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Rosiglitazone
pronounced as (roe si gli' ta zone)

IMPORTANT WARNING:

Rosiglitazone and other similar medications for diabetes may cause or worsen congestive heart
failure (condition in which the heart is unable to pump enough blood to the other parts of the body).
Before you start to take rosiglitazone, tell your doctor if you have or have ever had congestive heart
failure, especially if your heart failure is so severe that you must limit your activity and are only
comfortable when you are at rest or you must remain in a chair or bed. Also tell your doctor if you
were born with a heart defect, and if you have or have ever had swelling of the arms, hands, feet,
ankles, or lower legs; heart disease, high blood pressure; coronary artery disease (narrowing of the
blood vessels that lead to the heart); a heart attack; an irregular heartbeat; or sleep apnea. Your
doctor may tell you not to take rosiglitazone or may monitor you carefully during your treatment.

If you develop congestive heart failure, you may experience certain symptoms. Tell your doctor
immediately if you have any of the following symptoms, especially when you first start taking
rosiglitazone or after your dose is increased: large weight gain in a short period of time; shortness of
breath; swelling of the arms, hands, feet, ankles, or lower legs; swelling or pain in the stomach;
waking up short of breath during the night; needing to sleep with extra pillows under your head in
order to breathe while lying down; frequent dry cough or wheezing; difficulty thinking clearly or
confusion; fast or racing heart beat; not able to walk or exercise as well; or increased tiredness.

Your doctor or pharmacist will give you the manufacturer's patient information sheet (Medication
Guide) when you begin treatment with rosiglitazone and each time you refill your prescription. Read
the information carefully and ask your doctor or pharmacist if you have any questions. You can also
visit the Food and Drug Administration (FDA) website (http://www.fda.gov/Drugs
[http://www.fda.gov/Drugs] ) or the manufacturer's website to obtain the Medication Guide.

Talk to your doctor about the risks of taking rosiglitazone.

Why is this medication prescribed?

Rosiglitazone is used along with a diet and exercise program and sometimes with one or more other
medications to treat type 2 diabetes (condition in which the body does not use insulin normally and
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therefore cannot control the amount of sugar in the blood). Rosiglitazone is in a class of medications
called thiazolidinediones. It works by increasing the body's sensitivity to insulin, a natural substance that
helps control blood sugar levels. Rosiglitazone is not used to treat type 1 diabetes (condition in which the
body does not produce insulin and therefore cannot control the amount of sugar in the blood) or diabetic
ketoacidosis (a serious condition that may occur if high blood sugar is not treated).

Over time, people who have diabetes and high blood sugar can develop serious or life-threatening
complications, including heart disease, stroke, kidney problems, nerve damage, and eye problems.
Taking medication(s), making lifestyle changes (e.g., diet, exercise, quitting smoking), and regularly
checking your blood sugar may help to manage your diabetes and improve your health. This therapy may
also decrease your chances of having a heart attack, stroke, or other diabetes-related complications
such as kidney failure, nerve damage (numb, cold legs or feet; decreased sexual ability in men and
women), eye problems, including changes or loss of vision, or gum disease. Your doctor and other
healthcare providers will talk to you about the best way to manage your diabetes.

How should this medicine be used?

Rosiglitazone comes as a tablet to take by mouth. It is usually taken once or twice daily with or without
meals. Take rosiglitazone at about the same time(s) every day. Follow the directions on your prescription
label carefully, and ask your doctor or pharmacist to explain any part you do not understand. Take
rosiglitazone exactly as directed. Do not take more or less of it or take it more often than prescribed by
your doctor.

Your doctor may increase your dose of rosiglitazone after 8-12 weeks, based on your body's response to
the medication.

Rosiglitazone helps control type 2 diabetes but does not cure it. It may take 2 weeks for your blood sugar
to decrease, and 2-3 months or longer for you to feel the full benefit of rosiglitazone. Continue to take
rosiglitazone even if you feel well. Do not stop taking rosiglitazone without talking to your doctor.

Other uses for this medicine

This medication may be prescribed for other uses; ask your doctor or pharmacist for more information.

What special precautions should I follow?

Before taking rosiglitazone,
tell your doctor and pharmacist if you are allergic to rosiglitazone, any other medications, or any of the
ingredients in rosiglitazone tablets. Ask your pharmacist or check the Medication Guide for a list of the
ingredients.

tell your doctor and pharmacist what prescription and nonprescription medications, vitamins,
nutritional supplements, and herbal products you are taking or plan to take. Be sure to mention any of
the following: gemfibrozil (Lopid); insulin or other medications for diabetes; medications for high blood
pressure, high cholesterol, heart failure, or prevention of heart attack or stroke; and rifampin (Rifadin,
Rimactane, in Rifamate). Your doctor may need to change the doses of your medications or monitor
you carefully for side effects.
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tell your doctor if you have or have ever had any of the conditions mentioned in the IMPORTANT
WARNING section or diabetic eye disease such as macular edema (swelling of the back of the eye);
or liver disease. Also tell your doctor if you have ever taken troglitazone (Rezulin, no longer available
in the United States), especially if you stopped taking it because you experienced side effects.

tell your doctor if you are pregnant, plan to become pregnant, or are breast-feeding. If you become
pregnant while taking rosiglitazone, call your doctor.

if you have not yet experienced menopause (change of life; end of monthly menstrual periods) you
should know that rosiglitazone may increase the chance that you will become pregnant even if you do
not have regular monthly periods or you have a condition that prevents you from ovulating (releasing
an egg from the ovaries). Talk to your doctor about methods of birth control that will work for you.

What special dietary instructions should I follow?

Be sure to follow all exercise and dietary recommendations made by your doctor or dietitian. It is
important to eat a healthy diet, exercise regularly, and lose weight if necessary. This will help to control
your diabetes and help rosiglitazone work more effectively

What should I do if I forget a dose?

Take the missed dose as soon as you remember it. However, if it is time for the next dose, skip the
missed dose and continue your regular dosing schedule. Do not take a double dose to make up for a
missed one.

What side effects can this medication cause?

This medication may cause changes in your blood sugar. You should know the
symptoms of low and high blood sugar and what to do if you have these symptoms.
Rosiglitazone may cause side effects. Tell your doctor if any of these symptoms are
severe or do not go away:

headache

runny nose and other cold symptoms

sore throat

back pain

Some side effects can be serious. If you experience any of the following symptoms,
or those listed in the IMPORTANT WARNING section, call your doctor immediately:

pain in the jaw, arm, back, neck, or stomach

chest pain

breaking out in a cold sweat

lightheadedness

loss of appetite

nausea

vomiting
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stomach pain

dark urine

yellowing of the skin or eyes

changes in vision

vision loss

pale skin

dizziness

swelling of the eyes, face, lips, tongue, or throat

hoarseness

difficulty swallowing or breathing

hives

itching

fever

blisters

Rosiglitazone may cause other side effects. Call your doctor if you experience any unusual problems
while you are taking this medication.

Taking rosiglitazone may increase the risk that you will experience a fracture, usually in the upper arms,
hands, or feet. Talk to your doctor about the risk of taking this medication and about ways to keep your
bones healthy during your treatment.

If you experience a serious side effect, you or your doctor may send a report to the Food and Drug
Administration's (FDA) MedWatch Adverse Event Reporting program online
(http://www.fda.gov/Safety/MedWatch [http://www.fda.gov/Safety/MedWatch] ) or by phone (1-800-332-
1088).

What should I know about storage and disposal of this medication?

Keep this medication in the container it came in, tightly closed, and out of reach of children. Store it at
room temperature and away from light, excess heat, and moisture (not in the bathroom).

It is important to keep all medication out of sight and reach of children as many containers (such as
weekly pill minders and those for eye drops, creams, patches, and inhalers) are not child-resistant and
young children can open them easily. To protect young children from poisoning, always lock safety caps
and immediately place the medication in a safe location – one that is up and away and out of their sight
and reach. http://www.upandaway.org [http://www.upandaway.org]

Unneeded medications should be disposed of in special ways to ensure that pets, children, and other
people cannot consume them. However, you should not flush this medication down the toilet. Instead, the
best way to dispose of your medication is through a medicine take-back program. Talk to your pharmacist

http://www.fda.gov/Safety/MedWatch
http://www.upandaway.org/
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Avandia

Avandamet  (containing Metformin,
Rosiglitazone)

Avandaryl  (containing Glimepiride,
Rosiglitazone)

or contact your local garbage/recycling department to learn about take-back programs in your
community. See the FDA's Safe Disposal of Medicines website (http://goo.gl/c4Rm4p
[http://goo.gl/c4Rm4p] ) for more information if you do not have access to a take-back program.

In case of emergency/overdose

In case of overdose, call the poison control helpline at 1-800-222-1222. Information is also available
online at https://www.poisonhelp.org/help [https://www.poisonhelp.org/help] . If the victim has collapsed,
had a seizure, has trouble breathing, or can't be awakened, immediately call emergency services at 911.

What other information should I know?

Keep all appointments with your doctor, your eye doctor, and the laboratory. Your doctor will probably
order regular eye examinations and certain laboratory tests to check your body's response to
rosiglitazone. Your blood sugar and glycosylated hemoglobin should be checked regularly to determine
your response to rosiglitazone. Your doctor may also tell you how to check your response to rosiglitazone
by measuring your blood sugar levels at home. Follow these directions carefully.

You should always wear a diabetic identification bracelet to be sure you get proper treatment in an
emergency.

Do not let anyone else take your medication. Ask your pharmacist any questions you have about refilling
your prescription.

It is important for you to keep a written list of all of the prescription and nonprescription (over-the-counter)
medicines you are taking, as well as any products such as vitamins, minerals, or other dietary
supplements. You should bring this list with you each time you visit a doctor or if you are admitted to a
hospital. It is also important information to carry with you in case of emergencies.

Brand names

Brand names of combination products
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