell your doctor about any medicines you may be taking, including medicines vou may
buy without a prescription. You should also tell your dodter if vou drink alcohei DQ
NOT use alcohal while taking Ambien (R or any other sleep medicine,

6. Do not take Ambien (R unless you are able to get a full night's sleep beford you must
be active again. For eample, Ambien (R shouid not be taken on an avernight
airplane flight of fess than 7 to & hours since “traveler's amnesia” may occur

7 Do not increase the prescribed dose of Ambien (R or any other sleep medicine unless
instructed by vour dacior.

8. When you first start taking Ambien (R or any other sleep medicine, until you know

" whether the medicine will <till have some carryover effect in you the next day, use
extreme care while doing anyihing that requires complete alertness, such as driving a
tar operating machinery, or piloting an aircraft. -

9 Be aware that vou may have more sleeping problems the first night after stopping

Ambien (R or any other sleep medicine.

Be sure to tell your-doctor if you are pregnant, if you are planningto betome pregnant

or 1t you become pregnant while taking Ambien € or any other sleep medicine.

11 As with all prescription medicines, never share Ambien CR or any other sleep medicine

with anyone else. Always store Ambien CR of any other sleep medicine in the original

contalner that you received it in and store it out of reach of children.

Ambien CR works very quickly. You should only take Arbien (R right before going to

bed and are ready to go to sleep

Ambien CR® @
{zolpidem tartrate extended-release tablets)

[

sanofi-aventis U.S. LLC

Revised April 2007 Bridgewater NJ 08807
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PATIENT INFORMATION - Rx only
AVANDIA® (ah-VAN-dee-a)

~ Rosiglitazone Maleate Tablets

Read the Pafient Information that comes with AVANDIA before you statt taking
the medicine and each fime you get a refill. There may he new information This
information does, not take the place of talking with your doctor about your
medical condition or your freatment If you have any questions about AVANDIA,
ask your docter or pharmacist,

© What is AVANDIA?

AVANDIA Is a prescription medicine used with diet and exercise to treat iype 2
{"aduli-onset” or “non-insulin dependent’} diabetes mellitus (‘high blood
sugar}. AVANDIA may be used alone or with other anti-diabetic medicines.
your body.
AVANDIA does net cause your body to make more insulin. ’

© Beforg you take AVANDIA you should first try to cantrol your diabetes by diet,
weight loss, and exercise. In order for AVANDIA fo work best, it is very

i Important to exercise, lose excess weight, and follow the diet recommended for

;. your diabetes

i The safety and efficacy of AVANDIA have not been established in children

under 18 years of age

i What is Type 2 Diabetes?

i Type 2 dighetes happens when a person does not make enough insulin or does
- not respond normally t the insulin their body makes. When this happens,
: sugar (glucose) builds up in the blood, This can lead to serious medical problems
" including kidney damage, heart disease, loss of [imbs, and blindness. The main
' goal of treating diabetes is to lower your blood sugar ic-a normal level,
. Lowering and controlling blecd sugar may help prevent or dalay complicaticns
. of diabetes such as heart disease, kidney disease or blindness. High blood

sugar can be lowared by diet and exercise, by cerlain medicines laken by
mouth, and by insulin shots.

Who should not take AVANDIA?

Do not take AVANDIA if you are allergic fo any of the ingredtients in AVANDIA, The
active ingredient is rosiglitazone maleate See the end of this leaflet for a list of
all the ingredients in AVANDIA. '

Before taking AVANDIA, telf your doctor about all your medical conditions,
including if youw:

"« have hearl prablems or heart failure. AVANDIA can cause your body to keep

exira fluid (fluid retention), which leads to swelling and weight gain, Extra
body fiuid can make some heart problems worse or lead 1o heart faflure.

* have type 1 (‘juvenile”) diabetes or had diabetic ketcacidosis Thess conditions
shouid be treated with insulin

+ have liver problems. Your doctor should do blood tests to check your lived
before you start taking AVANDIA and during treatment as needed

« had liver problems while taking REZULIN® (iroglitazone), another medicine
for diabetes :

* are pregnant or frying to become pragnant. it is not known if AVANDIA can
harm your unborn baby. You and your doclor should talk about the bes? way
fo control your high blood sugar during pregnancy

* are a premencpausal woman (before the "change of life") who does not have
regular monthly periods. AVANDIA may increase your chances of becoting
pregnant. Talk o your docior about birth cantral cholcess while taking AVANDIA

* are breastfeeding. It is not known if AVANDIA passes into breast milk. You
should not use AVANDIA while breastfeeding

*are taking prescription or non-prescription medicines, vitamins or herbal
suppiements. AVANDIA and certain other medicines can affect each other
and lead to serious side effects including high blood sugar or low blood suger.
Keep a list of all the madicines you take. Show this Jist to your doctor and
pharmagist before you start a new medicine. They will tell you if it is okay to
1ake AVANDIA with other medicines.

How should | take AVANDIA?

