Tramal® suppositories

Active substance: tramadol hydrochloride

PATIENT INFORMATION LEAFLET: information fo the user

GRUNENTHAL
el

Please read the following i lis medicine.

*Keepthis leaflet, You may need to read it again.

*Ifyou have further questions, please ask your doctor or your pharmacist.

*This medicine has b for and you should not pass it on to others. \Imayharrnoherpeop\eeveml hey have the same symptoms as

*Ifone of the side-ffects youalotof trouble ory “

ly before you start taking

that are not listed in

your doctor or pharmacist.

jou.

This package information leaflet tells you:

1. Whatare Tramal suppositories and what are they used for?

2.What must you take into account before using Tramal suppositories?

3. How should you use Tramal suppositories?

4, What side-ffects may occur?

5. How should you store Tramal suppostories?

6. Additional information

1, WHAT ARE TRAMAL SUPPOSITORIES AND WHAT ARE THEY USED FOR?

Tramadol - th bstance in isapainkiler belonging

by acting on specific nerve cells of he spinal cord and brain.

Tramal suppositories are used for the treafment of moderate to severe pain,

2, WHAT MUST YOU TAKE INTO ACCOUNT BEFORE USING TRAMAL SUPPOSITORIES?
Tramal suppositories must not be used,

+if you are hypersensiive (allergic) to ramadol or any of the other ingrediients of Tramal suppositories.

f opiaids that acts on the central nervous system. It relieves pain

*inacute poisoning with alcohol, sleepmg pills, pamkxllers o uther psycho ropic that affect I

«ifyou are also taking MAQ infibit pression) or have taken them inthe ast 14 day with Tramal
(see “Using Tramal suppostories vith other medicines.”)

eifyou leptic and your fits are not y reatment,

*asasubstitute \ndrugwnhd rawal.

Particular y when using Tramal

«ifyou think that you are addicted to other painkilers (opioids)
«if you suffer from consciousness disorders ifyou feel that you are going to fainf)

«ifyouare inastate of shock cold sweat may bea sign of it)

«ifyou suffer from increased pressure in the brain (possibly afer a head injury or brain disease)
«ifyou have difficulty in breathing

«ifyou have a tendency towards epilepsy or fits
«ifyou suffer from a ver or kidney disease.

In such cases please consult your doctor before use.
Enonticfit havo b T

Epiept ftramadol. The risk may increase if you take more than the recommended maximum

daly dose of 400 mg ramadol.

Please note that Tramal suppositories may lead to physical and addiction. When Tramal used for along time, their effect may

decrease, so that higher doses have to be taken (tolerance development). In patients with a tendency towards medicine abuse or dependence, treatment with

Tramal supposttories should only be carried out for a short time and under strict medical supervision.

Please also inform your doctor f one of th b g treatment with

Using Tramal suppositories with other medicines

Please inform your doctor or pharmacist if you are using or have recently used other medicines, even if they do not require a prescription.

Tramal suppositories mustnot be used with MAQ inhibitors (certain medicines forthe treatment of depression) (see “Tramal suppositories must not be used).

The pain-refieving effect of Tramal suppositories may be reduced and the length of time they act may be shortened, if you take medicines containing one of

the following active substances:

* carbamazepine (for epileptic fits)

* pentazacine, nalbuphine or buprenorphine (painkillers)

* ondansetron (prevents nausea).

Your doctor will ell you whether and f necessary i

Therisk of sde-effectsincreases,

+ifyou take medicines which also depress brain function together with Tramal suppositories. You might feel dazed or that you are going to faint, Ifthis happens,
please inform your doctor. These other medicines include sedatives, sleeping pill and certain pain kilers such as morphine and codeine (also as cough
medicine) and alcohol;

+if you are also taking medicines that may cause fits, for example for the treatment of certain psychological diseases (ke certain antidepressants|. The risk
of epileptic-lie fts may nse ifyou take Trama\ suppositories at the same time. Your doctor W\H tel you whether Tramal suppositories are suitable for you

«if youtake select hibitors (often called SSRI) or MAQ inhibi for melmdUHEHLU\dep[ESS\OH) The effects
fthesemedlcmesandTrama\suppns\ fories might nfiuence each [ “sero drome”. Symptoms of serotonin

ifthey applied o youin the past.

youmaytake Tramal

andthisi a
syndrome are, for example, confusion, restiessness, high temperature, sweating, uncoordinated mnvemems of the fmbs or eyes, uncontrollable muscle

Mnchmgord\armoea
+if you ak (medicines to prevent normal blood clotting), for example warfarin, at the same fime with Tramal suppositories. The action
ofthese medicines on blood cotting may be affected and bleeding may occur.

