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IMPORTANT: Keep Oxycodone Hydrochloride Oral Solution in a safe place away from
children. Accidental use by a child is a medical emergency and can cause death. If a child
accidentally takes Oxycodone Hydrochloride Oral Solution, get emergency help right away.

Read the Medication Guide that comes with Oxycodone Hydrochloride Oral Solution before you
start taking it and each time you get a new prescription. There may be new information. This
Medication Guide does not take the place of talking to your healthcare provider about your
medical condition or your treatment.

What Is The Most Important Information I Should Know About Oxycodone
Hydrochloride Oral Solution?

Oxycodone Hydrochloride Oral Solution can cause serious side effects, including death.

e Take Oxycodone Hydrochloride Oral Solution exactly as prescribed by your healthcare
provider. If you take the wrong dose or strength of Oxycodone Hydrochloride Oral
Solution, you could overdose and die.

e Itisespecially important when you take Oxycodone Hydrochloride Oral Solution that
you know exactly what dose and strength to take, and the right way to measure your
medicine. Your healthcare provider or pharmacist should show you the right way to measure
your medicine.

Always use the dosing cup provided with Oxycodone Hydrochloride Oral Solution to help
make sure you measure the right amount.

e Do not drink alcohol. Using alcohol with Oxycodone Hydrochloride Oral Solution may
increase your risk of dangerous side effects, including death.

What is Oxycodone Hydrochloride Oral Solution?

Oxycodone Hydrochloride Oral Solution is in a group of drugs called narcotic pain medicine.
Oxycodone Hydrochloride Oral Solution is only for adults who have moderate to severe pain.

e A prescription medicine that is used to manage moderate to severe pain that is expected to
last a short period of time (acute), and pain that continues around-the-clock and is expected
to last for a long period of time (chronic).

e Oxycodone Hydrochloride Oral Solution is a federally controlled substance (CII) because it
is a strong opioid pain medicine that can be abused by people who abuse prescription
medicines or street drugs.
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e Prevent theft, misuse or abuse. Keep Oxycodone Hydrochloride Oral Solution in a safe place
to keep it from being stolen. Oxycodone Hydrochloride Oral Solution can be a target for
people who misuse or abuse prescription medicines or street drugs.

e Never give Oxycodone Hydrochloride Oral Solution to anyone else, even if they have the
same symptoms you have. It may harm them or even cause death.

e Selling or giving away this medicine is against the law.

e It is not known if Oxycodone Hydrochloride Oral Solution is safe and effective in children
under age 18 years of age.

Who Should Not Take Oxycodone Oral Solution?

Do not take Oxycodone if you:
e are having breathing problems and there is no emergency medical equipment nearby
e have a bowel blockage called paralytic ileus
e are having an asthma attack or have severe asthma, trouble breathing, or lung problems
e are allergic to oxycodone or any of the ingredients in Oxycodone Hydrochloride Oral
Solution. See the end of this Medication Guide for a complete list of ingredients in
Oxycodone Hydrochloride Oral Solution

What should I tell my healthcare provider before taking Oxycodone Hydrochloride Oral
Solution?

Before taking Oxycodone Hydrochloride Oral Solution, tell your healthcare provider if

you:
e have trouble breathing or lung problems
e have had a head injury
e have liver or kidney problems
e have adrenal gland problems, such as Addison’s disease
e have severe scoliosis that affects your breathing
e have thyroid problems
e have problems urinating or enlargement of your prostate
e have or had convulsions or seizures
e have a past or present drinking problem or alcoholism
e have hallucinations (seeing or hearing things that are not really there) or other severe
mental problems
e have constipation or other bowel problems
e have problems with your pancreas or gallbladder
e have past or present substance abuse or drug addiction
e have any other medical conditions
e are pregnant or plan to become pregnant. It is not known if Oxycodone Hydrochloride

Oral Solution will harm your unborn baby. Talk to your healthcare provider if you are
pregnant or plan to become pregnant.

