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| serious liver problems (see Warnings and precautions).

Drug Withdrawal

When you stop taking Suboxone, you may experience drug
- sleeping, irritability, agitation, anxiety, feeling your heartbeat

(palpitations), increased blood pressure, feeling or being sick,

diarrhoea, shaking, shivering or sweating.

Reporting of side effects
If you get any side-effects, talk to your doctor or pharmacist.

This includes any possible side-effects not listed in this leaflet.:

You can also report side-effects directly via the Yellow Card
'Scheme website: www.mhra.gov.uk/yellowcard or search for
|
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| Suboxone® 16 mg/4 mg ; ' over the age of 65. | ! ! Iime?[ecésk?? our droct[cgr; Plggsb ?(ZIT onur (;Ilz?:tdrganb;sutﬁl | dangerous activities until you know how this medicine affects | PO not consume any food or drink until the tablets have | 1
1 sublingual tablets } * Misuse, abuse and diversion | } } sedativex;nyedicines vou are takingyand follow your doctor's | you. Suboxone may cause drowsiness, dizziness or impair | :completely dissolved. |
1 ; ‘ ' This medicine can be a target for people who gbuse ‘ " dose recommendation closely. It could be helpful to inform | your thinking. This may happen more often in the first few | : |
| buprenorphine / naloxone ! | prescription medicines and should be kept in aqsafe place 1o | ey e ! b el ; hU e he pdu ! } weeks of treatment when your dose is being changed, but it | How to remove the tablet from the blister ! w
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Read all of this leaflet carefully before you start taking | . protect it from theft (see section 5). Opioids should only be " stated above. Contact your doctor when experiencing such can also happen if you drink alcohol or take other sedative | | ! n
this medicine because it contains important information | | used by those they are prescribed for. Do not give your | ! symptoms. ! medicines at the same time s when you take Suboxone. | | 1- Do not push the tablet through the foil ; 3
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- This includes any possible side effects not listed in this ' combination with other central 1 < I ‘ | hervous system depression, which Is very serious. Below s, . dental problemand | } } } N
| leaflet. See section 4. ‘ ' nervous system depressants, ¢ \ __ l g . alistof examples of these types of medicines: ‘ 10 You have taken it according to the instructions given by ‘ ‘ n
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What is in this leaflet | " (tranquilisers), or other opioids. ' B | | 8| . o certain painkillers and cough suppressants, | | medicine and | ‘ ‘ . oo 3
1. What Suboxone is and what it is used for | " This medicine may cause severe | | Lo é A - Antidepressants (used to tréeat dfe_pressmn)‘such as | " o It was not affecting your ability to drive safely | | 3- lSi;taer(‘;mguf”rck))r:Ctkh;gc]icgﬁ (\)/\r/]hﬁ]ree tt)l;(e;ksSoal is |
2. \What you need to know before you take Suboxone | | il fatal ot g ' & |z | isocarboxazid, phenelzine, selegiline, tranylcypromine and | Talk to your doctor or pharmacist if you are not sure whether it | P !
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. : | | | | ! i ) | is safe for you to drive while taking this medicine. | | | y
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6. Contents of the pack and other information } ' accidentally or deliberately take it. | } ' - Barbiturates (used to cause sleep or sedation) such as This medicine contains Iactoze. If you have been told by your If the blister is damaged, discard the tablet }
| | ® Addiction and Withdrawal symptoms | | ' phenobarbital, secobarbital, ‘ | doctor that you have an mto!érance to some sugars, contact | D g q i o . ‘

This medicine contains buprenorphine which is an opioid, | , Taking this med_|C|‘ne regularly, particularly for F long time, | | -Tranquilisers (used to cause sleep or sedatipn) such as ! your doct_or before t_aklng this medicine. _ | | o§e adjustment and maintenance therapy: : 3
which can cause addiction. You can get withdrawal 1 - can lead to addiction. 1 . chloral hydrate. 1 1T2h's medlctl)lne C(r))ntalms less than 1 mlﬁ“‘?' Sgd'“”} , 1 During the days after you start treatment, your doctor may | o
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1 1. What Suboxone is and what it is used for ‘ \ (slelepj[n%, |rr|)ta.b|I|ty, agzabt;onaanmety, feeflmlg your Eeartbeat‘ ~ doxepine, or trimipramine. These medicines'may interact daily dose is 24 mg buprenorphine. !