Taking Tramal suppositories together with food and drinks
Donot drink alcohol during treatment with Tramal suppositories s their effect may be increased. Food has no effect on Tramal suppositories.
Pregnancy and breast-feeding
Before using any medicines please ask your doctor or pharmacist for advice.
There s very ftle information regarcing the safety of tramadol during pregnancy. Therefore you should not take Tramal suppositories if you are pregnan.
The repeated use of Tramal suppositories during pregnancy may lead to habituation in the unborn child and as a resutt, the child may experience withdrawal
symptoms after birth,
Ingeneralifyou are breast-feeding, you should not use tramadol. Very small amounts of
not usually necessary fo interrupt breast-feeding. Please ask your doctor for advice.
Dnvmg and operatmg machmery

lead to dizziness, vision) and th yourreactions. Ifyou feel that your reactions are
affected, do not drive a car or another vehicle, do not use electric tools or operate machinery, and do not work without a firm hold!
3. HOW SHOULD YOU USE TRAMAL SUPPOSITORIES?

ly according to your doctor's instuctons. You should check with your doctor or pharmacistif you are not quite sure.

The dosage should be adjusted to the intensity of your pain and your In principle, the lowest pain-relieving dose should be selected. Unless
othenwise prescribed by your doctor, the usual dose is:
Adutts and adolescents from the age of 12 years
Adutts and adolescents from the age of 12 years insert one Tramal a lentto 100 mg tramadol
Depending on the intensty of the pain, the effect lasts for 4-8 hours Do nol mke more than four Tramal suppositories (equivalent to 400 mg tramadol
hydrochloride) daily, unless told to do so by your doctor.

ted into breast mik. Ona single dose of tramadol tis

gl dose |

Chitdren

Tramal intended for hildren below the age of 12 years.
e derly patients
e In€lderly patients (above 75 years} tramadol excretion may be delayed. Iftis applies to you, your doctor might recommend prolonging the infervals between
|

Wb‘dﬂ IHM or NUA ey
In patients with weak liver andor kidney funcfion the excrefion of tramadol is delayed. I this applies to you, your doctor might recommend prolonging the

4, WHAT SIDE-EFFECTS MAY OCCUR?
L\ke al medlcmes Tramal supposw ores may have sid-ffects, which, owever, o not occurneveryone.

0 categores:
Very common: _more than 1n 10 people reated

Common; 1+10in 100 people treated

Uncommon: __1-10in 1,000 people treated

Rare: 1-10in 10,000 people treated

Veryrare:  lessthan 1in 10,000 people freated

Not known: __ incidence cannot be estimated on the bass of the available data
The most de eff with ddi , which occur more frequently than 11n 10 patients.
Psychiaticdseases

Rare: confusion, sleep disord

Psychological problems may appear after reatment with Tramal supposttories. Ther intensity and nature may vary (depending on the patient's
personalty and length of treatment). These may appear as a change in mood (mostly high spirts, occasionally iritated mood, changes in
activity (usually suppression, occasionally increase) and decreased sensory and cognitive perception, which may lead to errors in judgement
(reduced ability to notice and recognise things).
Dependence may occur.

Diseases ofthe nervous system

Verycommon: - dizziness.

Common: ~ headache, muzziness.

Rare; changes in appetite, abnormal sensations on the skin (e.g. itching, tingling, numbness), trembling (tremor), slow breathing (respiratory
depression), epileptic fis, involuntary muscle twitching, coordination disorders, temporary loss of consmousness [syncope)
Ifyou take more than ather drugs that depr function, your
Epileptic-fike fits occurred mainly after taking high doses of tramadol or when medicings that may lower the fit hreshold were taken atthe same
time,

Notknown:  speech disorders.

Eyediseases

Rare: blurredvision.

Notknown:  dilated pupils (mycriasis).

Heartdiseases

Uncommon:  effects on the heart and blood circulation (pounding of the heart, fast heart-beat [tachycardia], feeling faint [orthostatic hypotension] and
collapse [cardiovascular callapse]). These side-effects may appear particularly when you are standing or siting upright or are under physical
sfran,

Rare: slow heart beat (bradycardia), increase in blood pressure.

Diseases of the ainvays, chest and medlastinum
Rare: reathlessness (dyspnoea).
Worsening of asthma has also been reported, but it has not been established whether it was caused by the active substance tramadol.
Diseases ofthe stomach and bowels
Verycommon: nausea.

Common:  vomiting, constipafion, dry mouth.

Uncommon:  urge tovomit, stomach trouble (e.g. feeling of pressure i the stomach, bloating), diarrhoea.
Liver and bilg seases

Veryrare:  raised fiver enzyme values.

Diseases ofthe skin and subcutangous fissues

Common: ~ sweating.

Uncommon:  skinreactions (e.q. tching, red skin, rash).

Diseases of the muscles, connective tissues and bones

Rare; weak muscles (motorial weakness).