If you take Oxycodone Hydrochloride Oral Solution regularly before your baby is born,
your newborn baby may have signs of withdrawal because their body has become used to
the medicine. Signs of withdrawal in a newborn baby can include:
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irritability O vomiting

being very active o diarrhea or more stools than normal

problems sleeping o weight loss

o0 high pitched cry shaking (tremors)
If you are taking Oxycodone Hydrochloride Oral Solution right before your baby is born,
your baby could have breathing problems.

e are breast-feeding or plan to breastfeed. Some Oxycodone Hydrochloride Oral Solution
passes into your breast milk. A nursing baby could become very sleepy or have difficulty
breathing or feeding well. If you stop breastfeeding, your baby may have withdrawal
symptoms. See the list of withdrawal symptoms above. You and your healthcare provider
should decide if you will take Oxycodone Hydrochloride Oral Solution or breastfeed.

O OO

o

Tell your healthcare provider about all the medicines you take, including prescription and
non-prescription medicines, vitamins, and herbal supplements. Sometimes the doses of
medicines that you take with Oxycodone Hydrochloride Oral Solution may need to be changed if
used together. Be especially careful about taking other medicines that make you sleepy such as:

sleeping pills

other pain medicines

anti-nausea medicines

tranquilizers

muscle relaxants

anti-anxiety medicines

antihistamines

anti-depressants

monoamine oxidase inhibitors (MAOIs): Do not take Oxycodone Hydrochloride Oral
Solution if you already take an MAOI or within 14 days after you stop taking an
MAOI medicine

Ask your healthcare provider if you are not sure if your medicine is one listed above.

Do not take other medicines while using Oxycodone Hydrochloride Oral Solution until you have
talked with your healthcare provider or pharmacist. They will tell you if it is safe to take other
medicines with Oxycodone Hydrochloride Oral Solution.

Know the medicines you take. Keep a list of them and show it to your healthcare provider
and pharmacist when you get a new medicine.

How Should I Take Oxycodone?

e See “What is the most important information | should know about Oxycodone
Hydrochloride Oral Solution?”

e Take Oxycodone Hydrochloride Oral Solution exactly as prescribed. Do not
change your dose unless your healthcare provider tells you to. Your healthcare
provider may change your dose after seeing how the medicine affects you. Call your
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healthcare provider if your pain is not well controlled with your prescribed dose of
Oxycodone Hydrochloride Oral Solution.

Make sure you understand exactly how to measure your dose. Always use the
dosing cup provided with our Oxycodone Hydrochloride Oral Solution to help make
sure you measure the right amount. See the Patient Instructions for Use at the end of
this Medication Guide for information about how to measure your dose the right way.
Ask your healthcare provider or pharmacist if you are not sure what dose of
Oxycodone Hydrochloride Oral Solution you should take or if you are not sure how
to use the dosing cup.

Do not stop taking Oxycodone Hydrochloride Oral Solution suddenly. If you
have been taking Oxycodone Hydrochloride Oral Solution for more than a few
weeks, stopping it suddenly can make you sick with withdrawal symptoms (for
example, nausea, vomiting, diarrhea, anxiety, and shivering). If your healthcare
provider decides you no longer need Oxycodone Hydrochloride Oral Solution, ask
how to slowly reduce this medicine. Do not stop taking Oxycodone Hydrochloride
Oral Solution without talking to your healthcare provider.

If you miss a dose, take it as soon as possible. If it is almost time for your next dose,
skip the missed dose and go back to your regular dosing schedule. Do not take 2
doses at one time unless your healthcare provider tells you to.

If you take too much Oxycodone Hydrochloride Oral Solution call your healthcare
provider or your local Poison Control Center right away or go to the nearest hospital
emergency room right away.

Talk with your healthcare provider regularly about your pain to see if you still need to
take Oxycodone Hydrochloride Oral Solution.

What Should I Avoid While Taking Oxycodone?

e You should not drink alcohol while using Oxycodone Hydrochloride Oral Solution.
Drinking alcohol with Oxycodone Hydrochloride Oral Solution may increase your
risk of having dangerous side effects or death.

e Do not drive, operate heavy machinery, or do other dangerous activities, especially
when you start taking Oxycodone Hydrochloride Oral Solution and when your dose is
changed, until you know how Oxycodone Hydrochloride Oral Solution affects you.
Oxycodone can make you sleepy. Ask your healthcare provider to tell you when it is
okay to do these activities.

What are the Possible Side Effects of Oxycodone?

