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T PACKAGE LEAFLET: "~~~ "® adrenocortical disorder (e.g. Addison’s disease) | | Addiction can cause withdrawal symptoms when | | _muscles, including the muscles, that control o If you use Subutex during pregnancy, your 000000
! INFORMATION FOR THE USER | ® depression or other conditions that are treated | | you stop taking this medicine. Withd:rawal | i movement of the eye,‘agitation, hallucinations, | baby may become dependent and experience |
! o ! I with antidepressants. The use of these medicines ! I symptoms can include restlessness, difficulty ! | coma, excessive swea”ting, tremor, exaggeration | withdrawal symptoms including problems with ! “ﬁ
| Subutex®0.4 mg, 2 mg and 8 mg ! ' together with Subutex can lead to serotonin ! ' sleeping, irritability, agitation, anxiety, feeling ! " of reflexes, increased muscle tension, body ! breathing after the birth which may need to be ! o
| sublingual tablets ! ' syndrome, a potentially life-threatening condition ! ' your heartbeat (palpitations), increased blood ! ' temperature above 38°C. Contact your doctor ! treated. These symptoms may occur several days ! §
: buprenorphine | ' (see “"Other medicines and Subutex”)! | ' pressure, feeling or beinhg sick, diarrhoea, loss of | ' when experiencing such symptoms. ; after birth. ;
| . | Important things to be aware of: | | . appetite, shaking, shivering or sweating. Your * Other medicines that may make you feel sleepy | Do not take Subutex while you are breastfeeding as |
lr:lgd altlhqf th::;dl_e?fleLcarefulIytbefotr:_ you Starttant : o Misuse, abuse and diversion J ; ; p;gscrlber wgl dlscgueis \ngth you hovlll/go g:jrczil_dl_JaIIyI ; ; VY}ZIChPeare used to tre?;tkl)llnisse.s such as_am_ggty, ; buprenorphine passes into breast milk and will ; R
— taking-this medicine because it-contais-impor T " This medicine can be a target for people who | | reduceyour-dose betore stopping the-meaicine-It- — — — sleeplessness, convulsions+ seizures; pain. these' — — “affectyourbaby. — — — — — — — — — — — — — — + T
information for you. 1 l o .o P l s l l ici i l — . . l
: K(ree tlhis Iez:f?,etuYou mav need to read it aqain. | ~ abuse prescription medicines, and should be kept | 1S wg_p_ortantggat Iyou do not ﬁf%p talgngl'gtel o | ‘ ;cypels of rrll(_edlql[ng_?cf\_/vu:tr?duce y;)u(rja_lertne;s ‘ Driving and using machines ‘
. If P h furth Y ¢ o % . l . in a safe place to protect it from theft. Opioids | . medicine suddenly as you will be more likely to . 'evels making it difficuit tor you to drive and use | If you feel drowsy or dizzy while taking these tablets |
" or pharmaciat, o onS BSKYOUTEOSIOT, 1 should only be used by those they are prescribed | HRECEREMIENE WRRERR e L e eprecsion, which o very serious. Below | 00 not use machinery. s
! ; . 1 . for. Do not give edicine t eelse. | 1 , l Tt A ’ l ‘ ici ili i i l {
* This medlcm_e has been prescribed for you only. | | T%rkin; rr:i(:;h?alrvdgs%usron:mcl;;lenfreg:ém (;losessof | i you take it less than 6 hours after you use a | i is a list of examples of these types of medicines: | Lha‘a\/Tﬁeadlgglcguczgggs(gry;:;yablIlty to drive as it | g
- Do not pass it on to o_thers. It may harm them, | ' opioid may increase the risk of addiction. Overuse' | short-acting opioid (e.g. morphine, h\e_rom) or I_ess | - other opioid containing mfadlcmes such as | e Do not drive while taking this medicine until you 3
~even if their signs of iliness are the same as | " and misuse can lead to overdose and/or death. ' . than 24 hours after youiuse a long-acting opioid ‘ methadone, certainipain killers and cough ‘ " know how it affects vou !