*Take AVANDIA exactly as prestribed. Your doctor will tell you how many
tablets to take and how often. The usual daily starting dose is 4 mg a day
taken once & day or 2 mg taken iwice a day Your doctor may need to adjust
your dose until your blood sugar is better controlled. ™ i

* AVANDIA may be prescribed alene or with other affi-diabetic medicines This
will depend on how well your blood sugar is controtied

» Take AVANDIA with or without food

* It can take 2 weeks for AVANDIA to start lowering blood sugar It may take
2 o 3 months to see the full effect on your blood sugar level

i +lf you miss a dose of AVANDIA, fake your pilf'as 500N &S you remember,

unless it is time o take your next dose. Take your next dose at the usual time
Do not take a double dose to make up for a missed dose

i+ Hyou take teo much AVANDIA, call your declor or poisan contrel center right away

i

= Test your blced sugar regulazly as your doctor tells you - .
+ Diet and exercise can help your body use s blood sugar better. It is important

to stay on your recommended diet, fose excess weight, and get regular |

exercise while taking AVANDIA.

*Your doctor should do blood tests to check your liver before you start AVANDIA
and during treatment as needed. Your docior should also do regutar bigod
sugar tests (for example, "A1C") to monitor your response fo AVANDIA.

What are possible side effects of AVANDIA? :

*heart failure. AVANDIA can cause your body to keep extra fluid {fluid

retention), which leads to swelling and weight gain. Extra bedy fluid can make f

some heart problems worse or lead 1o heart failure.
* swalling (edema) from fluld retention. Calf
symptoms such as:
— swelling or fluid retention, especially in the ankles or legs
—shortness of breath cr trouble breathing, especially when you lie down
~ an unusually fast increase in weight : -
~ unusual tiredness :

*low blocd sugar (hypoglycemia). Lightheadédness, dizzinass, éhakiness

or hunger may mean that your blood sugar Is toc low. This can happen if you
skip meals, if you use another medicine that lowers blood sugar, or if you have
certain medical problems. Call
prablem for you. : .
* weight gain. AVANDIA can cause weight gain that may be due to fluid

retention or extra body fat. Weight gain can be a serfous problem for people -

with certain condtions including heart preblems. Call
an unusually fast increase in weight

* low red blood cell.count {anemia) -~~~ -

your doctor if you have

your doclor if low blood sugar levels are'a

your doctor Tight away if you have

* ovulation (release of egg from an ovary in a woman) leading o pregnancy. -

Ovulation may happen in premencpausal women who do not have reqular -

monthly periods. This can increase the chance of pregnangy - e
* liver problems. 1t is important for your liver to be working normally when you

take AVANDIA, Your doctor should do blood tests to check your livér before
you start taking AVANDIA and during treatment as needed Call your doctor
right away if you have unexplained symploms suchas: .~ @ "7 -

— nausea or vomiting ' S

— stomach pain

- unusual or unexplained tiredness

~ loss of appetite

— dark urine L

— yellowing of your skin or the whites of your eyes

The most common side effects of AVANDIA included cokHike symptoms,

injury, and heddaghe.
How should | store AVANDIA?

* Store AVANDIA at room temperature, 59° fo 86° F (15° 0 30° ). Keep AVANDIA

in the cohtainer it comes in
» Safely, throw away AVANDIA that s out of date or no longer needed
+ Keep AVANDIA and all medicines out of the reach of children.  ~

General Information about AVANDIA o

Medicines are sometimes prescribed for conditions that are not menticned in
patient information leaflets. Do not use AVANDIA for a congition for which it was
not prescribed. Do not give AVANDIA to other people, even if they have the
same symptoms you havé it may harm them

This leaflet summarizes important information about AVANDIA, if you walid like

“more information, talk with your doctor. You can ask your doctor or pharmacist

for information about AVANDIA that is witten for healthcars professionals. You
can also find out more about AVANDIA by calling 1-888-825-5249 or visiting the
website www.avandia com.

What are.the ingredients in AVANDIA?

Active Ingredient: rosiglitazene maleate )

tnactive Ingredients: hypromellose 281, lactose monohydrate, magnesium
stearate, microcrystalline cellulose, polyethylere glycol 3000, sodium starch
glycolate, titanium dioxide, triacetin, and 1 or more of the following: synthetic
red and yellow iron oxides and talc : .
AVANDIA is a registerad trademark of GlaxoSmithKline.

REZULIN is a registered trademark of Parke-Davis Pharmaceuticals Ltd

PIL-AVL13

@GiaxoSmithKline

©2005 The GlaxoSmithKline Group of Companies
Al rights reserved. Printed in USA May 2005
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CELEBREX®

(cefecoxib capsules)
. Medication Guide
for Non-Steroidal Anti-Inflammatory Drugs (NSAIDs}

1See the end of this Medication Guide for a lis? of prescription NSAID medicines.}

What is the most important infermation | should know about medicines
calted Non-Steroidal Anti-inflammatory Drugs (NSAIDs)?

