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Indication

Contraindication

The dose should be individually adjusted
according to intensity of pain and response
of the patient. The lowest effective dose for
analgesia should generally be selected.

Elderly patients

A dose adjustment is not usually
necessary in patients up to 75 years
without clinically manifest hepatic or renal
insufficiency. In elderly patients over 75
years elimination may be prolonged.
Therefore, if necessary the dosage interval
is to be extended according to the patient's
requirements.

The dose should be individually
adjusted according to intensity of pain
and response of the patient.

Elderly patients
The usual dosages may be used
although it should be noted that in
volunteers aged over 75 years the
elimination half life of tramadol was
increased by 17% following oral
administration. In patients over 75
years old, it is recommended that
the minimum interval between doses
should be not less than 6 hours, due
to the presence of tramadol

Posology, dosage
and administration

Special Warnings
and Special
Precautions for
Use

Concomitant therapeutic use of
tramadol and serotoninergic drugs
such as selective serotonin re-uptake
inhibitors (SSRIs), serotonin-
norephnepherine reuptake inhibitors
(SNRIs), MAO inhibitors (see section
4.3), tricyclic antidepressants and
mirtazapine may cause serotonin
toxicty. Serotonin Syndrome is likely
when one of the following is observed:
Spontaneous clonus, Inducible or
ocular clonus with, agitation, or
diaphoresis, Tremor and
hyperreflexia,Hypertonia and body
temperature > 38°C and inducible or
oclurar clonus .Withdrawal of the
serotonergic drugs usually brings
about a rapid improvement.
Treatment depends on type and
severity of symptoms

In isolated cases there have been
reports of Serotonin Syndrome in a
temporal connection with the
therapeutic use of tramadol in
combination with other
serotoninergic medicines such as
selective serotonin re-uptake
inhibitors (SSRIs) and triptans.
Signs of Serotonin Syndrome may
be for example, confusion, agitation,
fever, sweating, ataxia,
hyperreflexia, myoclonus and
diarrhoea.

Interaction with
Other Medicaments
and Other Forms of
Interaction




Tramadol can induce convulsions and
increase the potential for selective
serotonin reuptake inhibitors (SSRIs),
serotonin-norepinephrine reuptake
inhibitors (SNRIs), tricyclic antidepressants
antipsychotics and other seizure
threashold-lowering medicinal products
(such as bupropion, mirtazapine,
tetrahydrocannabinol) to cause
convulsions.

Medicinal products reducing
the seizure threshold, such as
bupropion, serotonin reuptake
inhibitor antidepressants,
tricyclic antidepressants and
neuroleptics. Concomitant use
of tramadol with these drugs
can increase the risk of
convulsions.

Long-term treatment during pregnancy may
lead to withdrawal symptoms in the newborn
after birth, as a consequence of habituation

Fertility, pregnancy
and Lactation

Central and peripheral nervous system

disorders:

. Rare (= 1/10000 to < 1/1000): ataxia,
convulsions, speech disorder, syncope.

Eye disorders:
Rare (= 1/10000 to < 1/1000): vision blurred
, miosis, mydriasis

Central and peripheral nervous system
disorders:

Rare (= 1/10000 to < 1/1000): ataxia,
convulsions

Vision disorders:
Rare (<0.1 %): blurred vision

Adverse events