Diseases of the kidneys and urinary tract

Rare: difficultyor pain on passing water, less uring than normal (micturition disorders and dysuria).

General diseases and complaints at the site of adminisration

Common: ~ exhausfion.

Rare a\lerg\c reactions (e 9 d\mcu\ty in breathing [dyspnoeal, wheezmg accumulation of water in the fissues [angioneuratic oedemal) and shock

Y rare Cases. Id consulta doctor immediately, if you have symptoms suich as sweling

oilheiace‘ q throat and/or dificultes in swall skin rash with breathing ificulties at the same time.
If Tramal suppositories are taken over along period of time dependence may occur, although the risk is very low. After you stop taking the
medicine, withdrawal reactions may accur (see If you stop treatment with Tramal suppositories}.

If one of the side-effects causes you a lot of trouble or you nofice side-effects that are not fisted in this patient information leaflet, please inform your doctor

or pharmacist,

5, HOW SHOULD YOU STORE TRAMAL SUPPOSITORIES?

Keep medicines out of he reach and swght 0 ch|ld en.

Donotuse Tramal s after fh date printed on the package and the biister pack. The expiry date refers to the last day of the month.
Donottoreabove 30C..

Otherwise th d cooling

The medicing must not be thrown down the dram orinto the rubbish bin. Ask your pharmamst howto dispose of the medicine when you no longer need i, This
helps to protect the environment.

6. ADDITIONAL INFORMATION
What do Tramal suppositories contain?
The active substance s: ramadol hydrochloride.
Each Tramal suppository contains 100 mg tramadol hydrochloride.
The other ingredients are:
Hard fat
What do Tramal
‘Mme to yeHowwsh wax-like suppositories
lable in packs of 10and
Pharmaceutical company and manufacturer
Griinenthal GmbH 52099 Aachen - Germany
Tel.:0049 241569-0
Fax: 0049 241 569-1498
Emall senice@qrunenthal.com
This patient information leaflet was last approved in September 2009

d what does the pack contain?

intervals between doses. Thisisa Medlcament

HowapdwnenghouldyouuseTramalsuppos[tories? - Medicamentis aproduct, which afects your health andit i yio i foryou.

Tobe inserted i the back passage. o o o - Followstricty the doctor's prescription, the method of use and theinstruct it hamecisvhosdd hemedcanet,

Insert me suppostories nto your back passage, i possile fter bowel movement. For easy insertin you may war the suppositores n your hand or 6| - The doctorand the pharmecist are the experts in medicines, theirbenefts and riks.

hem brefly into ot water. » -Donot by yourselfinerruptthe period of reatment prescribed for you.

Howlong should you use Tramal suppositories? - Donot repeat the same prescription without consulting your doctor.

Do not use Tramal suppositories for longer than absolutely necessary. flong-term pain treatment appears to be necessary, your doctor will check at reguiar | - Keep all medicaments out of reah of hildren.

shortintervas (i appropriate with breaks in reatment) whether and to what extent you should continue using Tramal suppositories and if necessary, in which Councilof Arab Health Ministers

dose. Union of Arab Pharmacists

F\ease consult yourdoctor if you fegl IhaI Ihe effectof Tramal suppositories is too strong or oo weak.

If you have used you should

fyouhaveusedanaddmona\doseo | ies by mistake, this will generally qative effects. Take the next dose of Tramal suppositories

as prescribed, but not before six hours have elapsed.

Ater using very high amounts of the medicine, pin-point pupils, vomiting, fallin blood presstre, fast heart-beat, feefing faint, reduced level of consciousness up

tocoma (deep unconsciousness), epileptic-fke fits, and difficuty in breathing up to stoppage of breathing may occur. In such cases call a doctor immedately!

If you have forgotten to use Tramal suppositories

Ifyouforget to use Tramal es, pain may return. D the dose to make up for the dose you have forgotten, coninue using it as before.

If you stop treatment with Tramal suppositories

Ifyouinterrupt or stop treatment with Tramal suppositaries too soon, pain s ikely to return. If you wish to stop treatment on account of unpleasant side-effects,

please consult your doctor.

In general stopping treatment with Tramal suppositories wil have no after-effects. In a small number of patients taking Tramal suppositories for along time

and suddenly stopping taking them, after-effects may occur. You might feel resfless, anxious, nervous or dithery. You might be overactive, sleep badly, or have

stomach or bowel trouble. A very small number of people might have panic attacks, hallucinations, abnormal sensations, Such as tingling and numbness, or

ringing in the ears (tinnitus|. Further unusual central nervous system symptoms such as confusion, mania, changed perception of oneself (depersonalisation)

and reality (derealisation|, and paranoia have very rarely been obsenved. If e of these side-gffects occurs after stopping treatment with suppositaries, please

consultyour doctor,

If you have any further questions regarding the use of this medicine, ask your doctor or pharmacist.
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