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Contraindications

When must you not take TRAMUNDIN®™ Retard Tsblets 00 mg?

You must not take TRAMUNDIN™ Retard Tabiets 100 mg

- In the case of imolerabiity to framadol or one of the offer inpre-
dients

= m e case of acute iawcation due 10 Sleohol analgssics,
Sasping madication o other paychotropic drogs (drugs with
##¥ects on mood. frame af mind and emotional lits};

= you &2 pl The wame B tauing MAD inhibitnrs |ceratn drugs
THET BT agaens] depnessaan) &f If you have ke such medication
within the las1 W days Delore Ihe treatment witn TRAMUNDIN®

Mﬂw WOmy (ses Interactions}. )
THAMUNDIN® Fetard Tablets W00 mg mest nol be usid o
replecement mAdGation in Shg-waninr fanmend

When may you taks TRAMUNDIN™ Retand Tablets W0 mg oaly

afier consuling your docior?

Listed palow are various situations m the presence of shich you may

take TRAMUNDIN® Ratard Tabisrs 100 mg only under pertan

conditions and anly with parlicular caution, Plaase ask your doctor

abou! this. Thig aiso apples if thesa siuatng hive aineady bnsen

EaTugs

In e loliowing whustions, TRAMUNDIN™ Retard Thblets 100 mg

may e used only o all the mecessary pracaulionary MAABUIES are

JFEe

- dependance on other sanalgesics (opioids).

- distardors of cONSCIOUENESE due 12 unknown causes, shock,

= condmions with raised nfracranial pressure. hesd injuries or
disnnses of tha brain,

= hreathing ditficutties (Sisorders of the respirstnry cenfre ang the
ranpiratary funation),

. pEY OF 8 tentency o comeulsiany.

- patients who raact sersftively to ofher aploids

Whiat do you have o consider preynancy and isciation?
I yiwi e pragrant or are Graast-seding, your docion will prescribe
Retard Tablsts 100 mg onky f thera are compaling
rezsons for domg so, Tramacol crosses the placental barrsr. Thers
15 N0 Bdeguate data availabie on the use of TRAMUNDIN® Retard
Tabsets 700 myg during pregnancy. Repeatad administration of
iR n pregnancy can ad ho iramadol rabituation inthe unbom
mmwwmammm niew b,
TRAMUMDIN™ Retard 10 g shawlel Eherefure not be used
during pregaancy
When given before of during the Birth, tramansl doss nof affect the
ahillty of the uberys lo contract, which i important for the natural
birth process. in the newborn i can ead io changes in ha s poratory
ritz which are, howover, 08 & ruld nol chinically significant
About 0.1% of the doss passes o the mother's milk. For s
reason, THAMUNDIN™ Retard Tablets 400 mg should not be teken
during the period of lactation. Aftar one singie cose of tramidol @ is
a4 rule not mecessary 10 stop breast-leading.

Wit has io be taken into account in the casa of children ond

Retard Tablsts 00 i nof intehded for use n
children with & body wesgnt of less 25 kg (sew also Dosage
Instructions

In th aldarly, Ihe dosing misrval can be increased (sew Dosage
Instructions).

Precautlionary measures for
administration and warnings

Whal precavtionary measures have o be inken?

I i 1 past you have nad unpheasant side eflacts during trantment
with FRatard Tablets 100 mg or with similaranalpesics
| oprouds ), TRAMIUNDEN™ Retard Tablets 100 mg should be used with
CALTiD

Comvulsions have been reported after tramadol has baen taken in the
recommended dotage An incresed risk can occur with fhe
administration of dosages o exciss of e recommended dady dose
of 400 mg. With thiy Sirmufianeniss sdminstration of drogs that lower
the comvulsion threshold, tramadol can increase the rsk of
camaulsions isae Intesactions), Patienty with spilepsy o who have
1 tendency ta comviilsions should be treated with tramadol paky i

excephional, impeling cisan

Whait do you have lo consider when driving @ moter vehicie or
operating machinery and when working 3t 3 workplace withaal
sECTE

vappori?

