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PHARMACODE

Package leaflet: Information for the user (particularly a child) can cause the medicine  gradually so that any unpleasant withdrawal
in the patch to go through the skin of the effects are kept to a minimum.
H ® other person and cause serious side effects i f
0p|_0dur such as breathing difficulties, with slow or %n%m%%ﬁme; ?)ﬂgr%':;gtu iﬁ/ou are
LR ELE DB ELS LR EEIG  shallow breathing which may be fatal. In taking or have recently taken or might take
PTG E VTR EUEV B I E G case the patch sticks to the skin of another gy other medicines. This includes medicines
Tt e R S s person, take the patch off immediately and  tnat you buy without a prescription or
75 micrograms/hour transdermal patch [RNNRHRESRAEN herbal medicines. You should also tell your
T T T S e Take special care with Opiodur® pharmacist that you are using Opiodur® if
p Talk to your doctor or pharmacist before you buy any medicines from your pharmacy.

fentanyl using this medicine if any of the following Your doctor will know which medicines are

rant - _ . applyto you — your doctor may need to safe to take with Opiodur®. You may need

This medicine contains fentanyl which is check you more closely if: ) to be closely monitored if you are taking

an opioid, which can cause addiction. You * You have ever had problems with your some of the types of medicines listed below,

can get withdrawal symptoms if you stop lungs or breathing _ or if you stop taking some of the types of

using it suddenly. e You have ever had problems with your medicines listed below, as this may affect

Important things you should know about gearrt], liver, kldﬂegs, %r '9Wtb'°°d pressure  the strength of Opiodur® you need.

Opnodur® transdermal patches: ¢ Jounave ever had a brain tumour In particular, tell your doctor or pharmagcist if
e Do not use if you have not been * You have ever had persistent headaches y\ are taking: T

or a head injury . ; ——— T

B D e e« Youare ederly—youmay bemore  * Othermedines forpan such as other - =22 5
before applying a new one. sensitive to the effects of this medicine nalbUphine or pentazocing) and some | i =

e Patches must not be cut. * You hay_e a condition called ‘myasthenia painkillers for nerve pain (gabapentin and ~=— =

. i ———
Do not expose the patches toa heat grr%"'ﬁsre";z‘gﬂmh muscles become weak pregabalin). —_— 3
E?urlr(;et(s%ch ?s a ho(;t waterbb(tth;tIe, electn;: it any of the aboy\;e apply 10 you (or you are e Medicines for helping you sleep (such as =~ s——— g

ankets, heating pads, sunbathe, saunas). Yy 10 you (or you al temazepam, zaleplon, or zolpidem).

* Do not soak in a hot bath or take a hot not sure), talk to your doctor or pharmacist e Medicinpes to heIpEJ you calm gown )
shower whilst wearing a patch. before using Opiodur®. (tranquillisers, such as alprazolam,

. gr%glclr?ggﬁrrlspnc:dg Igl\;er tell your \elhile using the patch, tell your doctor i:Ionazepar)n, déazepda,m, hchroxyzinie,lor

it S if you have breathing problems while orazepam) and medicines for menta

e Follow the dosage instructions carefully sleeping. Opioids like Opiodur® can cause conditions (anti-psychotics, such as
and only change your paich at the same  sleep-related breathing disorders such as aripiprazole, haloperidol, olanzapine,
time of day every 3 days (72 hours). sleep apnoea (breathing pauses during risperidone, or phenothiazines).

* If you feel you need to replace your patch  sleep) and sleep-related hypoxaemia (low o Medicines for relaxing your muscles (such
before 72 hours speak to your prescriber,  oxygen level in the blood). Tell your doctor as cyclobenzaprine or diazepam).
}2Ifhr:%g;?:gfy%;saﬁe%?cciggI(;]rgatrOIerant if you, your partner or carer notice you have ~ ® Some medicines used to treat

: € any of the following: depression called SSRIs or SNRIs (such
becoming addicted to it. e breathing pauses during sleep as citalopram, duloxetine escitalopram,

i gny(?l\:vregf?;Rgl?hgeggtrgﬁsofsfh:riggeek . gight awakening due to shortness of fluoxetine, fluvoxamine, paroxetine,

v reath sertraline, venlafaxine) - see below for
medical help. * difficulties staying asleep more information.