NSAID medicines may increase the chance of a heart attack or stroke
that can lead to death.
This chance increases:;
» with longer use of NSAID medicinas
& N [eople who have haart disease
NSAID medicines should never be used right bafore or after a heart
surgery called a “coronary artery bypass graft (GABS) "
NSAID medicines can cause ulcers and bleeding in the stomach and
intestinas at any time during treatment Ulcers and bleeding:
= can happen without waming symploms
*  may cavse deaih
The chance of a person getting an uleer or hleeding increases with:
» taking medicines called “corticosteroids” and “articoagulants”
* Jonger use
* gmoking
= (rinking alcohol
= older age
* faving poor heaith
NSAID medicires should only be used:
* gyactly as prescribed
* atthe lowest dose possible for your treaiment
» for the shortest time nesded
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Get emergency help right away if you have any of the following symploms:

» shortness of breath or trouble o glurred speech

preathing o swelling of the face or throat
= chest pain
* weakness in one part or side of

your body

Stop your NSAID medicine ant calf your healthcare provider right away
if you have any of the following symptoms:

 Naused « therg is blaod in your bowel _
« more fired or weaker than ustal movement.or it is black and sﬁcky
= jiching like tar :

« your skin or eyes lack yellow = skin rash or blisters mih fever

= stomach pain = unusuial weight gain -

o fii-like symptoms » swelling of the arms and legs

.» yomit blood hands-anc fest - v

These are not all the side effects with NSAID medicines Talk to your. -
hiealthcare pmwder or pharmacist for more |nformaimn ahout ‘
"NSAID medicines , :

Caliyour doctor for medical advice about side eﬁecis.Yuu I repoﬂ '_
side eﬁecis to FDA.at 1-806-FDA-1088. ; ;

Dther information ahuut Nun-SteruldaI Ant;-lnﬂammatery Drugs
(NSAIDs)- o
o Aspirin is an NSAID medlcme hut |t does not mcrease the chance of a
heart attack Aspirin can cause beedmg in the brain, stomath, rd
intestirias. Aspirin ¢an also cause ylcers in the stomach and intestiries, -
 -Sonte of thiss NSAID madicines are Sold in lower doses withouta . = .. %
presteintion (over -he-counter). Talk to your healthcare provider befure R
using over- 2he counterNSAiDs for rnore than 10 days S

NSAID medicines that need 2 prescnglm

What are Non-Steroida! Anti-Inflammatory Drugs (NSAIDs)? ” T
NSAID medicines are used to treat pair and redngss, swelling, and heat Generic Name | Tradenams
(inﬂan:j;r;fatinn% g%m mFdigﬁlvf_onditions such as: Celecoxib Celebrex ; o e
 (ifferent types of arthritis " Gk
o menstrual cramps and ather ypes of shortferm pain chloflenac Gatafiam, Voltareh, Artrotse (cnmhmed wrlh mlsoprostur)
Who should nat take a Non-Steraidal Anti-Inflammatory Drug (NSaiD)? | Diflunisal Dolobid
Do nﬂ[tf iakehaﬂ NSAJ{% medicine: " | Ftodolac Lodige, Lodme X RPN BT
= ifyou had an asthma aifack; hives, ar other allergic reaction with aspirin - — s
or any other NSAID medicine Feﬂ[)pmfen Nalfon, Naiion 200 : ; : ERA.
» for pain right before or &fter heart bypass surgery Flurbiprofen . | Argaid -
Teltyuurheallhcare provider; Ibunzofen Moirin, Tab Prafen VIEBpI’Gf&ﬂ (cumbmed wuth
about all of your medical conditions P hydrocodone), Combunx {combined wiih exycudone)
= aboutall of the medicines you take. NSAIDS and some otfier medicines  Flpdemethach - Indoci, ;aducm R Indo Lemmun Inclomethagan e B
can interact with each other and cause serious side effects. Keep a list of — e
your medicines to show 10 your heaithcare provider and phanmacist - | Kefoprofen - Ol :
= if youare pregnant. NSAID medicines should not be used by Ketorolie | Toradal
pregnant women late in their pregnancy. Weteramic Acid | Ponstl
o if you are breastfeeding Talk fo your dactar, ¢ en.amlc i | onse,
What are the possible side effects of Non-Steroidal Anti-Inflammatory | Meloxicam - | Mobic ~ -
Drugs {(NSAIDs)? Nabumetone [ Relafes - L :
Serious side effects include: Gther side effects inclde: Naprosyn, Anapro, Anaprox DS EC Nap;oxyn, Naprelan
* heart attack » sfomach pain Naproxe'n Nagrapag (cupgckaged wrih Iansuprazole) :
* siroke = constipation Oxgprozin " [ Daypre . =i
« high Blood pressure e diarhea Piroxicam Feldene
o heart failure from body swelling |  gas . —
(ludretertiony | = heartium Sulindac Clingiil -
. ;“‘.1'"55' problems including kidney| nausiga Tolmetin Tolectin, Tolectin DS, Tolectm SCID _ o
. l;:ag{i?ng and uleers in the . ;?Zn;m'lgfs *Vicaprofen cortaing the same dase of ibuprofen as ovr-the- counter([)TC] NSAIDs Lo

slomach and intesting
= low red blood cells (anemia}
« |ife-threatening skin reactions
« Jife-threatening allergic reactions
» fiver probiems including liver failure
= asthma affacks in peapls who have

asthma

a1 s sully used far ess than 10 days to reat pain. The OTC NGAR) fabel wams
that long term confinuaus use may increase the risk of heart aitack or scke.” :
This Medtication Guide has been approved by the US. Food and ﬂrug Admfnfsaraban :