. i _(palpttations), increased blood pressure, feeling orbeing | | with Suboxone and you maytexperience symptoms suchas. — . - e .\ Afteratime of successful treatment, you may agree with your, | ¥
P ; - : ! ' sick, diarrhoea, loss of appetite, shaking, shivering or ! b i : - - | Atways takethis medicine exactly as your doctor or | \ . | )
'Suboxone is used to treat depe_ndgnce on op|_0|d (narcotic) | | . Ye ' app i g h £ h 9 | . involuntary, rhythmic contractions of muscles, |lnc|‘ud|ng the , pharmacist has told you. Check with your doctor or pharmacist doctor to reduce the dose gradually to a lower maintenance
drugs such as heroin or morphine in drug addicts who have | | sweating. Your prescriber will discuss with you how to | | muscles, that control movement of the eye, agitation, | if t | | dose. |
:agreed to be treated for their addiction. Suboxone is used in ' | _gradually reduce your dose before stopping the r_m_adlcme. It " hallucinations, coma, excessive sweating, tremor, | if you are no sgre. . . ‘ Stopping treatment ‘
adults and adolescents over 15 vears of age. who are also | | is important that you do not stop taking the medicine | . exaggeration of reflexes, increased muscle tension, body Your treatment is prescribed and monitored by doctors who | } _ _ . | w
ety dical social and Y holodi gl ’ : ! " suddenly as you will be more likely to experience ! " temperature above 38°C. Cantact your doctor when ! are experienced in the treatment of drug dependence. ! Do not suddenly stop taking this medicine. If you want to stop, ~
[ecening Mecledl, Socta’ and psyeneregica’ support ‘ - withdrawal symptoms. ‘ ‘ " experiencing such symptoms ‘ ‘ Your doctor will determine the best dose for you. During your ' taking this medicine, discuss this with your prescriber first. | o
lThiS medicing pontains buprerjorphir_]e whiqh‘belongs toa | | This medicine can cause opioid withdrawal symptoms if you: o Clc?nidine (uged to tréatphigh‘blood pressure) may extend | ‘Treatment the doctor may adjust the dose dépelnding Sp{)n | They will tell you how to do this, u§ually by reducing the dose | g
class of medicines called opioids. This medicine has been ! [ . . L | | . - [ ! ' ’ ! gradually so that any unpleasant withdrawal effects are kept to
‘ . . | I take it too soon after taking opioids. You should leave at | 1 the effects of this medicine.! ‘ | your response to treatment. | | e . w
prescribed to you and should not be given to anyone else. | " least 6 hours after vou use a short.acting opidid (e | '« Antiretrovirals (used to treat HIV) such as ritonavir | | . _ | a minimum. Withdrawal symptoms such as restlessness, |
Opioids can cause addiction and you may get withdrawal | | morohine. heroin) gr at loast 94 hours afg[erp y usgé |  elfinavir indinavir mav inerease the effects of this | Your prescriber should d'_SCU§5 your treatment and whether | difficulty sleeping, irritability, agitation, anxiety, feeling your |
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should have explained how long you will be taking it for and . longracting opiord such as methadone. \ ; , medicine. | L. ‘ ‘ and your prescriber decide to stop treatment, a plan willbe being sick, diarrhoea, shaking, shivering or sweating may ‘ 4
when it is appropriate to stop, how to do this safely | * Liver damage | |  Some antifungal agents (used to treat fungal infections) but in place to gradually reduce the dose and stop taking the | occur if you suddenly stop taking this medicine }

: ! ' | I Liver damage has been reported after takn’]g $uboxone’ | . such as ketoconazole, |t.raCO aque, certain qntlblotlcs, may medicine to minimise the risk of withdrawal effects. | | ) ’ |
| 1 - especially when the medicine is misused. This could also be: - extend the effects of this medicine. 1 ! . | 1 Do not change the treatment in any way or stop treatment | w
| 2. What you need to know before you take } " due to viral infections (e.g. chronic hepatitis C), alcohol } * Some medicines may decrease the effect of Suboxone. } ‘Starting treatment ; without the agreement of the doctor who is treating you. ; N
| Suboxone | " abuse, anorexia or use of other medicines with the ability to! ' These include medicines used to treat epilepsy (suchas | 'The recommended starting dose for adults and adolescents If you take more Suboxone than you should ! n
l ; ' harm your liver (see section 4). Regular blood tests may ; ; carbamazepine and phenytoin), and medicines used to treat, ‘over the age of 15 years is usually two Suboxone 2 mg/0.5 : If you or someone else takes too much of this medicine, you §
Do not take Suboxone . | ' be conducted by your doctor to monitor the condition . tuberculosis (rifampicin). | \ | rmg sublingual tablets. \ | must go or be taken immediately to an emergency centre or |
. if you are allergic to buprenorphine, naloxone or any of the | i of your liver.Tell your doctor if you have any liver |  Naltrexone and nalmefene (medicines used fo treat | 'This dose may be repeated to twice on day 1 depending on | hospital for treatment as overdose with Suboxone may cause |
. other ingredients of this medicine (listed in section 6) : ' problems before you start treatment with Suboxone. | | addictive disorders) may preyent the therapeutic effects of 'your needs. | ! serious and life-threatening breathing problems. !