Read all of this leaflet carefully before e excessive drowsiness during the day. e Some medicines used to treat depression

you start using this medicine because it ~ Your doctor may decide to change your dose. or Parkinson’s disease called MAQIs

contams important information for you. While using the patch, tell your doctor if (such as isocarboxazid, phenelzine,

E%egpamls leaflet. You may need to read ¥ou notice% cha%ge in the!:)ain you are ﬁgltegéléngb ?g Jﬂ?@c\%ﬂ?ﬂnﬁgy \éogfshould

eeling. If you feel:

* If you have any further questions, ask . you? pai¥1 is no longer relieved by the stopping these medicines- see below for
{his mecicine ras beon presobed f pateh « Some antetamines, especiall

® S Deen prescrioed Tor e an increase in pain )
you (or your child) only. Do not passiton e thereis a chanZe in how you feel the pain ~ ones that make you sleepy (such
to others. It may harm them, even if their (for example, you feel pain in another part as chlorpheniramine, clemastine,
signs of illness are the same as yours. of your body) cyproheptadine, diphenhydramine, or

* If you get side effects talk to your doctor, e pain when something touches your body hydroxyzine). o
pharmacist or nurse. This includes any that you wouldn’t expect to hurt you. ¢ Some antibiotics used to treat infection
possible side effects not listed in this Do not change the dose yourself. Your (such as erythromycin or clarithromycin).
leaflet. See section 4. doctor may decide to change your dose e Medicines used to treat fungal infection

What is in this leaflet or treatment. ]glsuch as |}racona;ole, ketlogonazole,

1. What Opiodur® is and what it is used for  Side effects and Opiodur® uconazole or voriconazote).

2. \3’323 ﬂ(r)g need to know before you use « Opiodur® may make you unusually . ?gﬁg#g‘seﬁt%?%% itr()) treat HIV infection

. drowsy, and make your breathing . ‘ :

3. How to use Opiodur® more slow or shallow. Very rarely these ~ * Medicines used to treat an irregular

4. Possible side effects breathing problems can be life- gfir;&e;; r#ls”l;ch as amiodarone, diltiazem

5. How to store Opiodur® threatening or even fatal, especially in o ' :

6. Contents of the pack and other people wh% have not used s?rong oypioid ¢ leeﬂ}g'r:%?cli’:fd o treat tuberculosis (such
information painkillers (like Opiodur® or morphine) - .

—— e before. If you, or your partner or carer, * (SS?JTT? medicines used 10 treat epilensy
1. ¥Vhat Opiodur® is and what it is used notice that the person wearing the phenytoin) azepine, pnenobarbital or
r [ i .

0 S gﬁ;ﬂgﬁ gpel;stﬁ?rllgy:drowsy, with slow or . Sor{]e mgdllcmes uset}j1 to trc—r:]at n?#_sea or
The name of your medicine is Opiodur®. - Take the patch off . ?oon:gnn?é%igi?]zss (Sgg | ta:)strr)e:tnr?eaﬁtz)ms)'
This medicine has been prescribed for you - Call a doctor, or go fo your nearest or ulcers (such as cimetidine).
for relieving pain that is very bad and long- ] Egseplttﬂ’ straight away d1alkd « Some medicines used to treat angina
|ast|ng. p the perSQn moving ana taiking as A s
* in adults who need continuous pain much as possible (chest pain) or high blood pressure (such

treatment * Ifyou get a fever while using Opiodur®, | ggrwg?rr]%lgilgi?])és sed to treat cancer of

e in chi tell your doctor - this may increase the usedto U 0
In children aiove 2 years. of age who afe amount of medicine that passes through the blood (such as idelalisib)
already using opioid medication and who . . . .
need C‘{,ntml?oug pain treatment. your skin Opiodur® with antidepressants

It contains fentanvl which bel t ¢ Opiodur® may cause constipation, talk to ~ The risk of side effects increases if you

fcci” ains ?"k.alpy w 'If § e F’”.gs 0 ﬁ‘. ghroup your doctor or pharmacist for advice on are taking medicines such as certain
orstrong pal\_ln ' e,rsTchq e Odp"?' S’hW Ibc how to prevent or relieve constipation. antidepressants. Opiodur® may interact

are pqgl Betlevers o |shme| dlcmteb as DEEN  gee section 4 for a full list of possible with these medicines and you may

?gzsn%n% el(;gogp?ilgi y :' c(a)llrj1 ca?t?se g d%l;ﬁ?on side effects. experience changes to mental status

and you may get withdrawal symptoms if Opiodur®, like other opioids, may affect the ~ Such as feeling agitated, seeing, feeling,

you stop taking it suddenly.Your prescriber  normal producton of hormones in the body - R O e TRAGS FHE 4 ot ere

should have explained how long you will be  Such as cortisol, prolactin, or sex hormones, i

taking it for and when its app%zriate to particularly if you have taken Opiodur® for ﬁ?gar?%g]c?ybtlgng(;j)grft?ligr%\;:rsz}crt]ﬁlaeﬂrgﬁges

i long periods of time. The effects of these ’ ,
stop, how to do this safely. hor%%nal changes may include feeling Ir?actll(sggc\?grrr?iit?r?g%% dn:jlijgfrlﬁo%t;ﬁna?%se