DJSITJDU[‘Ede e ) S
G.D. Sear‘{e LLC

Division of Pfizer, inc NY, NY 10017~

LAB-0324-40  ©2070 Pfizer Inc. Al rights reserved .  [sstied June 2008
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BRIEF SUMMARY OF PRESCRIBING INFOR-
MATION

HIGHLIGHTS OF PRESCRIBING INFORMA-
TION

These highlights do not include all the infor-
mation needed to use LANTUS safely and
effectively. See full prescribing information
for LANTUS.

LANTUS® (insulin glargine [rDNA origin]
injection) solution for subcutaneous injection

Initial U.S. Approval: 2000

INDICATIONS AND USAGE

LANTUS is a long- acting human insulin analog

indicated to improve glycemic control in adults

and children with type 1 diabetes mellitus and in

adults with type 2 diabetes mellitus. (1)

fmportant Limitations of Use:

» Not recommended for treating diabetic

ketoacidosis. Use intravenous, short-acting
insulin instead

—  DOSAGE AND ADMINISTRATION —

s The starting dose should be individualized

based on the type of diabetes and whether
the patient s insulin-naive (2.1, 2.2, 23)

« Administer subcutaneously once daily at any:

time of day, but at the same time every day.
(2.1)

e Rotate injection sites within an injection area
{abdomen, thigh, or deltoid) to reduce tfe
risk of lipodystrophy. (2.1)

» Converting from other insulin therapies may
require adjustment of timing and dose of
LANTUS. Closely monitor glucoses espe-
clally upon converting to LANTUS and during
the initial weeks thereafter. (2.3)

— DOSAGE FORMS AND STRENGTHS —
Solution for injection 100 units/mL (U-100} in
o 10 mL vials
* 3 miL cariridge system for use in OptiClik
(Insulin Delivery Device)
¢ 3 mL SoloStar disposable insulin device (3)

CONTRAINDICATIONS ,
Do not use in patients with hypersensitivity to
LANTUS or one of its excipients (4)

—  WARNINGS AND PRECAUTIONS —
» Dose adjustment and monitoring: Monitor
blood glucose in alt patients treated with
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insulin Insulin regimens should be modified -
cautiously and only under medical supervi-
sion (5.1) ,

 Administration: Do not dilute or mix with any
other insulin or solution. Do not administer
subcutaneously via an insulin pump or intra-
venously because severe hypoglycemra can -
occur (5.2}

« Do not share reusable or disposable insulin
devices or needles between patients (52} -

e Hypoglycemia: Most common adverse reac-
tion of insulin therapy and may be hfe-
threatening (5.3, 6.1)

¢ Allergic reactions: Severe, iife-threatenrng,
generalized allergy, mc[udrng anaphylaxas '
can oceur (54, 6.1)

* Renal or hepatic impairment: May require a

- reduction in the LANTUS dose (5.5, 56) L

— ADVERSE REACTIONS -

Adverse reactions common]y assocrated wrth '

Lantus are: _
* Hypoglycemia, aflerglc reactrons mjectron ;

site reaction, Irpodystrophy, pruntus and - |
rash 6.1) S . !

To report SUSPECTED ADVERSE REAC-','-

TIONS, contact sanofi-aventis at 1-800-633- o

1610 or FDA -at
www.fda. gov/medwatch R
DRUG INTEHACTIONS -—_
e Gertain drugs may affect glucose metabo-
fism, requiring insulin dose adjustment- and
close monitoring of blood glucose. (7).
» The signs of hypoglycemra may be. reduced :
+ Of absent in patients taking anti- adrenergic._
drugs, -{e.g, beta-blockers, clonrdme '
guanethidine, and reserprne) (7 ) E IR

—  USE iN SPECIFIC POPULATIONS -

 Pregnancy category C: Use during preg .
nancy only if the potential benefit justifies the
potential risk to the fetus (8.1) L

* Pediatric: Has not been studied in children -
with type 2 diabetes. Has not been studiedin -
chifdren with type 1 diabetes <6 years of age'_' -
(8.4} o

See Fuil Pr‘escnbrng Information fer PATiE'N'T |
COUNSELING INFORMATION and FDA-
approved patient labeling

-sooffDA-1oss or

Revised: 04/2010 E

GLA-BCPH-NG-APR10 Rx Only
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Lerrrror
SO aSEIHN ca%gg;

(LIP-ifi-fore)

(IMPORTANT FACTS

fowmme voun HIGH ’GHOLESTER

Manufaciured by Pfizer Ireland Phanmaceuticels, Dublin, Ireland
© 2009 Pfizer Ireland Pharmaceuticals All rights reserved
Printed in the USA.