_» ifyou have serious breathing problems - s Bloodpressure — — — — — — — — - ' _ 1 Suboxone. They should not be taken at the same timeas 10"~ aware of the diear sians of withdrawal before | SYmptoms of overdose may include feeling sleepyand v
» if you have serious problems with your liver ! ‘ - o | I Suboxone treatment because you may experience a sudden| ‘You'should be aware of the clear signs of withdrawal before uncoordinated with slowed reflexes, blurred vision, and/or | 4
(I ; . . This medicine may cause your blood pressure to drop ; . | !
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¢ 1Tyoue _ _ Hav 9 | " suddenly, causing you to feel dizzy if you get up too quickly ! , onset of prolonged and intense withdrawal. | 'wh K first | slurred speech. You may be unable to think clearly, and may
| s;/veﬁulng, anxiety, confusion, or hallucinations caused by ! " from sitti'ng or lying down | ! Suboxone with food, drink a‘ d alcohol ‘ ! rwhen to take your first dosel ! breathe much slower than is normal for you. !
" alcohol. | | ’ | [ . . : . (e | I i i | ! |
o if you are taking naltrexone or nalmefene for the treatment of * Diagnosis of unrelated medical conditions, ! Do not have alcohol whilst being treated \/_Vlth this medicine. | . hsc;[%?:g treatment of Sub?xone whilst dependent on | If you forget to take Suboxone . | w
" alcohol or opioid dependence | | This medicine may mask pain symptoms that could assist in| Alcohol may increase drowsiness and may increase the risk of! l ! Tell your doctor as soon as possible if you miss a dose. } b-u
‘ : - ' } " the diagnosis of some diseases. You must tell your doctor ! respiratory failure if taken with Suboxone. Do hot swallow or | " If you are dependent uponheroin or a short acting opioid, ' If you stop taking Suboxone } 3
L‘I,_Varnlngs and precautions . . . | | that you take this medicine. ‘ | :C.OnSUme food or any drink until the tablet is completely | | your first dose should be taken when signs of withdrawal | Do not change the treatment in any way or stop treatment : 3
:.alk to yourfcjoctor beforle‘taklng Suboxone if you have: ‘ Children and adolescents | ! dissolved. ! ! ! ' appear, at least 6 hours after you last used opioids. ! without the agreement of the doctor who is treating you. !
. Zgﬁﬁzsérlésthogrct;)rg\;ttjhsilr?nsroblems | Do not give this medicine to children under the age of 15. If. Pregnancy and breast-feeding | | e Starting treatment of Suboxone whilst dependent on | Stopping treatment suddenly may cause withdrawal |

— e problems with your |Weﬁgu%hﬁsﬁepamiy . ouare between 15 and 18 years old your doctor may monitor, If you are pregnant or breast-feeding, think youmaybe | | methadone o . symptoms. _ . Y
| | H | [ H | | . . o | | . ) | Y
e low blood pressure ‘ you more closely during treatment, because of the lack of | pregnant or are planning to have a baby, ask your doctor for ' If you have been taking methadone or a long acting opioid, ' © If you have any further questions on the use of this !
© recently suffered a head injury or brain disease | ;data in this age group. ‘ : advice befqre taking this medicine. The risks of using : " the dose of methadone should ideally be reduced to below : medicine, ask your doctor or pharmacist. 1
| . . . . . ! Other medicines and Suboxone ! 'Suboxone in pregnant women are not known. ! ! P . ! ! w
e a urinary disorder (especially linked to enlarged prostrate in w ; ' | L w ; | | . w i 30 mg/day before beginning Suboxone therapy. The first ‘ w
| ! Tell your doctor if you are taking, have recently taken or might | Do not take Suboxone if you are pregnant or think you might ! i ! | . . w w

