
  

 
  

  
 

 
    

 
   

 
   

 
 

 

  

 

  

 

 

   

  
  

  
 

  
 

    
  

 
     
      

  
 

Initial REMS approval:  08/2010
 
Most recent modification: 0ϵ/2015
 

NDA 22-410 
SUBOXONE® (buprenorphine and naloxone) Sublingual Film CIII 

NDA 20-733 
SUBOXONE® (buprenorphine and naloxone) Sublingual Tablets CIII 

NDA 20-732 
SUBUTEX® (buprenorphine) Sublingual Tablets CIII 
Buprenorphine (opioid partial agonist-antagonist) ͬ 

Naloxone (opioid antagonist) 

Indivior Inc. 

10710 Midlothian Turnpike, Suite 430 

Richmond, VA  23235 

Telephone: 804-379-1090 

RISK EVALUATION AND MITIGATION STRATEGY (REMS) 

This REMS does not apply to SUBOXONE sublingual film, SUBOXONE sublingual tablets and 
SUBUTEX sublingual tablets dispensed to patients admitted to an Opioid Treatment Program 
(OTP) under 42 CFR Part 8 because the care of OTP patients is subject to specific requirements 
under those regulations. 

I. GOAL(S): 

The goals of the REMS for SUBOXONE sublingual film, SUBOXONE sublingual tablets and
 
SUBUTEX sublingual tablets are to:
 

•	 Mitigate the risks of accidental overdose, misuse and abuse 
•	 Inform prescribers, pharmacists, and patients of the serious risks associated with 

SUBOXONE sublingual film, SUBOXONE sublingual tablets and SUBUTEX sublingual 
tablets 
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II. REMS ELEMENTS:
 

A. Medication Guide 
A Medication Guide will be dispensed with each SUBOXONE sublingual film, SUBOXONE 
sublingual tablets and SUBUTEX sublingual tablets prescription in accordance with 21 
CFR 208.24. 
The Medication Guides for buprenorphine-containing products are part of the 
SUBOXONE sublingual film, SUBOXONE sublingual tablets and SUBUTEX sublingual tablets 
REMS and will be provided with the product and is also available by going online to 
www.IndiviorREMS.com or calling 1-877-SUBOXONE (1-877-782-6966). 

B. Elements to Assure Safe Use 

1.	 Safe use conditions 
a.	 SUBOXONE sublingual film, SUBOXONE sublingual tablets and SUBUTEX 

sublingual tablets will only be dispensed by the prescriber or prescribed to 
patients with documentation of the following safe use conditions: 
i.	 Verification that the patient meets the diagnostic criteria for opioid 

dependence. 

ii.	 Risks described in the professional labeling and the Medication Guide 
have been discussed with the patient. 

iii.	 Safe storage of the medication has been explained and reviewed with the 
patient. 

iv.	 After appropriate induction, the patient is prescribed a limited amount of 
medication at the first visit. 

b.	 Prescribers will document safe use conditions for each patient by using 
the ‘Appropriate Use Checklist,’ or by using another method (e.g. electronic 
health record) specific to the prescriber’s office practice. 

c.	 Indivior Inc. will ensure that within 30 days of FDA approval of the 
SUBOXONE sublingual film, SUBOXONE sublingual tablets and SUBUTEX 
sublingual tablets REMS, a Dear Prescriber Letter will be mailed to all 
physicians certified to treat opioid dependence under the Drug Addiction 
Treatment Act of 2000 (DATA 2000). This letter is designed to convey and 
reinforce the risks of accidental overdose, misuse, and abuse of SUBOXONE 
sublingual film, SUBOXONE sublingual tablets and SUBUTEX sublingual 
tablets, as well as the need to appropriately monitor patients and document 
safe use conditions. The prescriber brochure, Office-Based Buprenorphine 
Therapy for Opioid Dependence: Important Information for Prescribers, and 
the Appropriate Use Checklist will be appended to the Dear Prescriber Letter. 
The letter will provide instructions on where to obtain copies of the Full 
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Prescribing Information and Medication Guide. Mailings will occur annually 
thereafter. 