] or being sick (including vomiting), loss of » VO . N

2 Y,vsr:,a(t)zﬂ,l:,ﬂfg d to know before you appetite, tiredness, weakness, dizziness, could be signs of Serotonin Syndrome).
low blood pressure, infertility, or decreased glggg‘; trggﬁti?:rr&/ %?j“frofrj%%tgﬁ gi‘gg ;vf?gctttsoin
; . sex drive. In addition, female patients ¢ (

Eg”&ggg'lﬁ I?e Ssstrggg r?g\'/%'% ra:er:/?oig(l);”l?eggt may experience changes in menstrual particular when starting treatment or when

prescribed other opioids. cycle, while male patients may experience  the dose of your medicine is changed.

® impotence or enlarged breasts. If you notice  Use with central nervous system

Dngglalrlg(;I(I)eprmlgltlc: ; g\t avloranyof the 2 Of these signs, speak to your doctor. depressants, including alcohol and some
other |ngred|%nts of this r¥1ed|cm¥ (listed  When you are wearing the patch do not narcotic drugs - -
in section 6) expose it to direct heat such as heating Concomitant use of Opiodur® and sedative

. I pads, electric blankets, hot-water botties, medicines such as benzodiazepines
You have pain which lasts only for a
short period or pain after having an heated water beds or heat or tanning lamps. ~ Or related drugs increases the risk of
operation because of the increased risk D0 not sunbathe, have long hot baths or drowsiness, difficulties in breathing
of dependence and developing serious saunas or use hot whirlpool spa baths. If (respiratory depression), coma and may be
breathing problems you do, you may increase the amount of life-threatening. Because of this, concomitant

« You have breathing difficulties, with slow ~ Medicine you get from the patch. use should only be considered when other
or shallow breathing Long-term use and tolerance It_lreatment.;)ptlonsdante nodt possible. o

; PP This medicine contains fentanyl which is OWEVET, IT'your doctor does prescribe

Do not use this medicine if any of the L e . e : ¢ .

i an opioid medicine. Repeated use of opioid ~ Opiodur® together with sedative medicines
above apply to you or your child. If you are painkillers can result in the drug being less  the dose and duration of concomitant

not sure, talk to _yourgoctor or pharmacist effective (you become accustomed to it treatment should be limited by your doctor.

\k;\?:r):nugssm:n%p[;(:gi;ﬁti ons Egngrg ea?n ((j)rrlégsggirt&ilcgi){ gg?nn\:v?%lglaging Please tell your doctor about all sedative

C €S < medicines you are taking, and follow your

e Opiodur® can have life-threatening Opiodur®. This is known as hyperalgesia. doctor’s dose recommendation closely. It
side effects in people who are not Increasing the dose of your patches may could be helpful to inform friends or relatives
already regular‘I)y uging prescribed help to further reduce your pain for a while,  tg be aware r())f the signs and symptoms
opioid medicines. but it may also be harmful. If you notice that  stated above. Contact your doctor when

e Opiodur® is a medicine that could be your medicine becomes less effective, talk to  experiencing such symptoms.
life-threatening to children, even if the your doctor. Your doctor will decide whether Do not drink alcohol while usina Opiodur®
patches have been used. Bear in mind it is better for you to increase the dose or to 0| notdrin ha COt (|)kV\(’1 tle using Ypio fl.Jr
that a sticky patch (unused or used gradually decrease your use of Opiodur®. unless you have talked to your doctor first.

y patch ( ) .

C?'u:(d tt)e tenp]plt(;pg t|2 a ChtiLd and tif'tit' Dependence and addiction g?/gfjaetllr%ng?mng to have an operation, or

sticks to a child’s skin or they put it in . — . — )

their mouth, the result may be fatal, This medicine contains fentanyl, whichis | have just had an operation, please tell the

e Store this medicine in a safe and an opioid. It can cause dependence and/ doctor at the hospital if you are currently
secure place, where other people or addiction. treated with Opiodur® transdermal patches
cannot access it - see section 5 for Repeated use of Opiodur® can also lead to to discuss your pain management.

more information. dependence, abuse and addiction which Pregnancy and breast-feeding

. . . may result in life-threatening overdose. Do not use Opiodur® if you are pregnant

Talk to your prescriber before taking this  7rc rigi of these side effects can increase o think you might be pregnant unless you

medicine if you: . __with a higher dose and longer duration of ~have discussed this with your doctor and

° h b ddicted 1 d )

a:'e ?]r | ave ev‘?rt. een ad' ICted 10 0PIOITS,  ise. Dependence or addiction can make the benefits of treatment are considered to

ialllg(g)alo drﬂrge:”'p 1on medicines, or you feel that you are no longer in control of  outweigh the potential harm to the baby.