men) ! ! ou | ! ) Oor \ , dose of Suboxone should be taken when signs of | 1 4. P bl de effect ‘ Q
o any kidney disease : take any other medicines. ‘ : be pregnant unless you have discussed this with your : " withdrawal appear, and at least 24 hours after you last ' [Gon el ol A D Gl 6 | n
 thyroid problems | Some medicines may increase the side effects of Suboxone, | prescriber and the benefits of treatment are considered to | ' used methadone. | } l 3
» adrenocortical disorder (e.g. Addison's disease) ! these can be serious. Do not take any other medicines whilst ! outweigh the potential harm to the baby. Your blgctor will ! ! ‘ ! LLike all medicines, this medicine can cause side effects, | 3
* depression or other conditions that are treated with 1 rg;ggi;nt_)oxone without first talking to your do‘btor, 1 gﬁg'ﬂi;&/giﬁ;ﬁiﬁ?em should‘j be continued \‘W'th an : : : 1 although not everybody gets them. 1
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“Tell your doctor immediately or seek urgent medical " MHRA Yellow Card in the Google Play or Apple App Store. By "~~~ 7~~~ e T oo T oo !
‘attention if you experience side effects, such as: ! reporting side ef‘fepts you can help provide more information ! ! ! ! ! ! ‘ ! ! !
30 swelling of the face, lips, tongue or throat which may | on the safety of this medicine. ! | | ‘ ‘ | | ! | | }
. cause difficulty in swallowing or breathing, severe } ‘ ‘ : } ‘ ‘ } } ‘ } } }
i hives/nettle rash. These may be signs of a life-threatening | ! ‘ \ ! ! \ ! ! |
' allergic reaction. 1 5. How to store Suboxone 1 1 ! ! 1 1 ! | | |
1 e feeling sleepy and uncoordinated, have blurred vision, have | ! , " . ) | | ! ! | | ! | | 3
' slurred speech, cannot think well or clearly, or your 1 ;Keﬁep ths mﬁd:glne OuéOf the sight and reach of children and | | ! ! | | ! | | |

. _breathing gets much slower than is normal foryou.. . _ | _ _ Otherhousehold members. ., S I Lo Lo N 4
| : : : ; ; ! It can cause serious harm and be fatal to people who may ' ! ! ! ! ! !

Al tell doct diately if ren | = i | | ‘ | | | | | | |
:eﬁse?:t:su‘{;uars octor immediately if you experience side : Fake this medicine by accident,ior intentionally when it : : | | : : | : : :
‘e severe tiredness, itching with yellowing of skin or eyes. ! has not been prescribed for them. } } | | } } | } } }
| The_se may be_symp_toms of liver damage. o ! ! | ! ! | | ! ! | ! ! !
'® seeing or hearing things that are not there (hallucinations). Do not use this medicine after the expiry date which is stated | } ‘ | } } | } : !
\ ; on the carton. The expiry date refers to the last day of that ; ; | | ; ; | ; ; 1
} Side effects reported with Suboxone | month | } } | | } } | } } }
[Very common side effects (may affect more than one in 10 | This medicine does not require any special storage conditions.| l \ \ 1 1 \ 1 1 1
|people): ; However, Suboxone can be a target for people who abuse ; ; | | 1 1 | 1 1 ;

~ [Insomnia (inability to sleep), constipation, nausea, excessive [ P:gfg;p&'??omiﬁgp& Keep thistnedicine ira-safe placs to — — — = — — — — — o T e N
|sweating, headache, drug withdrawal syndrome | }g ho bl f. | | | | | | | P \ ! | | |
! 3 . - | Store the blister safely. | | w b | ! ! !

; Common Sl effef?ts izl GHiCoi U9 G L O peoplg). | Never open the blister in advance. | | | | | V! g | g l | | 1
{Weight loss, swelling of the hands and feet, drowsiness, | Do not take this medicine in front of children. ! ! ‘ ‘ ! L < | < | ! ! !
|anxiety, nervousness, tingling, depression, decreased ; An emergency unit should be contacted immediately in case ! ! ! ! ' ¢ | ¢ | ! ! !
|sexual drive, increase in muscle tension, abnormal : of accidental ingestion or suspicion of ingestion. : : \ \ ! ' 5 | 5 1 ‘ ‘ w
[thinking, increased tearing (watering eyes) or other tearing|, :Do not throw awav anv medicines via wastewater or | | | | | P & ‘ & ; | | |
|disorders, blurred vision, flushing, increased blood ! ‘ v any . [ [ ! ro | [ [ |
|oressure, migraines, runny nose, sore throat and painful | household waste. Ask your pharmacist how to throw away ! ! ‘ ‘ ! ' \ | ! ! !
! swallovviﬁg creased cough up;set stomach or other | medicines you no longer use. Thelse measures will help to | | | | | C | | | | |
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|stomach discomfort, diarrhoea, abnormal liver function, | :pfotecHhe enviro nt B | | = B | ! = ! | |
[flatulence, vomiting, rash, itching, hives, pain, joint pain, | ; ; ! ! ! ! ! ! ! :