TRAMUNDIN™ Rutard Tablets 100 mg can affect the powars of
raaction to af extent et you may no longer De able to react
suffichently fasi and correctly 10 sutden, unexpactsd events. If you
Rave the teelkng thal your powers of reackon sie impaired, do not
drive i Car oF any oifer mator vehicie. do not use slectrical tools or
oparwle machingry 8nd da not engage o work where fwes & o
sacure suppodt! Yoy should take specid nole that this applies
ﬁmlinrhumum-mmmmmq

withaloghol or other drugs. which also afect the brain
and further impair your abillty to driva!

Warning!
Piease peae o ming that TRAMUNDIN™ Retard Tabiate 100 mg can
imact 1o mm depandance. With proiaaged use the
eheciol 1™ Rz Tabists 200 mQ can bacome waalker
0 Phal Enger amoonts of the drug hawe 19 be laken (developrmant of
drug tolerance). Im petients with & tendency 10 Orug abuse of Brug
dependonce, raaiment with TRAMUNDIN™ Retard Tabists 100 mg
should be given only fod shorl perisds and ungé: Strict medical
fuparyisien

interactions with other drugs and other
substances

Which sfher drugs affeci the sction of TRAMUNDIN™ Retard
Tablets 100 mg or are themaelves aifected by this drug?

Substances Type af interaction

SAAD imhituitiors {81ugs That Lite-threatening interactionn

Bt Sfaing! Bepretsion| affecting the ceniral nemous
system, the resgitatony Systam
¥ the cuculstion have been
ahtereed 3ie adminmtration of
the ic pettuging (opaid)
Thess CHIO! Dt iuied
atter the concomitant ingestion
of TRAMUNDIN™ Ritard Tablets
100 mg

Alcohal or drugs that aiso act ﬁgmnmmmmm_

o the brsin sramadal livenhying the bran,
especially impairment of ths
resparation

Drugy comtaineng cirhamerepine Aaduction of the analpesic affect,

{apalns: epilEphe serares) Shortaning of ihe duraion af
tion

Miked agonisisiantagonists  Weakening of the anaigesic

(&g, buprenarphing, #ftect of tramadol

ralbuphing, pentazocing)

Dirugs that themsalves nduce |10 vary rme cases,

coemilssns o lovwer the con-  ine observed.

vutgion thieshold (&g drups

fow the tregtment of cartain

manitestations i peychatric

HinEsLes Such 35 serobimn-

uptaice inhibifors, incycic ants-

depressants or neuroleplics)

Pleass bear in ming that thess dets can apply 2lso for drugs that

have been used belore Ihe starl of the ireatment with

Fatard W my.
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Dosage Instructions, mode and duration
of application

The fallowing intormation 15 valid unless TRAMUNTIN™ Retard
Tablets 100 mg has beenotherwize prescribed lar you by your doctor,
Please keap tofhe dosage instructions, 35 otharwise TRAMUNDIN™
Rstard Tablets ¥00 mp sannot work correathy.

How much TRAMUNDIN™ Retard Tablets 180 mg should you take,
anid how afton?

The dosape should be etapted to the saverity of the pEin and td the
raspanse of e individual patient 1o the traatment,

Aciuits and acoisscents fram the age of 12 pears:
1=2 TRAMUNDIN® Retard Tablets 300 mg mablets twice o day,
mormings and evenings (eguivalent to 200-400 mg tramadal
hydeochioride per day). The retard tablets are divisibla, so thal
indiwidhual single doses of 50 mg, W00 mg. 150 mg and 200 mg
tramadal hydrochiorida in ralard bodm o avallabds.

