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WARNING

ULTRA-RAPID METABOLISM OF CODEINE AND OTHER RISK FACTORS FOR LIFE-THREATENING RESPIRATORY DEPRESSION IN CHILDREN

Life-threatening respiratory depression and death have occurred in children who received codeine; most cases followed tonsillectomy and/or adenoidectomy and many of the children had evidence of being an ultra-rapid metabolizer of codeine due to a CYP2D6 polymorphism.

TUZISTRA XR is contraindicated in children younger than 12 years of age and in children younger than 18 years of age following tonsillectomy and/or adenoidectomy. Avoid the use of TUZISTRA XR in adolescents 12 to 18 years of age who have other risk factors that may increase their sensitivity to the respiratory depressant effects of codeine.

RISKS FROM CONCOMITANT USE WITH BENZODIAZEPINES OR OTHER CNS DEPRESSANTS

Concomitant use of opioids with benzodiazepines or other central nervous system (CNS) depressants, including alcohol, may result in profound sedation, respiratory depression, coma, and death. Avoid use of opioid cough medications in patients taking benzodiazepines, other CNS depressants, or alcohol.



IMPORTANT RISK INFORMATION

What is the most important information I should know about TUZISTRA® XR?

	TUZISTRA XR can cause children to stop breathing (respiratory depression) and cause death.
	Do not give TUZISTRA XR to children younger than 12 years of age, or to children younger than 18 years of age after tonsillectomy or adenoidectomy surgery.
	You should not give TUZISTRA XR to children between 12 to 18 years of age who have certain risk factors for breathing problems, including:
	recent surgery
	obstructive sleep apnea
	are obese
	severe lung problems
	other medical conditions that can cause difficulty breathing, such as neuromuscular problems
	taking other medicines that cause breathing problems






	You should not breastfeed during treatment with TUZISTRA XR because it may cause your child to stop breathing and cause death.
	Severe drowsiness, breathing problems (respiratory depression), coma, and death can happen in adults and children who take TUZISTRA XR with benzodiazepines, or other central nervous system depressants, including alcohol.
	Avoid taking other medicines that can cause drowsiness or sleepiness, or drinking alcohol during treatment with TUZISTRA XR. Ask your healthcare provider for a list of these medicines if you are not sure.



	TUZISTRA XR can cause breathing problems (respiratory depression) and drowsiness
	Take TUZISTRA XR exactly as prescribed by your healthcare provider. If you take the wrong dose of TUZISTRA XR, you could overdose and die. See the Medication Guide section called “How should I take TUZISTRA XR?” for important information about how to take TUZISTRA XR correctly.
	Avoid driving a car or operating machinery during treatment with TUZISTRA XR.



	Call your healthcare provider or get emergency medical help right away if anyone taking TUZISTRA XR, or your breastfeeding baby has any of the symptoms listed below:
	increased sleepiness
	shallow breathing
	confusion
	limpness
	difficulty breathing
	your baby has difficulty breastfeeding



	Keep TUZISTRA XR 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 TUZISTRA XR, get emergency help right away.


What is TUZISTRA XR?

	TUZISTRA XR (two-zis-tra) is a prescription medicine used to treat cough and respiratory symptoms that you can have with allergies or a common cold. TUZISTRA XR contains 2 medicines, codeine and chlorpheniramine. Codeine is a narcotic cough suppressant. Chlorpheniramine is an antihistamine.
	TUZISTRA XR is a federal controlled substance (C-III) because it contains codeine that can be abused or lead to dependence. Keep TUZISTRA XR in a safe place to prevent misuse and abuse. Selling or giving away TUZISTRA XR may harm others, and it is against the law. Tell your healthcare provider if you have abused or been dependent on alcohol, prescription medicines or street drugs.
	TUZISTRA XR is not for children under 18 years of age. It is not known if TUZISTRA XR is safe and effective in children under 18 years of age.


Who should not take TUZISTRA XR?

	Do not give TUZISTRA XR to any children younger than 12 years of age.
	Do not give TUZISTRA XR to children younger than 18 years of age after tonsillectomy or adenoidectomy surgery.
	Do not take TUZISTRA XR if you are allergic to any of the ingredients in TUZISTRA XR.


What should I tell my healthcare professional before taking TUZISTRA XR?

Before you take TUZISTRA XR, tell your healthcare professional about all your medical conditions, including if you:

	have a drug dependence
	have problems with your urinary tract (urethral stricture)
	have lung or breathing problems
	plan to have surgery
	have had a head injury, drink alcohol, have pain in your stomach-area (abdomen), kidney or liver problems, a history of severe or persistent cough, diabetes, prostate or thyroid problems, such as hypothyroidism
	are pregnant or plan to become pregnant. It is not known if TUZISTRA XR will harm your unborn baby. You and your healthcare provider should decide if you should take TUZISTRA XR while you are pregnant.
	are breastfeeding or plan to breastfeed. Codeine and chlorpheniramine pass into your breast milk and may harm your baby. You should not breastfeed during treatment with TUZISTRA XR.