AN : how much medicine you need to use or how | Opiodur® duri

* have previously suffered from withdrawal ~ gan - ; you use Upiodur™ during pregnancy,

ot : you need to use it. You might feel that bab b depend

symptoms such as agitation, anxiet : o your baby may become dependent and

s%akﬁng or sweating gwhen you hav¥:’ you need to carry on using your medicine, experience withdrawal symptoms after the

stopped taking alcohol or drugs. S\éﬁ? when it doesn't help to relieve your birth which may need to be treated.

e feel you need to use more Opiodur® ; . . Do not use Opiodur® while you are
patches to get the same level of pain The risk of becoming dependent or addicted  preastfeeding as fentanyl passes into breast
relief, this may mean you are becomin varies from person to person. You may have  mjlk and will affect your bab
tolerant to theyeﬁectsyof this medicineg a greater risk of becoming dependent or ml. .an wita .ec your .a y.
or are becoming addicted to it. Speak addicted on Opiodur® if: Driving and using machines -

10 your prescriber who wil discuss your « You or anyone in your family have ever Opiodur® can affect your ability to drive and

treatment and may change your dose or abused or been dependent on alcohol, gﬁz% glagrhg;gzsyoqftgﬂ? t?:plxt) g:lgydnsank(i 3&(;:\1, ]

i ive pain reli rescription medicines or illegal d - TNIS ;

.swncr.l youtoan alternative pain reliever. ?“a S dic?ion"). ! llegal drugs or use tools or machines, -
Using this medicine regularly, particularly e You are a smoker. Do not drive while taking this medicine
fora qug tl[;]le, chaﬂ lead to Iagdl(étlrr])n. Your e You have ever had problems with your until you know how it affects you.
prescriber should have explained how mood (depression, anxiety or a personality  ® It is an offence to drive if this medicine
long you \{Vllltbetusmﬁ it fgr gndt rY'VhenfltI is disorder) or have been treated by a affects your ability to drive.
appropriate to stop, how to do this safely. sychiatrist for other mental illness. * However, you would not be committing an
Rarely, increasing the dose of this medicine ¢ y‘;uynotice any of the following signs whilst ~ Cenee L i
can make you more sensitive to pain. If using Opiodur®, it could be a sign that you - The medicine has been prescribed to
this happens, you need to speak to your treat a medical or dental problem and

reserbor About vour treatment have become dependent or addicted. -You have taken it according to the
prescriber about your treatment. e You need to use the medicine for longer instructions aiven by the orescriber or

A?]diction c?n cause v:rilthdrav(\j/al symptoms than advised by your doctor in the inform%tion p¥ovide[ij with the

when you stop using this medicine. ¢ You need to use more than the dici d

e Withdrawal symptoms can include recommended dose _ meciciné and o "
— res%letssness, di{ficfult)l/ sleepingh, irritgbility, e You are using the medicine for reasons I;;}Iglli/ notaffecting your abiity to crive
= agitation, anxiety, feeling your heartbeat other than prescribed, for instance, ‘to Talk t  doct h ist if

== (palpitations), increased blood pressure, stay calm’ or ‘help you sleep’ atk 10 your coctor or pharmacist it you are
———= feeling or being sick, diarrhoea, loss of ¢ You have made repeated, unsuccessful cvoﬁiiu{gkﬁhettﬁiirrﬁéﬁiiﬂg for you to drive
— $ppetite, shetl)king, I?tziivering ortsweating. attempts to quit or control the use of the g )

—— Your prescriber will discuss with you how to medicine .

gradually reduce your dose before stopping ~  When you stop taking the medicine you 3. How to use Opiodur®

the medicine. It is important that you do not feel unwell, and you feel better once using . .

stop using the medicine suddenly as you the medicine again (withdrawal effects’)  ~\Ways use this medicine exactly as your

will be more likely to experience withdrawal : : doctor has told you. You should check with

If you notice any of these signs, speak to
i your doctor or pharmacist if you are not sure.