L yours. . : * Breathing problems | : . such as methadone. | | : : suppressants. | : . it ig an gffence E)Cdsri\(/% if this medicine affects |
* Ifyou get any side effects, talk to your doctor or | l Some people have died \ l e Liver damage \ \ l ' - antidepressants (used to treat depression) such | l bility to dri 1 Y
- pharmacist. Thisincludes any possible side — — 7~ " g oot e L | ", . | Liverdamage has beenreported aftertaking | | as isocarboxazide, phenelzine, selegeline, | YU &% zoﬁ ot be commitingan | |
. effects not listed in this leaflet. See section 4. ! L il ! " ZAZ | Subutex, especially when the medicine is ! ! tranylcypromine, and valproate may increase | ! o !
‘ | | |nab|||t to breathe | ‘ - | 2R | . r p Yy e \ : . | | yicyp o n va p Yy | | . |
What is in this leaflet: ! ! foecausgthey misus)ed this | B} | - 2| % | misused. This could also be due to viral infections, ! the effects of this medicine. | | off_?rr:ce If.d' ine has b ibed to treat |
1. What Subutex is and what it is used for | ' medicine or took it in ; £ ‘ —_ 5|~ | (chronic hepatitis C), alcohol abuse, anorexia or | - sedative H, receptor antagonists (used to treat | ! ° edmel |C|ge ta? eet?l prescr(lj edtotreata ; @
2. What you need to know before you take Subutex | ! binati ith oth ! Y ‘ — ' use of other medicines with the ability to harm ! allergic reactions) such as diphenhydramine ! ) medical or dental problém an . . ! o
3. How to take Subutex 3 3 ggmr;rﬁéfvnonvé sy(;te?nr 3 < ‘ E i i 3 your liver (see section 4). Regular blood tests mayi 3 and chlorphenamineg. 3 3 o You h?)vet;aken It ac_:tc):ordlng t%th_e]:nstrui:_tlons i 3
4. Possible side effects ‘ ‘ | g '%!. ' beconducted by your doctor to monitor the ! ' - barbiturates (used to cause sleep or sedation) ! given Dy the préscriber or in the intormation | 3
‘ w - depressants, such as ‘ S | — s e h - w w X . ! ! provided with the medicine and !
:5. How to store Subutex _ _ ; ' alcohol, benzodiazepines |- E t; ' condition 9f your liver. Tell your doctor if you : : such a.s.phenobarblpal, secobarbital. . : " o It was not affecting your ability to drive safely !
6. Contents of the pack and other information ! ! T | » 2| £ 1+ have any liver problems before you start ! - tranquilisers (used to cause sleep or sedation) w L |
p (t | ) th P $
. o ; . s ! - \tranquilisers), or other | cETE . w w ! Talk to your doctor or pharmacist if you are not sure:
~ This medicine contains buprenorphine whichisan = ' opioids.. — — — — — — — |17 treatmentwithSubutex. . . suchaschloral hydrate. =~ '~ whether it is safe for vou to drive while taking this |+ | ——
opioid, which can cause addiction. You can get | Tolerance. dependence and addiction | ‘—'8 mm | . Blood pressure | | ! . Naltrexone may prevent Subutex from working. If: medicine Y g ;
withdrawal symptoms if you stop taking it | . >, dep . X L | + This product may cause your blood pressure to i you take naltrexone whilst you are taking Subutex | . . . |
ymp y P g e P
suddenl l lTh'S medicine contains buprenorphine which is an . drop suddenly, causing you to feel djzzy if you get! | you may experience a sudden onset of prolonged | Subutex contains lactose and sodium l
| Y l opioid medicine. Repeated use of opioids can result | . up too quickly from sitting or lying d’own. l ' and intense withdrawal symptoms. l This medicine contains lactose. If you have been l N
:1. WHAT_SUBUTEX IS AND WHAT IT IS US_ED FOR | in the drugdbelqg Less effectlvelz (you b)eclzqome g | o Diagnosis of unrelated medical conditions ! e Clonidine (used to treat high blood pressure) may | told by your doctor that you have an mtolera!nce to | o
:Subute_x is used to treat dependence on opiate l :aﬁc:(;)ustome tr?. It, nowr|1 asl to(;a:andce ; Zpeate use ' This medicine may mask pain symptoms that | " extend the effects of this medicine. | some sugars, contact your doctor before taking this . §
:(narcotlc)_ drugs, such as morphine and heroinin = lob uprengrpdér_wi_can a rs\_o hea © epﬁr? ence, | ' could assist in the diagnosis of some diseases. Do| » Anti-retrovirals (used to treat AIDS) such as | medicine. . ) !