" Uninsured? Need help paying for Pfizer )
medicines? Pfizer has progranis that > .
can help. Call 1-866-706-2400 or visit he Ipf U]
www.PfizerHelpfulAnswers.com. O

Distributed by Parke-Davis Division of Pfizer Inc
New York. NY 10017 USA
June 2009



Case 5:10-cv-04018-MWB Document 39-1 Filed 01/18/11 Page 8 of 11

PATIENT INFORMATION

LOVAZA® (15-va-z3) T VATA T A
(nmega—:i—:nida;ﬁi;i LOVAZ_A_
" esters) Gapsules - qmtga-dacid eyl esters

Read the Patient Information that comes with LOVAZA before
yau start taking if, and each time yuu 1geta reﬁll There may be -
new information, This leaflet does nnnak_e the place m‘ talkmg .

~with your. declorabou‘c your condm

" What js LOVAZA? RO
LOVAZA Is 3 prescription medichs, called a lipid-
regulating medicing, for adults. LOVAZA s made of
omega-3 fatty acids from ofls of fish, such as salmon
and mackerel. Omega-3 fatfy acids are substances
that your bady needs but cannot producs fiseff.
LOVAZA is used along with a low-fat and

- low-cholestercl diet o lower very high triglycerides
{fats) in your blood . Before taking LOVAZA, talk to vour
healthcare provider about how you can lower high
blood fats by: o
* losing weight, if you are overweight
» intrzasing phydlcal exercise
Treatment with LOVAZA has not been showm to
prevent heart attacks or strokes,
LOVAZA has not been studied in children under the
! _ age of18 years

T

Tell your doctur about all of your medn:al condmons

and all the medicines you take, Including prescription

and non-prescripiion medicine, vitamins, and herbal
supplements. LOVAZA and certain other medicines
can intéract causing serious side effects.

Especially tell your docter if you take medicines:

* T¢ reduce clotting—known as anticoagulants or
tiood thinners, These include aspirin, warfarin,
coumarin and clopidogre! (PLAVE®)

i 4 Tell your doctor if you &e allerglc to fish and/or shelfish.

LOVAZA may not he nght for you

5o vt ke LOVICA fyour
. are allergm tn LOVAZA or any nf Its |ng1'ed‘ients. .

The most common side eﬁects wfél‘LOVAZA are
burpmg. infection, ﬂu symptoms upset stomach and

LA

« One of th izsts to check Iver function ALy .-

* One cf the tests to measure cholesterol levels {LDL-0)

Talk to your doctor if you have side ffects hat bother

you or that will not go away.

‘These are not.all the side effects with LOVAZA.

Ask yiour eloctor or phanmacist for a tomiplete fist

| OVAZA is a registered trademark of the

GlaxoSmithKline group of companies
: PLAVIX is a registared trademark-of Sanofi-Synthelabo.
/ i Manufactured for GlaxoSmithKline by:

Catalent Phartna Solutions, St Petershurg, FL

Accucaps industries Limited, Windsor, Orario, Canada
Banner Pharmaceuticals Ine, High Point, NG
Bistributed by: e

G[abemithKline

GlaxoSmithkline
Research Triangle Park NC 27709

©2009 GlaxoSmithkline Al ights reserved
Septeriber 2009
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(IMPORTANT FACTS (boien) | temman

( MPORTANT SAFETY INFORMATION ABOUT IvRicA { BEFORE STARTING LYRICA. continied

LYRIGA fiay cause serious, even lfe treatening, allergc reactions. | | - Avandia® (rosiglitazoncy, Avandamel® (£osigli
= ! metformin)* or Actos®. (_pmghtazona)** ft
Stop taking IYRECA A and call your doctor right away if you ‘may have 2 higher chqnce o weight gain of

have any signs of a serious allergic reaction: " *

. - your hands or Feet.
. %ﬁs&ﬁ;ﬁ%ﬁﬁgﬁ;%& hp 5 gums tongu % tbmat or neck « Narcotic pain medicines.(such as oxycodone), tranay
-+ Rash, hives (raised bumps) of. bhsters A . mgﬁ‘;ﬂ;ﬁgﬁ ?glﬁty (Slég? E&g{gﬁ;&agsl Y

= i_lke other antiepllepﬂc diugs;: LYRICA 1 maY cause. su:cmlal thoughls - Any medicines that make you Sleepy

2 very. small number of peogle, about, 1 in 500 :

z depres

- eslgeclaily if they- aze news:s

Uninsuredi? Need help paying for Pfizer

medicines? Pfizer has programs that h E f

can help. Call 1-866-706-2400 or visit Siory
www.PfizerHelpful Answers.com. nSWGl'S