Symptoms. your doctor to discuss the best treatment Your doctor will decide which sirenath of

Opioids should only be used by those they pathway for you, including when it is OOL.” g octor wi tec[ eb‘f’ ]!C s rengk. 0

are prescribed for. Do not give your medicine  appropriate to stop and how to stop safely. inrthlJoagéodﬁ tTt?eS ssé%gﬁtyeofo;oﬁub;?n ";/gur

to anyone else. Taking higher doses or more  wyjthdrawal symptoms when stopping o i

f t i ; : general condition and the type of pain

oo mos Toy ol gaert” " MRS Bmen oy e o o

lead to overdose and/or death. Withdrawal synxptorgs sucﬁ as restlessneés, Before starting treatment and regularly

Patch sticking to another person difficulty sleeping, irritability, agitation, during traatmertt, your doctor will also

The patch should be used only on the skin of  anxiety, feeling your heartbeat (palpitations), ~ diScuss with you what you may expect

the person for whom it has been prescribed.  increased blood pressure, feeling or being ~ from using Opiodur®, when and how long

There have been reports of patches sick, diarrhoea, loss of appetite, shaking, you need to use it, when to contact your CMO version

i ki ; veri ; doctor, and when you need to stop it (see R
accidentally sticking to a family member shivering or sweating may occur. If yo

while in close physical contact or sharing the ~ want to stop taking this medicine, talk to aiso section 2 Withdrawal symptoms when changed in

same bed as the person wearing the patch.  your doctor first. Your doctor will tell you stopping Opiodur®’). printproof

A patch accidently sticking to another person  how to do this, usually by reducing the dose 211862/H step.

CMO AW version code:
will be changed in

printproof step.




PHARMACODE

CMO AW version code:
will be changed in
printproof step.

—

Usmg and changing the patches
e There is enough medicine in each patch
to last 3 days (72 hours).

e You should change your patch every
third day, unless your doctor has told
you differently.

e Always remove the old patch before
applying a new one.

e Always change your patch at the same
time of day every 3 days (72 hours).

e If you are using more than one patch,
change all your patches at the same time.

e Make a note of the day, date and time you
apply a patch, to remind you when you
need to change your patch.

e The following table shows you when to
change your patch.

Signs of overdose include trouble breathing
or shallow breathing, tiredness, extreme
sleepiness, being unable to think clearly,
walk or talk normally and feeling faint,
dizzy or confused. An overdose may also
result in a brain disorder known as toxic
leukoencephalopathy.

If you forget to change your patch

e |f you forget, change your patch as soon
as you remember and make note of the
day and time. Change the patch again
after 3 days (72 hours) as usual.

e |f you are very late changing your patch,
you should talk to your doctor because
you might need some extra painkillers,
but do not apply an extra patch.

If a patch falls off

- You are using the medicine for reasons
other than prescribed

- When you stop using the medicine you
feel unwell, and you feel better once using
the medicine again

If you notice any of these signs, it is

important you talk to your doctor

Reporting of side effects

If you get any side effects, talk to your
doctor, pharmacist or nurse. This includes
any possible side effects not listed in

this leaflet.

You can also report side effects directly via
the Yellow Card Scheme at:
www.mhra.gov.uk/yellowcard or search
for MHRA Yellow Card in the Google Play or
Apple App Store.

!

will be changed in
printproof step.