In principle, the lowest eftective analgesic dose should bechosan. A
tofal dally dose of 400 mp active substance should not be exceeded,
unliss hada ara 2peciad madical reasans lor 5o doing. The interval
between doses must not be less than 8 hours.

m
THEUHHIH' Retard Tablets 100 mg ls not intended for use In
chiidran with a body waight of under 25 kg and a5 a rule dogs ot
oflow I'n-rinindwuilmuglln children under 12 vaars of age. The
trestmient should therefore ba switchisd o'sr to mod sultatils drag
barme.

Geriairic patisnts
In eliderly patients (upto the age af 75 years) without slons of severe
lhwar ar kigney dissase. on a.:r ustmeant of the dase is #s-a rule
umwmsawﬂ.fn nider patiems {over 75 years), however, excratien
of the drug may be prolanged. The dosage Intervals should therelore
ai50 be prodonged, if necessary, in the individual patignts
finsuMcioncy)/Patiants on

Sh“h'lfﬂ‘mng‘ dialyss

In acute pain, TRAMUNDIN™ Ratard Tablets 100 my is taken anly
once O just o few times, 50 that adustment of the doss is not
NECELEINY. TRAMUNDIN® Rotard Tatisls 100 iy should el bé
admingstared to patsants with sevara hepatic or renal insuflicsancy,
In lass savere casas, a lengthening of the dosage intarvals shold be
corsidarad.

# and when should you take THAMUNDIN® Aetard Tablets

my?
‘foushauld take the retard tablets witha little liguld {about half aglass
of waker) betwgen meals. For the tregtment of cheomat pain you
should take tha tablets according 1o a fked schedule, as instrocted
By ywowr doetar {&.g. in tha marming &t 8.00 hrs and In tha avening at
Erl;lﬂﬂ%hrs:. The ntarval bebween two single doses must not be less
than B hours

F‘: how lamg shoold you take TRAMUNDIN™ Retard Tablels
mg?

au should not take TRAMUNDIN™ Ratard Tablets $00 mg for longer
than prasaribed for you by your doctor

Overdosage and other incorrect use

Whil i to be done il TRAMUNDIN™ Retard Tablsts 100
been taken in foe lnrge amounts (deliberate or accl

overdose)?

I you inddvartently take & singis dose of TRAMUNDIN™ Ratard

Tablets 100 mg twice, this 25 a rula has no ragative efiects. You

shoubd continue to take tha TRAMUNDIN™ Ratard Tabiets 100mg 23

prascribad, bul nod until alar an interval of B hours,

Ingestion of excessive amounts of the drug leads 1o disturbances of

consclousness, to the point of coma (desp uncomsciousnEss),

generalised severe spileptic seizures, fall in béood pressure,

increased heart rate, contracted o diated puplls and dscraasad

respiration, 10 tha pmn of respiralory arrest

Ifmtlhalz-emu apmear you shoudd call the nearest available doctor for
o

Instruction for your doctor:

I the case of an overdose, @ drug that acts against opioids (..
naloxone| is ghen, whersby care has o be takan to enswre that this
drug is admemistered in repeated, small doses, as its duration of
action is shortar than that of tramasol. Also afier 20 overdoss the
patient shauld be treated in inlensive care (paricilarly with
infubation and artiicial respiration). Banzodrazepines are suitabla in
1he case of comvulgions. Protaction against heat-loss and valume-
replacement therapy (intravenous sdministration of Hulds o s

the circulation) may alsa be necessary. Gasiric lavage can be halpful
TRAMUNDIN™ Ratard Tatiegs 100 mg is anly skghtly diatysasie, For
this reason, hagmodialysis or hae {systemic tavage)
alona arg not suiabke for the detodcation.

What musi you consider i you have taken loe little TRAMUNDIN™
Retard Tablets 100 mg or if you have lorgotien a dose?

It ypau to take a dose your pain may appear again, If thes
fappens o nof feke twice the normal dosa, Dot comtinue with tha
normal prescribed dosapa

What must you congider if you wish lo inferrupl the tregtment or
slop [ prematuraly?

It you Interrupt the treatment with TRAMUNDIN™ Rotard Tabet
100 mg ar stop 1§ prematurely, thes leads to ronewed appearance of
thea pain

Inthe cose of unpleasant side atfacts wour doctor will digcuss with
yoi what eguntirmeasures can b taken and whether other diigs
tan be considerad for your freatment

Side effects

Whatside elfects can appear wilk he sse of TRAMUNDIN™ Retard
Tabl=ts 100 mg?

Nauses and diziness are common Side sffects. Womiting,
constipation, swesting. dry mouth, headache and drowsiness
SOmeEtimes ooour

I rare cases the circutatory Ta?uldmn can be alfectsd {palpitations,
incressed haar rate, fealing of weakness and clrwim caltapse ML
Thiz can ocour aspecially when in the standing position and
piwysical enmrenn

Gastrointestingl discomion (.. prassure ovar he stomach, lealing
ot fuilnassiarcutanegus symploms [e.g. tching, rash, wricaria)can
H50 BECUT I FAME Cases.

\iary rarely, mofor weaknass | reduced muscle strength), changes of
appetite and disordars of miction have bean obsarded,

Also i very rare cases, THAMUMNDIN® Retzrd Tabdets 100 mg can
have various types of psychic side effects, which can differ from
indivigual 1o Indwitual, depanding on parsonaily and on Iha length
of the treatment, e.9, changes of maod {mostly ralsed, sometimes
man agitated mood), changes in activty (mostly subdied.
sormatimes increased) and change of the cognithe and sersory
#fficiency |change o1 sansory percaption and recognition, which can
Iesard to erors in decision making)

Alirgic reachons (g dyspnoes, “whearing” respiratory sounds,
asthma, acoumautation of water (n the fissue) and shock reactions
(suddden carculatony collapse) have oocurrad In vedy rm cases
Eplleptic sacures have also been observed very rarely. Thay
pecurrad mainly sfer the use of a high dosage of ramadal or alter
thaconcomitant use of drugsthe can themselves cause comulsions
or thal lower the convuision threshold fe.p. antidepressants or
raurolepiics [Baoth types af drugs for the tresiment of cartaln
mansfestaticns in psychiatri; diseases])

Very rarely. rised blood pressure and @ sloweng down of the haart
rate {bradycarda) hove been obsened

A reduction of the respiration (respiratory depresskon) has begn
obsarvad. If the recommanded amouis of e drugs are exceaded
or if other drugs that have a depressant effect on the brain are
afdministerad cancormitantly, areduction of the respiration canoccur.
IFTRAMUNDIN™ Retant Tablets 100 mg is takan meer a long pariod
dependence can develop, although the risk of this happaning ks
slight. Howewver, after-pffects may than appear atter the drug =
stopped. Thase after-efiects can inclide; states of agitation, anmety,
nervousness, slesp discrosrs, hyper-aciiviy, rembling and
pastrointestinal discmmiban

IFyau shiould hive site #lfects thal are nol mentioned inthis package
|eafbat, plesse bl your doctor or your pharmacist.

Whal countermessures should be taken in Ihe eveni of skde
effecis?

W-you axpesience signs of one or more.of the seroles side effects
dascribad above you should call 1he nearest avadlable doctor for haip,
In the event of ofher unwanied effects, please speak to the doctor
who is freating you ragarding the turther treatmant.

Instructions and information om the shell lite of the drug

The gapiry date for the contants of this package are printed on the
carion box and on the blister-pack containing the tablets. Do not use
tho contants of the package after that date,

How should TRAMUNDIN™ Relard Tablats 100 myg be sinred?
The tabilets shoukd be kept in & dry place and bedow 30 °C1
Status of the infoermation

March 1958

Th: TRAMUNDIN is a Trademark

Keep out of reach of children
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