: - : ** Actos is a Tegistered trademark of Takeda Chemicals Industries, Lid., and
©2010 Pfizer Ine. All rights reserved Printed in the USA is used under license by Takeda Pharmarenticals of America, Inc. and

@ PARKE-DAVIS, Division of Pfizer Inc , New York, NY 10017 + Avandia and Avandamet are registered trademarks of GlaxoSmithKline, RX only
Version Jannary 2010 Eli Lilly and Co.
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ORMATION ABOUT SYMBICORT

Please read this summary carefully and then
ask your doctor about SYMBICORT.

o advertisement can provide all the information needed to
determing if a drug is right for you or fake the place of carsful
discussions with your health care professional, Onfy your heatth
care professional has the ¥aining to weigh the risks and benefits
nf a prescnpﬁon drig,

WHAT [S THE MDST IMPORTANT INFORMATION
| SHOULD KNOW ABOUT SYMBICORT?

In patients with asttima, long-ac#ing beta,-agonist (LABA) 3
mediings, such as formaterol (one of the medicines in i
SYMBIGORT), may increase the chance of death from asthma
problems, I alarge asthma shudy, more paients who used another LABA.
medicing died from asthma problems, compared with patients who did not
lise hat LABA medicine. Talk with your heatth care professiona! about this

risk and the bensfits of treating your asthma with SYMBICORT ;
SYMBICORT does not refieve sudden symptoms, so you should
ahways have a fast-acling inkaler (short-acting beta,-agenist
medicine) with You. If you do not have this type of inhaler talk with your
heatth care professional fo have ane prescribed for you.

Getemergency medical care if your breathing problems worsen
quickly and your fast-gcting inhaler dees not relieve them.

Bo not stop using SYMBICORT unlsss your kestth care professional s

ycu 10 510 DecaLSE YU SYmptanms right gef worse,

AR L s

WHAT IS SYMBICORT?

SYMBICORT & an inhaled prescription medicine taken twice 2 day very
ay, over long periods of ime to confrol asthma and chronic ohsbuctive
pumanary diseasa (COPD;.

WHAT SHOULD | TELL MY HEALTH CARE

PROFESSIDNAL BEFORE USING SYMBICORT?

Tell your healih care professional about al of your heaith conditions,
inciuding if vou

a fiave heart problems

= frawve high blood pressure

= have sizures

= fiave thyroid problems

= have diabetes

= have liver problems

= fave osteoporosis

= have an immune system problem

= gre altergic i any medications

= are exposed to chicken pox or measles

= are pregrant or planning to become pregnant because ftis not

knewn if SMBICORT may hame ytur unbiom baby

w are breast-feeding because itis not known i SYMBIGORT passes .

o your mik nd i it can ham your baby, You and your health
care professional should decide if you will be taking SYMBICORT
while breast-feeding
Tell your health care professional about ALL the medicines you are
takdni, including all yeur prescription and nonpresciation medicines,
vitamins, and herbal supplements.

SYMBICORT and certan okher medicines may inferact with each oter |

and can cause serious side effects, Be sure to keep rack of ALL the
medication you take, You might want to make a list and show it to
your frealth care professional, including your phamacist, each time
you get any new medicing just to be sure there are no potential drug
interactions

Asthma

SYMBICORT 80/4.5 mog o TE0/L5 mog is used long-term, bwo fimes

each day, to contral symploms of asthma and prevent symptoms such as

wheezing in patients age 12 years and older

Chronic Obstructive Pulmonary Disease

COPDis & chrenic hing disesse tat inchudes chronic bronchits,

enmphysems, or beth, SYMBICORT 160/4.5 meg s used every day, bwo

fimes each day, o help improve lung function for hefter breathing in adults

with COPD.

SYMBICORT containg fwo medicines:

= Budasonicls the same medicine found in PULVICORT FLEHALER™
Thuelesonice ithalation powcer], an inhaled corticosteroid mediine
0riGS. 1S medicines help to decrease inflammation in the ngs.
Inflammation in the lungs can lead to asthma symptoms

a Formeterol (the same medicine found in Forad® Asrolizer®) lsa
long-acting beta,-agonist medicing, or LABA. ABA medicipes are used
inpatients with COPD and asthma, LABA medicines help the museles
Inthe aitways of your [ungs stay refaxed to prevent asthma symptoms,
such as wheezing and shoriness of breath, These symptoms can

HOW DO | USE SYMBICORT?

Do not use SYMBICORT unless your health care professional hag
carefully demanstrated how to do so. ifyou have any questions
concerming the use of SYMBICORT, ask your healti care professional
SYMBICORT shoutd bataken twice (2 pufls each time) every day as
prescribed by yeur healih care professional.

SYMBICORT comes in e strengtiss for asthma: 80/4.5 meg and
16074 5 mon, Your health care professional wil prescribe the sirength

thatis best for you. SYMB[COHT 1604 5 meg s the approved dosage
%

for COPD.

u Wake siere that you rnee yuur mouth with water after each
dose {wa pufc) of SYMBI CDRT withOut swallewing and spit
the waier out

= Do ot change or stop any of the rrbed\'cinesyou use io control or
freat your breatiing problems. Your healih care pmf&es\’onaf wil -
ardjust your medicines as needed

 [o not spray SYMBICORT in yuure,ra; fyou amdemauy get
SYMBICORT in your eyes, rinse your eyes with water If radness o

LContact your heafth care professional if
= you need b Use your fast-acting inhaler more often Sanvsual
» your fast-acing inhaler does notwerk a5 wel for you 2t refieving smploms

* yourneed io Lse four or more Inhatations of yaur fast-acting inhaler for

2 ormore daysina sow

= you use up yolr entire fast-acting inhaler canister within 8 weels

w your peak-low meter resulls decrease, Your heafth care professional
wil 18l your the rumbers tha are right for your

= your asthena Symploms do not improve affer using SYMBICORT
reqularfy for 1 week

= you have COPD and notice any symptoms such as fncrease in mucus
or change in mucus color, fever, chills, inereased cough; or increased
breathing problems becatsse these symploms may Tiean you have
prieurmenta of ancther lung infection

WHAT MEDICATIONS SHOULD i NOT TAKE

WHEN USING SYMBIGORT"

While you a# uing S‘(MBICGHT o et use olher medicines that contina

long-acting beta2 agomsl{LABA)furany féason, such as

» Sorevent® Diskus® (saimetefol xinafoate inhalaon powder)

= Actvair Diskess® or Advalr® HFA, (fluticasone propionate and saimeterol)

= Fomotercl-containing produets such as Foradil® Asrclizer® Brovana®
or Perforomist®

WHAT ARE OTHER IMPORTANT SAFETY

CONSIDERATIONS WITH SYMBICORT?
2 Ingreased risk of pheurnonta if you have COPD

= Eye problems, such as glaucoma and cataracts. Regular ey exams
shoule be ponsidered white Usig SYMBICORT

= Osleqporcsis. People at risk for |nc¢eased bong loss may have a greaier
fiskwith SYMBICORT

= Stowed growthin children Asa resuf, grnwimmu d be carefuny Ihonitored

» [mrewne system effects and a higher chanee for infections

= Cardovascular and central nervous system effiects of LABAS, such as
chest pain, increased blood pressure, fast or Ineqular heartbeat tremar,
o REMOUENESS )

WHAT ARE OTHER POSSIBI.E SIDE EFFECTS
WITH SYMBICORT?
Adults and children age 12 yeamand older with aslhma

u Headache = Sore throat » Ol trush
= Upper respiratory tract infecfion )
Patients with COPD

w Oral thrush

Eong-2ching bela-agonists may erease the ik of asﬁwrna Teiatet ceath.
el your health care professional about any side affsct that bothers you o
that dees not go away, These are not il the side effects vith SYNBICCRT

", Aeleyour health care piofessiol for move irformefon.

i
A
7
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eppen when the muscles in the airways tighten. This makes ithard to imitation persists, call your health care professional
breathe, which, In severe cases can cause breathing to smp complately = Always have a fast-2ing inhalsr with you. ise it you have
if not eated right away Ireatfting problems betwesn doses of SYMBICORT
WHO SHOULD NOT TAKE SYMBICORT? Saek emergency medical care if
Youshould ot take SYMBICORT i your health care provfessional decides = your breathing problerms warsen guickly and your fast-acting
irthaler toes not refieve your breathing problems

that your asthma or COPD Is wefl conbrollad using another medicine, or you
onlyuse a fast-acting fnhaler once in a while.

Do not use SYMBICORT to treat sixidlen severe symploms of asthma of
COPB er ifyou are alergic t any of the ingrediants in SYMBICORT

= you experience any symptoms of a serous aliergic feaction 1o
SNBICORT, sech as & rsh; hives; swelling of the facs, mouth, or
fongue; or breathing problems

NOTE: This summery provides ismpiortart informeation about SYMBICORT.
For mere information, pledise ask your doctor o healt éare professionat
about the full Prescribing Information and discuss itwiih him orfer.
SYMBICORT is a registered frademark of el AstraZenec group of
oompanles. Other brands menfioned aré trademarks of felr réspective -
‘owmers and are not kademarks of e AstraZeneca group of companies

Thg makers of these brands are nuta!ﬂl!a!eﬁwrm and do not endnrse
AstraZeneca 0 its products -0 R
©2009 AstraZenaca LP. A} righis reserved.

Manufzctured for: AstraZerieca LP, Wilmington, DE 19850 X i
By: AstraZensca A, Dur:ksrqus ancs - Product of France .~ -
HWQIUQ 288055 . S e
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Patient [nformation
URDXATRAL®
{Alfuzosin hydrochleride
exiended-release tahlets)

Read the Patient Information that comes with UROXATRAL before
you start using it and each time you get a refill There may be new
information. This leaflet does not take the place of talking with your
dactor about your condition or your treatment. You and your doctor
should talk about all your medicines, including UROXATRAL, now
and at your regular cheekups.