‘drug a_ddlcts who have agreed to be treated for thelrl 16} use, and addiction, which may result in ! ' not forget to advise yodr doctor if ydu take this " ritonavir, nelfinavir, indinavir may increase the fl'hls medicine contains _Iess than 1 mm_ol sodium !
addiction. ‘ ‘:Zl)fe—thrgatenmg Ot\jlgl’dose- y ‘f " ‘ " medicine \ ! : " effects of this medicine ‘ (23 mg) per tablet, that is to say essentially :
! i i 0 Dependence or addiction can make you feel that you, ‘ L \ . i | 'sodium-free’ L
- §:§L;te}<;s gseﬁigaéigllis ar;gez_id_cr)ljesr;:](zgt_sé;vgr g?;l S ‘a?egnalanéeFirTCBnYr(ﬂ of how %Jc»rlfnfed*ici*néy%u* '~ — Other médlflnéfaﬁdSlﬂ)‘ﬁtﬂ( S -~ —» Someantifungal agents (used to treat fungal — —|~ — ‘sodium-free’. i
gndr So chgolowicoal ;u o?'tr ving cal, social need to take or how often you need to take it. l Tell your doctor or pharmacist if you are taking, l . infections) such as I_<et‘bconazo_le and itraconazole | 3. HOW TO TAKE SUBUTEX !
1This?nzdicinegcontair?spbubrenorphine which : h’he risk of becoming dependent or addicted varies : ihaV;_ recently taken or m'¢ht take any d‘ther : : Zﬂgc‘;grg't”h?S”;‘"\t;'g;‘é?r?é(macr‘)“de) may extend thei ;\(ou must place the tablet under your tongue :
: . . | rfrom erson to person. You ma have a greater rlsk | me ICIneS'_ . . . | | v ) R . | \(Subllngual) and a”OW it to d|SSOIVe, WhICh W|” take : W
;?ﬁ'.ongs foa C";ss of medicines called opioids. " of betoming depandent on or addicted QS . Some medicines may increase the side effects of | ® medicines used to treat allergies, travel sickness | 56 10 minutes. This is the only way to take the | &
1shc',suﬂe,?c',flgg i?/i??gnagr?::gg% t%y%t;dasngan l buprenorphine if: | l Subutex and may sometimes cause very serious | . or nausea (antihistamines or antiemetics); l tablets. Do not chew or swallow them whole, as l 3
cause addiction and you may get withdrawal - » Youor anyona in your family have ever abused ori  FPRE Iogi'ba?ez?:/iﬁ?ui:‘]?t)*sc;ttgtlel:inmefgcjgii ot || (rgﬁgg:slsgﬁézége:rt ﬁZZf&'ZETiZS'-S“derS - theywill not work. :
isymptpms if you stop taking it suddenly. Your | ! beecrl1_ erendglrlwt onI z(ajlcoho(lz p(;zgctr_lptl‘g)n | 1espegially: | g ‘ a o muscle relaxants: ‘ ! | :YO(;]F doctﬁr V\;IC|I| tFII youfhlclnw n:r?_ny 'g:lb_lets to take |
 prescriber should have explained how long you will | (Redieines of 1 egal drugs fraddietion™. 1 J"Benzodiazepines (used to treat anxiety or sleep | * medicines to treat Parkinson’s disease. o e ent | 1
Tﬁg\}vafénggttz?;:g&‘;vheh itis appropriate to stop, * You have ever had problems with your mood | '~ disorders) such as diazépam, temazepam, | . gobme me_ﬁ]cmes_ mlay:j \?:Iecrec?_sc_e the eff(zct of | K/viﬁVSubjtex pl bfﬁenm :mmzr erzfe ent A
! . ‘ | X ; A | | i | | tex. These include medicines used to treat | ]
| ‘ . (depression, anxiety, or a personality disorder) or | . alprazolam. Concomitant use of Subutex and ‘ oy : L ‘ i ' |
2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE = | (ha\,% Do e L o oabchiatriat fof othor bor | edative medicines such as benzodiazepines or | | epilepsy (such as carbamazepine and phenytoin) | @lready clear signs of withdrawal symptoms. |
- SUBUTEX 1 : mental illnesses y apsy ! : . related drugs increases| the risk of drowsiness, . and medicines used to treat tuberculosis 1 Your prescriber should discuss your treatment and | W
| : l l - ) NP I l - difficulties in breathing/(respiratory depression), - (rifampicin). \ l whether you need to continue taking tablets at | o
Do not take Subutex: l l If you notice any of the following signs whilst 1 . coma and may be life-threatening. Because of To get the greatest benefit from taking Subutex, you regular intervals. If you and your prescriber decide | 3
* If you are a child under the age of 16 years. taking buprenorphine, it could be a sign that you : o 9 . o i i 3
‘ i i 1 1 tad- 1 . this, concomitant use should only be considered | must tell your doctor about all the medicines you | to stop treatment, a plan will be put in place to !