Oxycodone Hydrochloride Oral Solution can cause serious side effects, including:
e See “What is the most important information | should now about Oxycodone
Hydrochloride Oral Solution?”
e Oxycodone can cause serious breathing problems that can become life-threatening,
especially if Oxycodone Hydrochloride Oral Solution is used the wrong way. Call
your healthcare provider or get help right away if:
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o you feel faint, dizzy, confused, or

O Yyou have any other unusual symptoms
These can be symptoms that you have taken too much Oxycodone Hydrochloride Oral
Solution (overdose) or the dose is too high for you. These symptoms may lead to
serious problems or death if not treated right away.

e Oxycodone Hydrochloride Oral Solution can cause your blood pressure to drop.
This can make you feel dizzy if you get up too fast from sitting or lying down. Low blood
pressure is also more likely to happen if you take other medicines that can also lower
your blood pressure. Severe low blood pressure can happen if you lose blood or take
certain other medicines.

e Oxycodone can cause physical dependence. Do not stop taking Oxycodone or any other
opioid without talking to your healthcare provider about how to slowly stop your
medicine. You could become sick with uncomfortable withdrawal symptoms because
your body has become used to these medicines. Physical dependence is not the same as
drug addiction. Tell your healthcare provider if you have any of these symptoms of
withdrawal while slowly stopping Oxycodone:

o feel restless O runny nose

o tearing eyes 0 Yyawning

O sweating O nausea, loss of appetite, vomiting

o chills or hair on your o diarrhea, stomach area (abdominal)
arms “stand up” cramps

o muscle aches, backache 0 increase in your blood pressure

o dilated pupils of your 0 breathing faster, or your heart beats
eyes faster

o feel irritable or anxious o trouble sleeping
e There is a chance of abuse or addiction with Oxycodone Hydrochloride Oral
Solution. The chance is higher if you are or have been addicted to or abused other
medicines, street drugs, or alcohol, or if you have a history of mental problems.
e Seizures: Oxycodone Hydrochloride Oral Solution may cause seizures or make
seizures that you already have worse.

Call your healthcare provider if you have any of the symptoms listed above.

Common side effects of Oxycodone Hydrochloride Oral Solution include:

e nausea e dizziness

e constipation e weakness

e vomiting e drowsiness

e headache e sweating

e itching ¢ lightheadedness

e trouble sleeping

Constipation (not often enough or hard bowel movements) is a very common side effect of pain
medicines (opioids) including Oxycodone Hydrochloride Oral Solution. Talk to your healthcare
provider about dietary changes, and the use of laxatives (medicines to treat constipation) and
stool softeners to prevent or treat constipation while taking Oxycodone Hydrochloride Oral
Solution.
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Tell your healthcare provider if you have any side effect that bothers you or that does not go
away.

These are not all the possible side effects of Oxycodone Hydrochloride Oral Solution. For more
information, ask your healthcare provider or pharmacist.

Call your doctor for medical advice about side effects. You may report side effects to FDA at 1-
800-FDA-1088.

How should I store Oxycodone Hydrochloride Oral Solution?

e Store Oxycodone Hydrochloride Oral Solution at controlled room temperature between
68°F- 77°F (20°C - 25°C).

e Protect Oxycodone Hydrochloride Oral Solution from moisture and light.

e When Oxycodone Hydrochloride Oral Solution is no longer needed, the unused solution
should be destroyed by flushing down the toilet.

Keep Oxycodone Hydrochloride Oral Solution out of the reach of children. Accidental
overdose by a child is a medical emergency and can lead to death.

General information about Oxycodone Hydrochloride Oral Solution

Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide.
Do not use Oxycodone Hydrochloride Oral Solution for a condition for which it was not
prescribed.

Do not give your Oxycodone Hydrochloride Oral Solution to other people, even if they have
the same symptoms you have. Selling or giving away Oxycodone Hydrochloride Oral
Solution may harm others, may cause death, and is against the law.

This Medication Guide summarizes the most important information about Oxycodone
Hydrochloride Oral Solution. If you would like more information, talk with your healthcare
provider. You can ask your healthcare provider or pharmacist for information about Oxycodone
Hydrochloride Oral Solution that is written for healthcare professionals.

For more information about Oxycodone Hydrochloride Oral Solution, contact VistaPharm, Inc.
at (727)530-1633.

What are the ingredients in Oxycodone Hydrochloride Oral Solution?
Active ingredient: oxycodone hydrochloride
Inactive ingredients: anhydrous citric acid, FD&C red #40, glycerin, poloxamer 188, purified

water, raspberry flavor, sodium benzoate and sorbitol solution.

This Medication Guide has been approved by the U.S. Food and Drug Administration.
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