Apply your Change your e If a patch falls off before it needs By reporting side effects you can help
patch on patch on changing, stick a new one on straight provide more information on the safety of o
Monday —  Thursday away and make a note of the day and this medicine. ———t
Tuesday —  Friday time. Use a new area of the skin on: — ;
Wednesday —> Saturday - Your upper body or arm 5. How to store Opiodur® = =2
Thursdar ~ Sunda - Your child’s upper back .
. Y v e Let your doctor know this has happened Where you should keep the patches —_ 0
Friday — Monday and leave the patch on for another 3 days  Keep all patches (used and unused) out of = 8
Saturday — Tuesday (72 hours) or as directed by your doctor,  the sight and reach of children. m
Sunday —  Wednesday before changing the new patch as usual  Store this medicine in a safe and secure
* If your patches keep falling off, talk to place, where other people cannot access
Where to apply the patch your doctor, pharmacist or nurse. it. It can cause serious harm and be fatal
Adults If you want to stop using the patches to people who may take this medicine by
e Apply the patch on a flat part of your * Do not suddenly stop using this medicine.  accident, or intentionally when it has not
upper body or arm (not over  joint). If you want to stop using this medicine, ~ been prescribed for them.
Ghlldren discuss this with your doctor first. They How long to keep Opiodur® for
e Always apply the patch to the upper back will tell you how to do this, usually by Do not use Opiodur® after the expiry date,
to make it difficult for your child to reach reducing the dose gradually so that which is stated on the carton and sachet.
it or take it off. any unpleasant withdrawal effects are The expiry date refers to the last day of that
e Every so often check that the patch lfept to a minimum. See also section 2 month. If the patches are out of date, take
remains stuck to the skin. Withdrawal symptoms when stopping them to your pharmacy.
e |t is important that your child does not Opiodur®. Do not store above 25°C
remove the patch and put it in their e |f you stop using the patches, don’t start 0 0_ store a. O_VB L
mouth as this could be life-threatening or again without asking your doctor first. Store in the original sachet in order to
even fatal. You might need a different patch strength  protect from moisture.
° \i\gl}]cguyr/gl;% ce':"d very closely for when you restart. How to dispose of used patches or
> anter. If you have any further questions on the patches you no longer use
- The first patch has been put on us){a of this me)(ljicine, asqk your doctor or A used or unused patch accidentally sticking
- Ahigher dose patch has been puton. oo rmacist to another person, especially a child, may
e |t may take some time for the patch to be fatal.
e UG YAl 4. Possible side cifects Used patches should be folded firmly in half
as well until the patches become so that the sticky side of the patch sticks to
effective. Your doctor will talk to you Like all medicines, this medicine can cause  itself. Then they should be safely discarded
about this side effects, although not everybody gets by putting them back into the original sachet
Adults and éhildren' them. out of sight and reach of other people,
. . |f ou or your artner’ or carer, notice an especially Children, Until Safely disposed.
Do not apply the patch on: fyh f |¥ ‘P h Y Ask your pharmacist how to throw away
e Th lace twi of the following about the person wearing yo
.« A € satrr?etp ace twice ||nta r O-Wt' i the patch, take the patch off and call a medicines you no longer use.
tr{aetaiss ir?ite%lt%lcjj ?ro\\/lv?tﬁ C(Ltgom s), skin doctor, or go to your nearest hospital, Do not throw away any medicines via
o Skin that is very hairy. If thére is hair. do straight away. You may need urgent wastewater or household waste. These
t shave it (shaving irritates the skin medical treatment. measures will help protect the environment.
1t s shaving It the Sk & ecing umsualy drowsy breathng tht
as possible is more slow or shallow than expected. 6. Contents of the pack and other
’ Follow the advice above and keep the information
Putting a patch on person who was wearing the patch
Step 1: Preparing the skin moving and talking as much as possible.  What Opiodur® contains
* Make sure your skin is completely clean, Very rarely these breathing difficulties o The active substance is: fentanyl.
dry and cool before you put the patch on can be life-threatening or even fatal, Each Opiodur® 12 mi "
e |f you need to clean the skin, just use cold especially in people who have not used ach Upiodu micrograms/nour
water strong opioid painkillers (like Opiodur® or transdermal patch contains 1.375 mg
e Do not use soap or any other cleansers ; ; of fentanyl in a patch size of 5 cm?,
»0dpP | ’ morphine) before. (Uncommon, this may - ‘
creams, moisturisers, oils or talc before affect up to 1 in 100 people) releasing 12.5 micrograms of fentanyl per