® If you are allergic to buprenorphine or any of the have become dependent or addicted: ' L y C =1 YO . N YO )
. other ingredients of this medicine (listed in : e You need to take the medicine for longer than : - when other treatment options are not possible. | are taking, including alcohol, medicines containing | gradually reduce the dose and stop taking the ;
. section 6). | " advised by your doctor \ 1 . However if your doctor|does prescribe Subutex | alcohol, street drugs, and any prescription medicine | ;m.edlcme to minimise the risk of l
— ‘e If you have serious breathing problems.— — — — T - *:r You need to take more than the recommended™ *i* - T -together with sedative medicines the dose and T - ,%ouaLeIaMng that has not been prescribed iOLyQu*i* - %Nlihdrawaleft.ectsﬁ e S Ml w
® If you have serious problems with your liver. | ' dose | | . duration of concomitant treatment should be | Dby your doc.:tor. o | Adults and children over the age of 16 years: when |
e If you are intoxicated due to alcohol or have | e You are using the medicine for reasons other than I limited by your doctor._\P_Iease tell your d_octor ! Subutex WIth_ food, drink anfi alcohol _ ! beginning treatment the dose is between 0.8 to !
" trembling, sweating, anxiety confusion or ! ! prescribed, for instance, ‘to stay calm’ or ‘help ! ! about all sedative Enedlplnes you are tak!ng, and | ‘Alcohol may increase dr_pwsw]ess _a_nd may increase | 4mg, taken once a day. | w
" hallucinations caused by alcohol. | " you sleep’ | | . follow your doctor’s dose recommendation | the risk of respiratory failure (inability to breathe) if | For drug addicts who have not had any withdrawal | 3
e If you are breast feeding a baby. ; * You have made repeated, unsuccessful attempts | . closely. It could be helpful to inform friends or | taken with Subutex. Do not take Subutex together | treatment: one dose of Subutex should be taken at | 5
Warnings and precautions ; ' to quit or control the use of the medicine ; ' relatives to be aware of/ the signs and symptoms with alcohol. Do not swallow or consume food or | least 6 hours after the last use of the opioid (narcotic: 3
Talk to your doctor before taking Subutex if you ; e When you stop taking the medicine you feel ; . stated above. Contact your doctor when ; drink until the tablet is cq)m_pletely dissolved. ; such as morphine or heroin), or when the first signs |
have: | . unwell, and you feel better once taking the | . experiencing such symptoms. L o Pregnancy and breast-feeding _ | of craving appear. If you take it less than six hours |
' seizures, fitsorconvulsions .~~~ . | medicine again (‘withdrawal effects’) | R 7Gzibapgnynioripregiatlajlnjo;crciat ?Bflgpsyfr,pa,mi __Ifyou are pregnant or breast-feeding, think you may,|  after you use a narcotic you may get withdrawal | |y
e asthma or other breathing problems 1 . If you notice any of these signs, speak to your | _due to nerve problems (neuropathic pain). l be pregnant or are planning to have a baby, ask l symptoms. l ?