Tell your healthcare professional about all the medicines you take, including prescription and over-the-counter medicines, vitamins, and herbal supplements.

Taking TUZISTRA XR with certain other medicines can cause side effects or affect how well TUZISTRA XR or the other medicines work. Do not start or stop other medicines without talking to your healthcare provider.

Especially tell your healthcare professional if you:

	take pain medicines such as narcotics
	take cold or allergy medicines that contain antihistamines or cough suppressants
	take medicines for mental illness (anti-psychotics, anti-anxiety)
	drink alcohol
	take medicines for depression, including monoamine oxidase inhibitors (MAOIs)
	take medicines for stomach or intestine problemsAsk your healthcare provider if you are not sure if you take one of these medicines.


How should I take TUZISTRA XR?

	Take TUZISTRA XR exactly as your healthcare provider tells you.
	Your healthcare provider will tell you how much TUZISTRA XR to take and when to take it. Do not change your dose without talking to your healthcare provider.
	TUZISTRA XR is usually taken every 12 hours.
	Do not take more than 20 mL of TUZISTRA XR in 24 hours.
	Take TUZISTRA XR by mouth only.
	Shake the TUZISTRA XR bottle well before you use it.
	TUZISTRA XR can be taken with or without food.
	Do not mix TUZISTRA XR with other fluids or medicines.
	TUZISTRA XR should be taken using an accurate milliliter measuring device.
	Ask your pharmacist to give you a measuring device to help you measure the correct amount of TUZISTRA XR. Do not use a household teaspoon to measure your medicine. You may accidently take too much.
	If you take too much TUZISTRA XR, call your healthcare provider or go to the nearest hospital emergency room right away.


What should I avoid doing while taking TUZISTRA XR?

	TUZISTRA XR can cause you to be drowsy. Avoid driving a car or using machinery during treatment with TUZISTRA XR.
	Avoid drinking alcohol during treatment with TUZISTRA XR. Drinking alcohol can increase your chances of having serious side effects.


What are the possible side effects of TUZISTRA XR?

TUZISTRA XR may cause serious side effects, including:

	See “What is the most important information I should know about TUZISTRA XR?”
	Breathing problems (respiratory depression), which can lead to death. Call your healthcare provider or get emergency treatment right away if you have excessive sleepiness, shallow or slow breathing, or confusion.
	Physical dependence or abuse. Take TUZISTRA XR exactly as your healthcare provider tells you to take it. Stopping TUZISTRA XR suddenly could cause withdrawal symptoms.
	Increased intracranial pressure.
	Bowel problems including constipation or stomach pain.


The most common side effects of TUZISTRA XR are: nausea and vomiting, dizziness, general feeling of discomfort or illness, constipation, swelling or bloating of your stomach-area, depression, inability to control muscle movements, drowsiness, excitability, nervousness, stomach-area pain, headache, agitation, restlessness, irritability, vision problems, including blurred vision and double-vision, feeling high (euphoria), sleepiness, feeling faint, difficulty sleeping (insomnia), confusion, lightheadedness, and tremor.

These are not all the possible side effects of TUZISTRA XR.

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

Read the TUZISTRA XR Medication Guide before you start taking TUZISTRA XR and each time you get a refill, as there may be changes. This information does not take the place of talking to your healthcare professional about your medical condition or treatment.
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              *PHARMACY SAVINGS CARD PROGRAM TERMS AND CONDITIONS

                	You must be 18 years of age or older to redeem the Pharmacy Savings Card. 
	Patient is responsible for the first $25 of their out-of-pocket cost. 
	The Pharmacy Savings Card benefit is either based on the number of ounces dispensed or the actual out-of-pocket cost over $25, whichever is less. Benefit is limited to a maximum amount. The Pharmacy Savings Card is valid for one use. No other purchase is necessary. 
	The Pharmacy Savings Card is not transferable. No substitutions are permitted. The offer cannot be combined with any other coupon, free trial, discount, prescription savings card, or other offer. 
	The Pharmacy Savings Card is not insurance. 
	Patient is not eligible if prescriptions are paid in part or full by any state or federally funded programs, including but not limited to Medicare or Medicaid, Medigap, VA, DOD or TriCare, or where prohibited by law. 
	The Pharmacy Savings Card can be used only by eligible residents of the United States at participating eligible retail pharmacies in the United States. 
	It is illegal to sell, purchase, trade, or counterfeit, or offer to sell, purchase, trade, or counterfeit the Pharmacy Savings Card. Void if reproduced. Void where prohibited by law, taxed, or restricted. 
	Aytu BioPharma, Inc. reserves the right to terminate, rescind, revoke, or amend the offer at any time without notice. 


            

        

    





























  