What is the most important information | should know aboui
UROXATRAL?

GROXATRAL can cause: <

*a stdden drop in blood pressure, especizlly when you
start ireatinent. This may lead to fainting, dizziness, or
tightheadedness. Do nof drive, operate machinery, or do any
dangerous activities uatil you know how URDXATRAL affects
you. This is especially imporiant if you already have a prob-
iem with fow biood pressure or take medicines to treat high
blood pressure. If you begin fo feel dizzy or lightheaded, lie
down with your legs and feet up, and if your symptoms do not
Improve call your dactor,

What is URGXATRAL?

UROXATRAL is a prescription medicing that is calied an “alpha-
bigcker”, UROXATRAL Is used in aduit men to ireat ihe symptoms
of benign prostatic hyperplasia {BPH) UROXATRAL may help to
relax he muscles in the prostate and the hladder which may lessen
the symptoms of BPH and improve urine flow

Before prescribing UROXATRAL, your doctor may examine your
prostate gland and do a blood test called a prostate specific antigen
(PSA) test to check for prostate cancer. Prostate cancar and BPH
can cause the same symptoms Prostate cancer needs a different
treatment

UROXATRAL is not for use in women or ghildren
Some medicines called “alpha-biockers” are used to treat high
bleod pressure UROXATRAL has not been studied for the treatment
of high bleod pressure. 3
Who shoutd not take UROXATRAL?
Do not take UROXATRAL if you:

* have liver problems

» are taking antifungal drugs like katoconazole or HIY drugs called
protease inhibifors

= are already taking an alpha-biocker for either high blood pressure
or prostate problams

* are a woman
*are a chiid under the age of 18

«are allergic to UROXATRAL. The active ingredient is alfuzosin
hydrochloride See the end of this leaflet for a complete list of
ingredients in UROXATRAL

Before taking UROXATRAL, tell your doctor:
= if you have fiver problems
+ if you have kidnay problems

*if you or any family members have & rare heart condifion known
as congenital prolongation of the QT interval .

«about 2l} the medicines you take, including prescription and fon-
prescription medicines, vitaming ang herbal supplements. Soms
of your other medicines may affect the way you respond or react
to URDXATRAL.

* ¥ you have had low blood pressure, especlally after taking
another medicine. Signs of low bloed pressuré ars fainting,
dizziness, and lightheadedness ’

« if you have a heart problem called angina {pain in your chest, jaw,
or arm)

What you need te know while taking UROXATRAL (aliuzosin HC)
fahlets

= If you have an eye surgery for cataract (clauding of the eye)
planned, tell your ophthaimologist that you are using UROXATRAL
or have praviously been treated with an alpha-biocker
How da | take UROXATRAL?
* Take UROXATRAL exactly as your doctor prescribes it.

* Take one UROXATRAL tablet after the same meal sach day.
URCXATRAL should be taken just after eating food Do not take
it on an empty stomach.

* Swailow the UROXATRAL iablst whole Do not crush, split, or
chew URDXATRAL tablets

* i you take too much UROXATAAL call your local poison contro}
CERter or emergency rcom right away
What are the passible side effects of UROXATRAL?
The most common side effacts with UROXATRAL are:
« dizziness
« headacha
« tiredness
Call your doctor if you get any side effect that bothers you
These are not all the side effects of URGXATRAL For more informa-
tion ask your doctor or pharmacist
How da 1 store URDXATRAL?
Store UROXATRAL between 59°F and 86°F {15°C and 30°C)
Protect from light and moisture
Keep URDOXATRAL and all medicines out of the reackh of children.
General information about URGXATRAL:

Medicines are sometimes prescribed for conditions that are
not mentioned in patient information leaflets Do not wse
URQOXATRAL for a condition for which it was riot prescribed. Do
not give ROXATRAL to other peaple, evan if they have the same
symptoms you kave It may harm them

This leaflet summarizes the most important information about
UROXATRAL, If you would like more information, talk with your
doctor. You can ask your doctor or pharmacist for information about
UROXATRAL that is written for health professionals

You may alsg visit our websita at www UROXATRAL com or call
1-800-446-6267 -

What are the ingredie:its of URDXATRAL?

Active Ingredient: alfuzosin hiydrochloride

Inactive Ingredients: colloidal silicon dioxide (NF}, ethylceliulose
(NF), hydrogenated castar oil (NF), hydroxypropyl methylcallulose
(USP), magnesium stearate (NF}, mannitol (USP), microgrystalline
cellulose {NF), povidone (USP), and yellow farric axide (NF)
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UROXATRAL® s a registered trademark of sanofi-aventis U S. LLG
Distributed by:

sanofi-aventis U 5. LLC
Bridgewater, NJ 08807
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