¢ any liver disease such as hepatitis l ' doctor to discuss the best treatment pathway for | ° :[Antl-?epressa_nts, st;Jclh as moclopterlqlde, l your doctor or pharmacist for advice before taking | For patients taking methadone: before beginning
e low blood pressure | . you, including when it is appropriate to stop and | | ﬂrany (;yprofrrlne, citalopram, esgl a primi. | this medicine. o _ | treatment, your doctor should reduce your dose of |
* recently suffered head injury or brain disease | . how to stop safely (See section 3, If you stop | | duloxe ;.ne, uvcl)x%am.m ’ par.f[»'(etlr;_e, ‘sedr raiine, - Do not take Subutex if you are pregnant or think you| methadone to not more than 30mg a day. Subutex N
* a urinary disorder (especially linked to enlarged | | using Subutex). \ l l uto_xe_lne, ven aTz:‘xme an:jl_ riptyline, _o>t<ep|nte, l might be pregnant unless you have discussed this | may cause withdrawal symptoms in patients who | S
' prostate in men) } e Addiction and withdrawal symptoms, } -or r:lréwlgramlne.d ese medicines mgy interact . with your prescriber and the benefits of treatment are dependent on methadone if used within ! %
e any kidney disease ! ' Taking this medicine regularly, particularly fora . With Subutex and you rmay experience symptoms are considered to outweigh the potential harmto 24 hours of the last dose of methadone. !
o thyroid problems | " long time, can lead to addiction. ‘ | | such as involuntary, rhYthmlc contra‘ctlons of | the baby. ‘ | | |
[ e L
B 22 mm +
\ \ \ \
During your treatment, your doctor may increase | ® very common {affects more than Tuserin10) | away medicines you no longer use. These measures, | e o L |
your dose of Subutex, to a maximum single daily | ® common (affects 1 to users In | will help to protect the environment. | | | | ‘
your dose of Sub i ingle daily | (affects 1 to 10 users in 100) - will hel ‘ he envi S | S |
dose of 32mg, depending upon your response. Once, * not known (frequency cannot be estimated from | ‘ | | | | }
dose of 32mg, dependi . Once,  * notknown (f nnot be estimated from | g CONTENTS OF THE PACK AND OTHER o | o
you have been stable for a while, your doctor will | ' the available data). ‘ } " INFORMATION ‘ } } ‘ } } }
gradually reduce your dose and it may be possible Drug Withdrawal ‘ ; : ] ‘ ; ; ‘ ; ; ;
to stop it altogether. Do not suddenly stop taking the! Side effect tod with Subut | What Subutex contains | | | | | |
tablets, as this may cause withdrawal symptoms. | >1de eltects reporied with Subutex ; The active substance is buprenorphine ; ; ‘ ; ; ;
ilf you take more Subutex than you should 1 | Very common side effects:| } (as buprenorphine hydrochloride). } } ‘ } } }
~ Ifyou or someone else takes too much of this ~ ~ | ~ || Drug withdrawal syndrome, headache, — — — = -/~ — “Each sublingual tablet contains 0.4mg, 2mgor8mg © ~ |~~~ — T o T T e e 7
medicine, you must go or be taken immediately to | | hyperhidrosis (sweating), insomnia (inability to | of buprenorphine. | l l | l l l
an emergency centre or hospital as overdose with | | sleep), nausea (feeling sick), pain | The other ing#edients are rﬁonohydrated lactose, | | | | | |
Subutex may cause serious and lite-threatening | | Common side effects: | mannitol, maize starch, povidone , citric acid, | | | | |
Sub i d life-th i | L C ide eff | | mannitol, mai h, povidone K30, citric acid, | | | | | |
breathing problems. 3 3 Abdominal pain, agitationﬂ‘ anxiety, joint pain, 3 imagnesium sl‘cearate and sé‘)dium citrate. 3 3 : 3 3 3
If you forget to take Subutex ! | weakness, back pain, bone pain, bronchitis, chest | What Subutex looks like and contents of the pack | | | | | |
Tell your doctor as soon as possible if you missa | pain, chills, constipation, cough, decreased | | ‘ _ | | ‘ | | |
dose and follow his or her instructions. Do not take | appetite, depression, diarrhoea, dizziness, dry | Subutex 0.4mg sublingual ‘Lcablets are uncoated oval | | ‘ | | |
a double dose to make up for the forgotten dose. | mouth, painful period, indigestion, shortness of |, white tablets of 8 mm x 4 mm, debossed l l ‘ ! ! l
~ “if you stop taking Subutex — — — — — — — — — — - - flfbfeaIW,ﬂatuleﬂaa,gastro'rqtesﬁnal disorder, — — -{\— — -with-"04"on i‘}neside. S - - fla—f—f—f—f—r—f—ﬂf—ﬁ e e it T -
iDo not change the treatment in any way or stop l l rn?cfjglr:;/é'nncéf\?(ffs':e?suigler;ﬁns(:z;t’(;rf?téc;?’ l Subutex 2mgsublingual tablets are uncoated oval L \ l l l l
treatment without the agreement of the doctor who | | ! ! k’ g Yy eyes) | white tablets of 10 mm x 5imm, debossed | P . | . ! | | l
is treating you. Do not suddenly stop taking this | | dl_sord_er, swollen glands (I‘ mph nodqs), mal."’"se' ! with “B2"” on one side | ! b y ‘ y | ! ! |
medicine. If you want to stop taking this medicine, | | migraine, T““SC'e Spasms, ”.”“S.C'e pain, dlla_tlon | | | . | | o ; \ é | | | |
discuss this with your prescriber first. They will tell ' | of the pupil, neck pain, palpitations, paranoia, 1 Subutex 8mg sublingual tablets are uncoated oval 1 ! £ | £ } 1 1 l
you how to do this, usually by reducing the dose | | burning or tingling in han ‘S and feet, swelling | white tablets of 14 mm x 7 mm, | D é | é | | | |
gradually so that any unpleasant withdrawal effects ; ;hnadng:ii?ﬂ fse\zlsg[a)I’I(;\L/lv?r?é c;gcs:ﬁé:r?sseérionrag;rcoeat ; debossed with “B8" on 0”{3 side. ; ; i | 3 ; ; !
:are keflgto a mln(;Tﬁuml WSI}hdrawal Syir:b?ltlollms such 3 3 syncope (fainting)l thinking abnormal, tooth 3 iThe subllngual tablets come in blister packs 3 3 : | | 3 3 3
— -asrestlessness, diiticulty sleeping, irri Y — — & — —|disorder tremor: flushing. vomiting (beind sick). |/~ — ‘containing either 7or28tablets. — — — — — — — — & — [ f b o o o - T - - - - - - - - - === === === = = = 5 -
agitation, anxiety, feeling your heartbeat w | disorder, tremor; flus mg,‘vomltmg (being sick), | w | | w w | w w w
(palpitations), increased blood pressure, feeling or 3 3 yawning ‘ 3 iMarketing Au‘thorisation leder and Manufacturer i i ‘ 3 3 3
being sick, diarrhoea, shaking, shivering or sweating ! Frequency not known: ‘ ! Marketing Authorisation Holder: ! ! | ! ! !
'may occur if you suddenly stop taking this medicine.: ! Dental caries, drug dependence and addiction, ! Indivior UK Limited | ! ! | ! ! !
If you have any further questions on the use of this | seizures, drug withdrawal syndrome in newborn, | The Chapleo Buildin | | | ‘ | | |
product, ask your doctor or pharmacist. | | hallucinations (sensing things that are not real), | Henrv Boot Wa 9 ‘ | | ‘ | | |
How to remove the tablet from the blister pack } | drop in blood pressure on changing position ; nenry by | ; ; | ; ; ;
: ‘ | from sitting or lying down to standing, difficulty || Priory Park, Hull ‘ ‘ ‘ ‘ ‘ ‘ ‘
; l | in urinating, vertigo : HU4 7DY 3 R : : ‘ : : l
BT v o - *1Msﬁsmg*tfﬁs*médl‘ciﬁeby‘irﬁeétiﬁgﬁtéaﬁ cause | UK e T T T T T T S S T
} l | withdrawal symptoms, infections, other skin l :Manufacturerr ‘ l l ‘ l l l
! | | reactions and potentially serious liver problems || | X ; L | | | | |
| ; : ‘ ; Reckitt Benckiser Healthcare (UK) Limited ; ; ! ; ; !
l ) ) ! When you stop taking Subutex, you may experience' Dansom Lane ‘ ! ! ‘ ! ! !
! 1 - Remove just one section from the ! drug withdrawal symptoms, which include ! Hull, HUS 7DS ! ! ! ! ! ! !
; blister pack, tearing it along the ! 1rest|essness, difficulty sleeping, irritability, agitation,: UK ! ! | | ! | | |
| perforated line. w anxiety, feeling your heartbeat (palpitations), | ‘ _ L - o ‘ ‘ ! | | |
: ! increased blood pressure, feeling or being sick, l For any information about this medicine, please l l \ ! l !
; B l diarrhoea, shaking, shivering or sweating. l contact the Marketing Authorisation Holder: l l \ l l l
] 2 - Starting from the edge where the | |f any of the side effects gets serious, or if you notice. Indivior UK Limited ~ [ e oy T
| Eea:(ls lifted, p“”hbaCkbtlhe foil on the | any side effects not listed in'this leaflet, please tell | Telephone 0808 234 9243 | ; ; ‘ ; ; !
l ack to remove the tablet. | your doctor or pharmacist. : ! ;PatientSafetyI‘f{oW@indivio:r.com ; ; : ; ; }
l ! Reporting of side effects ! [ b ! ! ! ! !
| ! ‘ ! This leaflet was last revised in ! ! ! ! !
4.POSSIBLE SIDE EFFECTS l If you get any side effects, talk to your doctor, l l @ d l l ‘ l l 1
:Like all medicines, this medicine can cause side ! pharmacist or nurse. This includes any possible side; ! ‘ ‘ ! ! ‘ ! ! !
:effects, although not everybody gets them. ! effects not listed in this leaflet. You can also report | ! ‘ ‘ ! ! ‘ ! ! !
Tell your doctor immediately or seek urgent l side effects directly via the Yellow Card Scheme l l | | l l | l l l
'medical attention if you experience side effects : website: www.mhra.gov.uk/yellowcard or search for : | | : l | l l l
- suchas: T**;IVIHRAYEI’FOWCarijfhédegWaP1a76rAp*pléKpﬁ;**T 77777 k-7 = == T k- == == == - - T
* sudden wheezing, difficulty breathing, swelling of | Store. | o | | S | o |
- the eyelids, face, tongue, lips, throat or hands; | By reporting side effects yod can help provide more | | ‘ ‘ | | ‘ | | |
! rash or itching especially those covering your ! information on the safety of:this medicine. ! ! : : ! ! : ! ! !
. whole body. These may be signs of a " 5.HOW TO STORE SUBUTEX I ‘ ‘ I ‘ I |
i life-threatening allergic reaction. ! :K £ the sigh h of chil } } } } } } |
e if you start to breathe more slowly or weakly than | Keep out of the sight and reach of children. ; ; ‘ ‘ ; ; ‘ ; ; ;
\ expected (respiratory depression). | Store this medicine in a safe and secure place, | | \ \ | | \ | | |
e if you start to feel faint, as this may be a sign of where other people cannot access it. It can cause | l \ \ l l \ l l :
_ ' lowblood pressure. = _ _ _ _ _ _ _ _ _ . _ _serious harm and be fatal to people who may take . . = Y H S L ________ 0 ___________1.4
Also tell your doctor immediately if you experience l this medicine by accident, or intentionally when it | | ! ! | | ! l l |
side effects such as: | has not been prescribed for them. l l | | l l | l l |
* severe fatigue (tiredness), have no appetite or if | Do not store above 30°C. | ! ! ! ! ! ! ! ! ! !
. your skin or eyes look yellow. These may be | Store in the original package. | | ! ! | | ! | | |
' symptoms of liver damage. | Do not use this medicine after the expiry | | | | | | | | | |
The frequency of possible side effects listed below is| date which is stated on the carton after EXP. | | | | | | | | | |
defined using the following convention: | Do not throw away any medicines via wastewater or, | | | | | | | | |
o ____ household waste. Ask your pharmacist how to throw, . 1 1 ] . L SMo1656
| | | |
‘ ‘ 22 mm ‘ ‘
150 mm ‘ 170 mm ‘ 170 mm
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