applying the patch , e Sudden swelling of the face or throat, hour.
* Do not stick a patch on straight after ahot  severe irritation, reddening or blistering of ~ Each Opiodur® 25 micrograms/hour
bath or shower your skin. _ transdermal patch contains 2.75 mg
Step 2: Open the sachet These may be signs of a severe allergic of fentanyl in a patch size of 10 cm?,
e Each patch is sealed in its own sachet reaction. (Frequency cannot be estimated releasing 25 micrograms of fentanyl per
e Tear or cut open the sachet at the notch, from the available data.) ) hour.
e eogette ey ™ Eaon e S0 morograsou
sachet completely (if you use scissors, cut e Reduced consciousness or loss of L&apesrﬂggmﬂlnpgtcgtgﬁT;L"gfség 2}%2
close to the sealed edge of the sachet to consciousness (Uncommon, these may releasin y50 migro rams of fentanvi
avoid damaging the patch) affect up to 1 in 100 people) per hourg g y
The following side effects have also been : .
reportedWI 95l . Each Opiodur® 75 micrograms/hour
! . transdermal patch contains 8.25 mg
\ . Very common (may affect more than 1 in of fentanyl in a patch size of 30 cm?,
10 people) releasing 75 micrograms of fentanyl
= e Feeling sleepy (somnolence) per hour.
e Nausea, vomiting, constipation Each 0 : 4ur® 100 mi "
; e Feeling dizz ach Opiodu micrograms/hour
’ grﬁ?isgutl’loatlgasll”? e of the opened sachet . Headagche y transdermal patch contains 11.0 mg
: . of fentanyl in a patch size of 40 cm?,
¢ Take the patch out and use straight away =~ Gommeon (may affect up to 1 in 10 people) releasing 100 microarams of fentanvl
e Keep the empty sachet to dispose of the e Allergic reaction per hourg g y
used patch later e Heart beat feels fast or uneven )
e Use each patch once only (palpitations, tachycardia) e The other ingredients are:
e Do not take the patch out of its sachet e High blood pressure Overlay liner
until you are ready to use it e |oss of appetite Polyethylene terephthalate film with
° gspe(it thet;?]atch tforz g}n_%/ tc]iamglge e Dry mouth fluorocarbon release coating.
¢ Do not use the patch if it has been e Difficulty sleeping Backing L
divided, cut or looks damaged e Depression dcking -ayer
L " . Pigmented polyethylene terephthalate/
* Never divide or cut the patch * Feeling anxious or confused ethylene vinyl acetate copolymer film
Step 3: Peel and press * Seeing, feeling, hearing or smelling things )
e Make sure that the patch will be covered that are not there (hallucinations) Drug adhesive Layer
by loose clothing and not stuck under a e Unusual feeling in the skin, such as Silicone adhesive (dimethicone,
tight or elasticated band tingling or crawling feelings (paraesthesia) silicate resin)
* Remove the shiny plastic backing, which ¢ %ggllggs ;::%it?rntﬁ\é?nrggg) Dimethicone
covers the printed side of the patch > rtremor Rate controlling membrane
e Carefully peel off one corner of the patch ~ ® Stomach pain or indigestion Ethylene vinyl gcetate copolymer film
from the shiny plastic backing which e Being short of breath (dyspnoea)
covers the sti)ékg/ side of the gatch. Trynot ® Being unable to pass urine or empty Skin adnesive Layer
to touch the sticky side of the patch bladder completely Silicone adhesive (dimethicone,
e Press this sticky part of the patch onto the  ® Diarrhoea silicate resin)
skin with the paim of your hand e Feelingcold Dimethicone
e Hold for at least 30 seconds. Make sure it : EXC?SSIVB SV\tl_ea(leﬂg K i " Protective liner
sticks well, especially the edges : See 'Irl‘g vgry dlre "’l‘(’fa orfge?era y unwe Polyethylene terephthalate film with
Step 4: Disposing of the patch wollen nands, ankies or iee fluorocarbon release coating
A tak tch off, fold it (peripheral oedema)
g shoitnt Felutglil do fiois  ® ltching, skin rash or redness of the skin Printing inks
tlo"i?s}{allp alf so that the sticky side sticks Uncommon (may affect up to 1 in Beige and orange or red or green or blue
Put it back in its original sachet and 100 people or grey
: diusp|ose of tlhel Sacﬂglt as instructed by . Fegnng ag;itated or disorientated What Opiodur® looks like and contents of
your pharmacist e Feeling extremely happy (euphoria) the pack )
* Keep used patches out of sight and reach ~ ® Flu-like illness Opiodur® transdermal patch is rectangular
of children - even used patches contain 0 tS)llow:j heart beat (bradycardia) or low ‘évzlnt:hk{r?gr\}\ﬂ?r? corners, printed on its
some medicine that may harm children ood pressure
and may e\l/eln be fatal y I . Decregsed feeling of sensitivity, especially ® beige diagonal stripes with repetitive
Step 5: Wash in the skin (hypoaesthesia) “Fentanéll" in orlange font alrt]ernatmg with
: e Blue colour to the skin caused by low orange diagonal stripes with repetitive
ﬁlwg?/sdqﬁsh y?ur: hands ?fter yoq{ have| oxygen in he blood (cyanosis) Y “12 ig/h” in beige font or
analed the patch using clean water only e Loss of memory o beige diagonal stripes with repetitive
More about using Opiodur® patches e ltchy skin rash (eczema), allergic reaction “Fentanyl” in red font aIter_nating with reg