Imuscle pain, leg cramps (muscle spasm), difficulty in | 6. Content of the pack and other information | | \ \ | | \ | | |
[getting or keeping an erection, urine abnormality, | | | | | | | | | | |
labdominal pain, back pain, weakness, infection, chills, | What Suboxone contains _ ! ! | | : : | ! | |
|chest pain, fever, flu-like symptoms, feeling of general ! - The active substances are buprpnorphme_and naloxone. 1 1 | | : : | ! ! |
|discomfort, accidental injury caused by loss of alertness 1 : Each 2 mg/Q.5 mg subllngual'tqblet contains 2 mg ! ! | | ! ! | ! ! |
lor co-ordination, faintness and dizziness. | . buprenorphine (as hydrochloride) and 0.5 mg naloxone (as | | ‘ ‘ | | ‘ | | |
| Lneomion sid el gy el tip o i 100 pogals) | | Ez(ifrwoghrL?QrJ>%ergéhZSE)alitneg;.ua| tablet contains 8 mg | | ‘ ‘ | | ! | | |

~ |Swollen glands (lymph nodes), agitation, tremor, abnormal || _buprenorphine (as hydrochloride) and 2 mg naloxone (as. . + . _ _ _ _ I B Lo L .
|dream, excessive muscle activity, depersonalisation (not ! | hydrochloride dihydrate). | ! ! | | ! ! | ! ! !
|feeling like yourself), medicine dependence and addiction, ; ' Each 16 mg/4 mg sublingual tablet contains 16 mg ; ; | | : : | : : 1
[zmnesia (memory disturbance), loss of interest, exaggerated | ' buprenorphine (as hydrochloride) and 4 mg naloxone (as | ; | | ; ; | ; ; ;

;fe'elmg of wellbemg, seizures, convul_smn (fits), speech | i hydrochloride dihydrate). | | ‘ ‘ | | | | | |
[disorder, small pupil size, difficulty urinating, eye | r The other ingredients are lactose monohydrate, mannitol, | | | | | | 1
Jinflammation or |r_1fect|on, rapid or slow heartbeat, low blood ; ' maize starch, povidone K30, citric acid anhydrous, sodium ; ! ! ; ; ! ; ; ;
[pressure, palpitations, heart attack, chest tightness, ! ' citrate, magnesium stearate, acesulfame potassium and } ‘ ‘ ! ! ! ! ! !
|shortness of breath, asthma, yawning, _pain and sores in | | natural lemon and lime flavour. ! | | \ \ ! ! \ ! ! !
! mouth, tongue o!|sc_olourat|on_, acne, skln noqlule, hair loss, || What Suboxone looks like and contents of the pack | | | | | | | | | |
|dry or scaling skin, inflammation of joints, urinary tract ! Sub 2 blingual tabl hite h I ! | | ! ! | ! ! !

— linfection, abnormal-blood tests; blood in urine, abrormal — [ — — }b£ OXONE bTrngf/O%Sr%gisuilrLgthl\%’%t%a@ Vl/d e 7e>iag%n§ - — - — = — = i B e s e e + —
|eiaculation, menstrual or vaginal problems, kidney stone, | 1813:88)\(/%;6]8 rits/zom : sumb:?nWLlj;I wablets 2r§i\'/sr?iteor?e?<ge§rlwa?. | | | | | | 1
|protein in your urine, painful or difficult urination, sensitivity |, :biconvex tabletgs of 1% mm V\?ith “N8" debossed on onegside | | ‘ ‘ | | | | |
|to heat or cold, heat stroke, loss of appetite, feelings of ! Sub 16 4 bli | tabl hi d o ; | | ; ; ; ; 1
|hostility ‘ Suboxone 16 mg/4 mg sublingual tablets are white roun ‘ ‘ | | ‘ ‘ ‘ ‘ ‘
| ' | biconvex tablets of 10.5 mm | | ‘ ‘ | | | | |
[Not known (frequency cannot be estimated from the 1 with “N16" debossed on one side. 1 1 ‘ ‘ 1 1 1 : !
|available data): | Packed in packs of 7 and 28 tableis. ! ! ‘ | ; : ! ! |
|Sudden withdrawal syndrome caused by taking Suboxone i iNOt all p-;ack 51285 rfway -be marketed. i i | | i i i i 3
[too soon after use of illicit opioids, drug withdrawal ‘ Marketing Authorisation Holden‘l ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘
|syndrome in new-born babies, slow or difficult breathing, | Indivior UK Limited l l l l l l }

— |dental caries, liver injury with or without jaundice,  ~ [~ — TheChapteoBuilding~ — — — ~ — — — — — — = = = — T T e 2 T e T
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