d.	 Indivior Inc. will, on a monthly basis, identify any newly DATA 2000-
certified physicians and mail the applicable documents to them. The 
prescriber brochure, Office-Based Buprenorphine Therapy for Opioid 
Dependence: Important Information for Prescribers will be appended to the 
Dear Prescriber  Letter as well as the Medication Guide, Full Prescribing 
Information, and the Appropriate Use Checklist. 

e.	 To further reinforce safe use conditions, Indivior Inc. will ensure that 
within 30 days of FDA approval of the SUBOXONE sublingual film, SUBOXONE 
sublingual tablets and SUBUTEX sublingual tablets REMS, a Dear Pharmacist 
Letter will be mailed to all pharmacists on a national mailing list of all retail 
pharmacies authorized by DEA to handle schedule 3 controlled substances on 
a national mailing list from the National Technical Information Service. The 
pharmacist brochure, Office-Based Buprenorphine Therapy for Opioid 
Dependence: Important Information for Pharmacists will be appended to the 
Dear Pharmacist Letter as well as the Medication Guide, and Full Prescribing 
Information. Mailings will occur annually thereafter. 

f.	 Indivior Inc. will make the letters and all materials that are appended to the 
letters available through its toll-free information line, through its field 
personnel, and on the SUBOXONE and SUBUTEX REMS website. 

2.	 Monitoring 
a.	 Each patient using SUBOXONE sublingual film, SUBOXONE sublingual tablets 

and SUBUTEX sublingual tablets will be subject to the following monitoring: 
i.	 Return visits are scheduled at intervals commensurate with patient 

stability.  Weekly, or more frequent, visits are recommended for the first 
month. 

ii.	 Assessment and reinforcement of patient’s compliance with the 
prescribed medication. 

iii.	 Assessment of appropriateness of dosage prescribed. 
iv.	 Assessment of whether patient is receiving the necessary psychosocial 

support. 
v.	 Assessment of whether patient is making adequate progress towards 

treatment goals. 
b.	 Prescribers will document that each patient has received the required clinical 

monitoring using the ‘Appropriate Use Checklist,’ or by using another 
method/system (e.g. electronic health record) specific to the prescriber’s 
office practice. 

The following materials are part of the REMS and are appended to the REMS
 
document:
 
•	 SUBOXONE sublingual film Medication Guide 
•	 SUBOXONE sublingual tablets Medication Guide 
•	 SUBUTEX sublingual tablets Medication Guide 
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•	 Dear Prescriber Letter 
•	 Dear Pharmacist Letter 
•	 Appropriate Use Checklist 
•	 Prescriber Brochure, “Office-Based Buprenorphine Therapy for Opioid 

Dependence: Important Information for Prescribers” 
•	 Pharmacist Brochure, “Office-Based Buprenorphine Therapy for Opioid 

Dependence: Important Information for Pharmacists” 
•	 SUBOXONE and SUBUTEX REMS website (-www.IndiviorREMS.com) 

C. Implementation System 
The Implementation System includes the following: 
1.	 Indivior Inc. will ensure that all DATA 2000-certified physicians receive the Dear 

Prescriber Letter with the appended materials. 
2.	 Indivior Inc. will monitor compliance with the requirements to document prescribing 

and dispensing with documentation of safe use conditions through surveys of 
patients and prescribers, evaluations of health care utilization databases, and 
ongoing surveillance (sources including, but not limited to, internet, street 
ethnography, national databases, and surveys conducted at substance abuse 
treatment programs). 

3.	 Indivior Inc. will monitor and evaluate the implementation of the elements to assure 
safe use provided for under Sections B1, above, and in the manner described in the 
REMS supporting document, and will take reasonable steps to improve 
implementation of these elements to meet the goals of the REMS. 

D. Timetable for Submission of Assessments 
Indivior Inc. will submit REMS Assessments to FDA at 6 months and at 12 months for 
the first year from the date of approval of the REMS, then annually thereafter. To 
facilitate inclusion of as much information as possible, while allowing reasonable time 
to prepare the submission, the reporting interval covered by each assessment will 
conclude no earlier than 60 days before the submission date for that assessment. 
Indivior Inc. will submit each assessment so it will be received by the FDA on or before 
the due date. 
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MEDICATION GUIDE  
SUBUTEX® (Sub-u-tex) 

(buprenorphine) 
Sublingual Tablet (CIII) 

IMPORTANT: 
Keep SUBUTEX in a secure place away from children. Accidental use by a child is a 
medical emergency and can result in death. If a child accidentally uses SUBUTEX, get 
emergency help right away. 

Read this Medication Guide before you start taking SUBUTEX and each time you get a refill.  
There may be new information. This Medication Guide does not take the place of talking to your 
doctor. Talk to your doctor or pharmacist if you have questions about SUBUTEX.  

Share the important information in this Medication Guide with members of your household.  

What is the most important information I should know about SUBUTEX sublingual 
tablets? 

•	 SUBUTEX can cause serious and life-threatening breathing problems. Call your 
doctor right away or get emergency help if: 

o	 You feel faint, dizzy or confused 
o	 Your breathing gets much slower than is normal for you  

These can be signs of an overdose or other serious problems.  

•	 SUBUTEX contains an opioid that can cause physical dependence. 

o	 Do not stop taking SUBUTEX without talking to your doctor.  You could become sick 
with uncomfortable withdrawal signs and symptoms because your body has become used 
to this medicine 

o	 Physical dependence is not the same as drug addiction 
o	 SUBUTEX is not for occasional or “as needed” use 

•	 An overdose, and even death, can happen if you take benzodiazepines, sedatives, 
tranquilizers, or alcohol while using SUBUTEX.  Ask your doctor what you should do if you 
are taking one of these. 

•	 Call a doctor or get emergency help right away if you: 

o	 Feel sleepy and uncoordinated 
o	 Have blurred vision 
o	 Have slurred speech 
o	 Cannot think well or clearly 
o	 Have slowed reflexes and breathing 

•	 Do not inject (“shoot-up”) SUBUTEX. 
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o	 Injecting this medicine may cause life-threatening infections and other serious health 
problems. 

o	 Injecting SUBUTEX may cause serious withdrawal symptoms such as pain, cramps, 
vomiting, diarrhea, anxiety, sleep problems and cravings. 

•	 In an emergency, have family members tell the emergency department staff that you are 
physically dependent on an opioid and are being treated with SUBUTEX. 

What is SUBUTEX sublingual tablet? 

•	 SUBUTEX is a prescription medicine used to begin treatment in adults who are addicted to 
(dependent on) opioid drugs (either prescription or illegal drugs), as part of a complete 
treatment program that also includes counseling and behavioral therapy.  

•	 SUBUTEX is most often used for the first 1 or 2 days to help you start with treatment. 

SUBUTEX is a controlled substance (CIII) because it contains buprenorphine, which can be 
a target for people who abuse prescription medicines or street drugs.  Keep your SUBUTEX 
in a safe place to protect it from theft.  Never give your SUBUTEX to anyone else; it can 
cause death or harm them. Selling or giving away this medicine is against the law. 

•	 It is not known if SUBUTEX is safe or effective in children. 

Who should not take SUBUTEX sublingual tablets? 
Do not take SUBUTEX if you are allergic to buprenorphine. 

What should I tell my doctor before taking SUBUTEX sublingual tablets?  
SUBUTEX may not be right for you. Before taking SUBUTEX, tell your doctor if you: 

•	 Have trouble breathing or lung problems 
•	 Have an enlarged prostate gland (men) 
•	 Have a head injury or brain problem 
•	 Have problems urinating  
•	 Have a curve in your spine that affects your breathing 
•	 Have liver or kidney problems 
•	 Have gallbladder problems  
•	 Have adrenal gland problems 
•	 Have Addison’s disease 
•	 Have low thyroid (hypothyroidism)  
•	 Have a history of alcoholism 
•	 Have mental problems such as  hallucinations (seeing or hearing things that are not there) 
•	 Have any other medical condition 
•	 Are pregnant or plan to become pregnant.  It is not known if SUBUTEX will harm 

your unborn baby. If you take SUBUTEX while pregnant, your baby may have 
symptoms of withdrawal at birth. Talk to your doctor if you are pregnant or plan to 
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become pregnant. 
•	 Are breast feeding or plan to breast feed. SUBUTEX can pass into your milk and may harm 

the baby. Talk to your doctor about the best way to feed your baby if you take SUBUTEX. 
Breast feeding is not recommended while taking SUBUTEX. 

Tell your doctor about all the medicines you take, including prescription and nonprescription 
medicines, vitamins and herbal supplements. SUBUTEX may affect the way other medicines 
work, and other medicines may affect how SUBUTEX works. Some medicines may cause 
serious or life-threatening medical problems when taken with SUBUTEX.  

Sometimes the doses of certain medicines and SUBUTEX may need to be changed if used 
together. Do not take any medicine while using SUBUTEX until you have talked with 
your doctor. Your doctor will tell you if it is safe to take other medicines while you are 
using SUBUTEX. 

Be especially careful about taking other medicines that may make you sleepy, such as pain 
medicines, tranquilizers, sleeping pills, anxiety medicines or antihistamines. 

Know the medicines you take. Keep a list of them to show your doctor and pharmacist each time 
you get a new medicine. 

How should I take SUBUTEX sublingual tablets?  

•	 Always take SUBUTEX exactly as your doctor tells you. Your doctor may change your dose 
after seeing how it affects you. Do not change your dose unless your doctor tells you to 
change it. 

•	 Do not take SUBUTEX more often than prescribed by your doctor.  
•	 If you are prescribed a dose of 2 or more SUBUTEX tablets at the same time: 

o	 Ask your doctor for instructions on the right way to take SUBUTEX tablets  
o	 Follow the same instructions every time you take a dose of SUBUTEX tablet 

•	 Put the tablets under your tongue. Let them dissolve completely. 

•	 While SUBUTEX is dissolving, do not chew or swallow the tablet because the medicine will 
not work as well. 

•	 Talking while the tablet is dissolving can affect how well the medicine in SUBUTEX is 
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absorbed. 
•	 If you miss a dose of SUBUTEX, take your medicine when you remember. If it is almost 

time for your next dose, skip the missed dose and take the next dose at your regular time. D o 
not take 2 doses at the same tim e unless your doctor tells you to. If you are not sure about 
your dosing, call your doctor.  

•	 Do not stop taking SUBUTEX suddenly. You could become sick and have 
withdrawal symptoms because your body has become used to the medicine.  Physical 
dependence is not the same as drug addiction. Your doctor can tell you more abou t 
the differences between physical dependence and drug addiction.  To have fewer 
withdrawal symptoms, ask your doctor how to stop using SUBUTEX the righ t way. 

•	 If you take too much SUBUTEX or overdose, call Poison Control or get 
emergency medical help right away. 

What should I avoid while taking SUBUTEX sublingual tablets?  

•	 Do not drive, operate heavy machinery, or perform any other dangerous activities until 
you know how this medication affects you.  Buprenorphine can cause drowsiness and slow 
reaction times. This may happen more often in the first few weeks of treatment when your 
dose is being changed, but can also happen if you drink alcohol or take other sedative drugs 
when you take SUBUTEX. 

•	 You should not drink alcohol while using SUBUTEX, as this can lead to loss of 
consciousness or death. 

What are the possible side effects of SUBUTEX sublingual tablets?  

SUBUTEX can cause serious side effects including: 

•	 See “What is the most important information I should know about SUBUTEX 
sublingual tablets?” 

•	 Respiratory problems. You have a higher risk o f death and coma if you take SUBUTEX 
with other medicines, such as benzodiazepines. 

•	 Sleepiness, dizziness, a nd problems with coordination 
•	 Dependency or abuse 
•	 Liver problems. Call your doctor right away if you notice any of these signs of liver 

problems: Your skin or the white part of your eyes turning yellow (jaundice), urine tu rning 
dark, stools turning light in color, you have less of an appetite, or you have stomach 
(abdominal) pain or nau sea. Your doctor should do tests before you start taking and while 
you take SUBUTEX. 

•	 Allergic reaction.  You may have a rash, hives, swelling of your face, wheezing, or loss of 
blood pressure and consciousness.  Call a doctor or get emergency help right away. 

•	 Opioid withdrawal. This can include: shaking, sweating more than normal, feeling ho t or 
cold more than normal, runny nose, watery eyes, goose bumps, diarrhea, vomiting and 
muscle aches. Tell your doctor if you develop any of these symptoms.  

•	 Decrease in blood pressure.  You may feel dizzy if you get up too fast from sitting or lying 
down. 
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Common side effects of SUBUTEX sublingual tablets include: 
• Headache 
• Nausea 
• Vomiting 
• Increased sweating 
• Constipation 
• Drug withdrawal syndrome 
• Decrease in sleep (insomnia) 
• Pain 

Tell your doctor about any side effect that bothers you or that does not go away. 

These are not all the possible side effects of SUBUTEX sublingual tablet.  For more information, 
ask your doctor 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 SUBUTEX sublingual tablets? 
• Store SUBUTEX between 59°F and 86°R (15°C to 30°C). 
• Keep SUBUTEX in a safe place, out of the site and reach of children. 

How should I dispose of unused SUBUTEX sublingual tablets? 

• Dispose of unused SUBUTEX sublingual tablets as soon as you no longer need them. 
• Flush unused tablets down the toilet. 

General information about the safe and effective use of SUBUTEX sublingual tablets  
Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide.  
Do not use SUBUTEX for a condition for which it was not prescribed.  Do not give SUBUTE X 
to other people, e ven if they have the same symptoms you have. It may harm them and it is 
against the law. 

This Medication Guide summarizes the most important information about SUBUTEX sublingual 
tablet. If you would like more information, talk to your doctor or pharmacist. Yo u can ask your 
doctor or pharmacist for information that is w ritten for healthcare professionals. 

For more information call 1-877-782-6966. 

What are the ingredients in SUBUTEX sublingual tablets? 

Active Ingredient: buprenorphine 
Inactive Ingredients: lactose, mannitol, cornstarch, povidone K30, citric acid, sodium citrate, 
and magnesium stearate 
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MEDICATION GUIDE  
SUBOXONE® (Sub-OX-own) 
(buprenorphine and naloxone) 

Sublingual Tablet (CIII) 

IMPORTANT: 
Keep SUBOXONE in a secure place away from children.  Accidental use by a child is a 
medical emergency and can result in death.  If a child accidentally uses SUBOXONE, 
get emergency help right away. 

Read this Medication Guide before you start taking SUBOXONE and each time you get a refill.  
There may be new information. This Medication Guide does not take the place of talking to your 
doctor. Talk to your doctor or pharmacist if you have questions about SUBOXONE.  

Share the important information in this Medication Guide with members of your household.  

What is the most important information I should know about SUBOXONE sublingual 
tablets? 

•	 SUBOXONE can cause serious and life-threatening breathing problems.  Call your 
doctor right away or get emergency help if: 

o	 You feel faint, dizzy, or confused 
o	 Your breathing gets much slower than is normal for you  

These can be signs of an overdose or other serious problems.  

•	 SUBOXONE contains an opioid that can cause physical dependence. 

o	 Do not stop taking SUBOXONE without talking to your doctor. You could become sick 
with uncomfortable withdrawal signs and symptoms because your body has become used 
to this medicine 

o	 Physical dependence is not the same as drug addiction 
o	 SUBOXONE is not for occasional or “as needed” use 

•	 An overdose, and even death, can happen if you take benzodiazepines, sedatives, 
tranquilizers, or alcohol while using SUBOXONE. Ask your doctor what you should do if 
you are taking one of these. 

•	 Call a doctor or get emergency help right away if you: 

o	 Feel sleepy and uncoordinated 
o	 Have blurred vision 
o	 Have slurred speech 
o	 Cannot think well or clearly 
o	 Have slowed reflexes and breathing 

•	 Do not inject (“shoot-up”) SUBOXONE. 
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o	 Injecting this medicine may cause life-threatening infections and other serious health 
problems. 

o	 Injecting SUBOXONE may cause serious withdrawal symptoms such as pain, cramps, 
vomiting, diarrhea, anxiety, sleep problems, and cravings. 

•	 In an emergency, have family members tell the emergency department staff that you are 
physically dependent on an opioid and are being treated with SUBOXONE. 

What is SUBOXONE sublingual tablet? 

•	 SUBOXONE is a prescription medicine used to treat adults who are addicted to (dependent 
on) opioid drugs (either prescription or illegal); as part of a complete treatment program that 
also includes counseling and behavioral therapy. 

SUBOXONE is a controlled substance (CIII) because it contains buprenorphine, which can 
be a target for people who abuse prescription medicines or street drugs. Keep your 
SUBOXONE in a safe place to protect it from theft.  Never give your SUBOXONE to 
anyone else; it can cause death or harm them. Selling or giving away this medicine is 
against the law. 

•	 It is not known if SUBOXONE is safe or effective in children. 

Who should not take SUBOXONE sublingual tablets? 
Do not take SUBOXONE if you are allergic to buprenorphine or naloxone.  

What should I tell my doctor before taking SUBOXONE sublingual tablets?  
SUBOXONE may not be right for you. Before taking SUBOXONE, tell your doctor if you: 

•	 Have trouble breathing or lung problems 
•	 Have an enlarged prostate gland (men) 
•	 Have a head injury or brain problem 
•	 Have problems urinating  
•	 Have a curve in your spine that affects your breathing 
•	 Have liver or kidney problems 
•	 Have gallbladder problems  
•	 Have adrenal gland problems 
•	 Have Addison’s disease 
•	 Have low thyroid (hypothyroidism)  
•	 Have a history of alcoholism 
•	 Have mental problems such as  hallucinations (seeing or hearing things that are not there) 
•	 Have any other medical condition 
•	 Are pregnant or plan to become pregnant.  It is not known if SUBOXONE will harm 

your unborn baby. If you take SUBOXONE while pregnant, your baby may have 
symptoms of withdrawal at birth. Talk to your doctor if you are pregnant or plan to 
become pregnant. 
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•	 Are breast feeding or plan to breast feed.  SUBOXONE can pass into your milk and may 
harm the baby. Talk to your doctor about the best way to feed your baby if you take 
SUBOXONE. Breast feeding is not recommended while taking SUBOXONE. 

Tell your doctor about all the medicines you take, including prescription and nonprescription 
medicines, vitamins and herbal supplements.  SUBOXONE may affect the way other medicines 
work and other medicines may affect how SUBOXONE works.  Some medicines may cause 
serious or life-threatening medical problems when taken with SUBOXONE.  

Sometimes the doses of certain medicines and SUBOXONE may need to be changed if 
used together. Do not take any medicine while using SUBOXONE until you have talked 
with your doctor. Your doctor will tell you if it is safe to take other medicines while you 
are using SUBOXONE. 

Be especially careful about taking other medicines that may make you sleepy, such as pain 
medicines, tranquilizers, antidepressant medicines, sleeping pills, anxiety medicines or 
antihistamines. 

Know the medicines you take. Keep a list of them to show your doctor or pharmacist each time 
you get a new medicine. 

How should I take SUBOXONE sublingual tablets?  

•	 Always take SUBOXONE exactly as your doctor tells you. Your doctor may change your 
dose after seeing how it affects you. Do not change your dose unless your doctor tells you to 
change it. 

•	 Do not take SUBOXONE more often than prescribed by your doctor.  
•	 If you are prescribed a dose of 2 or more SUBOXONE tablets at the same time: 

o	 Ask your doctor for instructions on the right way to take SUBOXONE tablets  
o	 Follow the same instructions every time you take a dose of SUBOXONE tablet 

•	 Put the tablets under your tongue. Let them dissolve completely. 

•	 While SUBOXONE is dissolving, do not chew or swallow the tablet because the medicine 
will not work as well. 

•	 Talking while the tablet is dissolving can affect how well the medicine in SUBOXONE is 
absorbed. 
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•	 If you miss a dose of SUBOXONE, take your medicine when you remember. If it is almost 
time for your next dose, skip the missed dose and take the next dose at your regular time. Do 
not take 2 doses at the same time unless your doctor tells you to. If you are not sure about 
your dosing, call your doctor. 

•	 Do not stop taking SUBOXONE suddenly.  You could become sick and have 
withdrawal symptoms because your body has become used to the medicine.  Physical 
dependence is not the same as drug addiction. Your doctor can tell you more about 
the differences between physical dependence and drug addiction.  To have fewer 
withdrawal symptoms, ask your doctor how to stop using SUBOXONE the right way. 

•	 If you take too much SUBOXONE or overdose, call Poison Control or get 
emergency medical help right away. 

What should I avoid while taking SUBOXONE sublingual tablets?  

•	 Do not drive, operate heavy machinery, or perform any other dangerous activities until 
you know how this medication affects you.  Buprenorphine can cause drowsiness and slow 
reaction times. This may happen more often in the first few weeks of treatment when your 
dose is being changed, but can also happen if you drink alcohol or take other sedative drugs 
when you take SUBOXONE. 

•	 You should not drink alcohol while using SUBOXONE, as this can lead to loss of 
consciousness or even death. 

What are the possible side effects of SUBOXONE sublingual tablets?  

 SUBOXONE can cause serious side effects including: 

•	 See “What is the most important information I should know about SUBOXONE 
sublingual tablets?” 

•	 Respiratory problems. You have a higher risk of death and coma if you take SUBOXONE 
with other medicines, such as benzodiazepines. 

•	 Sleepiness, dizziness, and problems with coordination 
•	 Dependency or abuse 
•	 Liver problems. Call your doctor right away if you notice any of these signs of liver 

problems: Your skin or the white part of your eyes turning yellow (jaundice), urine turning 
dark, stools turning light in color, you have less of an appetite, or you have stomach 
(abdominal) pain or nausea. Your doctor should do tests before you start taking and while 
you take SUBOXONE. 

•	 Allergic reaction.  You may have a rash, hives, swelling of your face, wheezing, or loss of 
blood pressure and consciousness. Call a doctor or get emergency help right away. 

•	 Opioid withdrawal. This can include: shaking, sweating more than normal, feeling hot or 
cold more than normal, runny nose, watery eyes, goose bumps, diarrhea, vomiting and 
muscle aches. Tell your doctor if you develop any of these symptoms. 

•	 Decrease in blood pressure.  You may feel dizzy if you get up too fast from sitting or lying 
down. 
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 Common side effects of SUBOXONE sublingual tablets include: 
• Headache 
• Nausea 
• Vomiting 
• Increased sweating 
• Constipation 
• Drug withdrawal syndrome  
• Decrease in sleep (insomnia) 
• Pain 
• Swelling of the extremities 

Tell your doctor about any side effect that bothers you or that does not go away. 

These are not all the possible side effects of SUBOXONE sublingual tablet.  For more 
information, ask your doctor 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 SUBOXONE sublingual tablets? 
• Store SUBOXONE between 59°F and 86°F (15°C to 30°C). 
• Keep SUBOXONE in a safe place, out of the sight and reach of children 

How should I dispose of unused SUBOXONE sublingual tablet? 

• Dispose of unused SUBOXONE sublingual tablets as soon as you no longer need them. 
• Flush unused tablets down the toilet. 

General information about the safe and effective use of SUBOXONE sublingual tablets.  
Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide.  
Do not use SUBOXONE for a condition for which it was not prescribed. Do not give 
SUBOXONE to other people, even if they have the same symptoms you have. It may harm them 
and it is against the law. 

This Medication Guide summarizes the most important information about SUBOXONE 
sublingual tablet. If you would like more information, talk to your doctor or pharmacist. You 
can ask your doctor or pharmacist for information that is written for healthcare professionals. 
For more information call 1-877-SUBOXONE (1-877-782-6966). 

What are the ingredients in SUBOXONE sublingual tablets? 

Active Ingredients: buprenorphine and naloxone 
Inactive Ingredients: lactose, mannitol, cornstarch, povidone K30, citric acid, sodium citrate, 
FD&C yellow No. 6 color, magnesium stearate, acesulfame K sweetener and a lemon-lime flavor 
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Issued December 2011 

Manufactured by: Reckitt Benckiser Healthcare (UK) Ltd., Hull, HU8 7DS. UK  

Distributed by: Reckitt Benckiser Pharmaceuticals Inc., Richmond, VA 23235 

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

SUBOXONE® is a registered trademark of Reckitt Benckiser Healthcare (UK) Ltd. 

Copyright © 2011 Reckitt Benckiser Pharmaceuticals Inc. 
Printed in USA 

1-1283-002-US-1211 
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