Even{lday activities while using the olr othéar skin disorders where the patch is idr:al?eﬁgglfztr:{pcis with repetitive “25 pg/h
patches place Joigy . . "
e The patches are waterproof o Difficulty getting and keeping an erection ~ ® beige diagonal stripes with repetitive
e You can shower or bathe while wearing a (impotence) or problems having sex “Fentanyl” in green font alternating with
ﬁatch, gut tdo not scrub the patch itself . lMOlf:C?g tcxﬂtcrﬁi%tions of the gut (ileus) gg%eﬂgt}ﬁg%ngéfggggﬁtvgrth repetitive
e |f your doctor agrees you can exercise or
plgyusport whileg wear%(ng;J the paﬁch | e Feeling of body %emperature change * beige diagonal stripes with repetitive
* You can also swim while wearing the * Fever “Fentanyl” in blue font alternating with
patch, but: e Blurred vision blue diagonal stripes with repetitive
- Don’t use hot whirlpool spa baths o Difficulty in swallowing . ;75 u%(h" if:]blei%ref font O{hr it
- ([))\?grttr?:tpgttcl%ht or elasticated band Rare side effects (may affect up to 1 in “Igile%?ar:slg‘]’oinagrseyl?gr?tvglltern%qsnlgIx\?ith
* While you are wearing the patch do not 1.’0((;)31&??0%%) upils (miosis grey diagonal stripes with repetitive
pupils ) 100 pg/h” in beige font
expose it to direct heat such as heating « Stopping breathing from time to time Hg .g . _
pads, electric blankets, hot-water bottles, (apnoea) Each patch has a sticky back so that it can
heated water beds, heat or tanning lamps. . be stuck onto the skin. The patch is covered
Do not sunbathe, have long hot baths The following side effects have also been g transparent oversized protective films
or saunas. If you do, you may increase [l‘:lf:(‘::';s;’l;_b“t their exact frequency is which are both removed prior to application.
me amtoHnt of medicine you get from * You can become dependent on Opiodur®  Opiodur® is available in packs of 3, 4,5, 8, 9,
& paic (see section 2). 10, 16, 19 or 20 transdermal patches.
How quickly will the patches work? o Lack of male sex hormones Not all pack sizes may be marketed
Itt mhay tatke some time ]I?r )tlour first patch (androgen deficiency) Marketing Authorisation Holder and
. Y° aée Its maximum effec her painkll e Delirium (symptoms may include a Manufacturer
el o e YOu Ol or PAINKITETS — combination of agitation, restlessness, Marketing Authorisation Holder:
. ?\?tweth' orth e Irtsh a%’ °r| ds% Io 1o reli disorientation, confusion, fear, seeing of  Zentiva Pharma UK Limited
er this, the patch should help 1o relieve hearing things that are not really there, 12 New Fetter Lane
pain continuously so that you can stop g :
taking other painkillers sleep disturbance, nightmares) London EC4A 1JP
e However, your doctor rﬁay still prescribe You may notice rashes, redness or slight United Kingdom
— eX{T painkillers from time to time. lltﬁrs'"lg Séﬁgﬁysmdagme dsiistgp(;))fetarl]ri: Fz)ieflttgrhi/ou Under license by () Lavipharm
—— t'og)" !039 will ,3’?]“ use tfhe lpatcltles for? have removed the patch. If it does not, or if LMamgaetuge/{:
=—— © Jpiodur” palches are for long-1erm pain. 0 hateh irritates your skin badly, tell your avipnarm o.A., .
?(our doctor will be etlktJIe to tizrl]l youthﬁw doctor Agias Marinas Street, GR-190 02 Peania,
— ong you can expect to use the patches ) Attica,Greece.
—_1 9y P P Repeated use of the patches can make the I L
If your pain gets worse medicine become less effective (you get This leaflet was last revised in June 2025
Iflgglt:]r pg]!” gﬁfg%’g'yeﬂgf vggr:ﬁ ofﬂltgr used to it or you may become more sensitve - For information in
ph g oty patch y L. topain) or you can become dependent on it.
check your patch. If it is no longer sticking Drug Withd : |ar e rint ta e CD or
mell ort hﬁs faIIer|1 off yOtl_J sh‘clquId retplﬁ(%e” W%ue% ycl)tu str:;;NL?s ing Opiodur®, you may g P , ldpe,
ofg)pa ch (see also section If a patch falls experience drug withdrawal sy’mptoms, Brallle, t8|eph0ne
e |f your pain gets worse over time while which include restlessness, difficulty
po{J arepusin%] these patches, your doctor  sleeping, irritability, agitation, anxiety, feeling 0800 7318450.
may try a higher strength patch, or give %?urdheartbeat (?aliﬂitatiONS),,ian(?aIfed
you additional painkillers (or both) lo0d pressure, Teeling or being sick,
o [fincreasing the strength of the patch diarrhoea, shaking, shivering or sweating.
does not help, your doctor may decide to How do I know if | am addicted?
stop the use of the patches. If you notice any of the following signs whilst
If you use too many patches or the wrong ﬁsingbOpiodur@’ai(tj.c?u(ljd be a sign that you SNID version
strength patch ave become addicted. _
If you have stuck on too many patches orthe - You need to use the medicine for longer code: will be
wrong strength patch, take the patches off than advised by your prescriber 2118621 changed in
and contact a doctor straight away. - \r(ggoﬁ% é’gger(ljeggstg use more than the . gtrg“)tpm(’f
CMO AW version code:






