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Effects that may occur when treatment with TRAMOSEL is terminated

Do not stop TRAMOSEL treatment suddenly. If you want to stop taking thi% medication, discuss
this with your prescribing doctor first. They will tell you how to do this, usually by gradually
reducing the dose so that any unwanted drug withdrawal effects are kept to a minimum.
Withdrawal symptoms such as restlessness, difficulty sleeping, irritabilit}}/, agitation, anxiety,
feeling your heartbeat (palpitations), increased blood pressure, feeling sick or sick, diarrhea,

shaking, trembling, or sweating may occur if you stop using this medication suddenly.
|
If any of these complaints occur after stopping TRAMOSEL, please consult your doctor.

4. What are the Possible side effects 1

As with all medicines, there may be side effects in people who are sensitive to the ingredients of
TRAMOSEL. ‘

If you notice any of the following, stop using TRAMOSEL and inform your doctor
IMMEDIATELY, or apply to the emergency service of the nearest hospital:

e Swelling of the hands, feet, ankles, face, lips or swelling of the rhouth or throat that
makes it difficult to swallow or breathe.

e Rash, itching

e Fainting

These are all very serious side effects.

If you have one of these, it means you have a serious allergy to TRAMOSEL. You may need
urgent medical attention or hospitalization.

All of these very serious side effects are very rare. \

Other side effects are classified as shown in the following categories.

Very common : It can be seen in at least one of 10 patients.
Common : It can be seen less than one in 10 patients, but more than one in 100
patients.
|
Uncommon : It can be seen less than one in 100 patients, but more than one in 1,000
patients.
Rare : It can be seen less than one in 1,000 patients, but more than one in
\
10,000 patients.
Very rare : It can be seen may be seen less than one in 10,000 patients.
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Unknown frequency : Cannot be estimated from the available data. |

Very common:

e Dizziness
e Nausea

Common:
e Headache, drowsiness
e Vomiting, constipation, dry mouth

e Excessive sweating

e Tiredness

Uncommon:

e Effects on the heart and circulatory system (heartbeat, rapid heartbeat, fainting or
collapse). This is especially observed when standing and during physical fatigue.

e Nausea (retching), stomach upset (e.g. feeling of pressure in the stomach, bloating),
diarrhea

e Skin reactions (eg itching, rash)

Drug withdrawal

When you stop taking TRAMOSEL, you may experience drug withdrawal symptoms such as
restlessness, difficulty sleeping, irritability, agitation, anxiety, feeling your heartbeat
(palpitations), increased blood pressure, feeling sick or feeling sick, diarrhea, shaking, trembling,
or sweating. ‘

|
Rare: ‘

e In very rare cases, allergic reactions (eg difficulty in breathing, wheézing, skin swelling)
and shock (sudden circulatory failure) occur. |

|
e Abnormal sensations (eg, itching, tingling, numbness), tremor, epileptic seizures, muscle

. 3 . |
twitches, uncoordinated movements, temporary loss of consciousness (syncope), speech
disorders ‘

. . . ‘
e Epileptic seizures have mainly occurred when high doses of tramadol were taken or when

tramadol was taken at the same time as other drugs that can cause seizures.

1

e Weakness in muscles
|

o Excessive constriction (miosis) or enlargement of the pupil (mydriasis), blurred vision

e Slowing of the heart rate \

e Slow breathing, shortness of breath (dyspnea) !

e Asthma has been reported to worsen, but it has not been determined whether this is due to
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|
tramadol. Breathing may slow down if the recommended doses are exceeded or other
drugs that suppress brain function are taken at the same time. |

Urinating with difficulty or pain, urinating less than usual (dysuria)
i

Hallucinations, impaired consciousness, sleep disorders, delirium, anxiety, nightmares

Changes in appetite

Increase in blood pressure

Psychological complaints may appear after treatment with TRAMOSEL. The intensity
and nature of these complaints can vary (depending on the patient's personality and the
length of therapy). These include a change in mood (mostly high mood, occasional
irritable mood), changes in activity (usually suppression, occasiopal increase), and a
decrease in cognitive and sensory perception (less awareness and ability to make
decisions, which in turn which may cause errors). |

Very Rare:

Increase in liver enzymes |

Unknown: ‘

Decrease in blood sugar levels |
Hiccup

Serotonin syndrome, which may present with changes in mental status (e.g. agitation,
hallucinations, coma) and other effects such as fever, increased heart rate, unstable blood
pressure, involuntary twitching, muscle stiffness, lack of cpordination, and/or

gastrointestinal symptoms(e.g. nausea, vomiting, diarrhea) (see section "2. Before you
use TRAMOSEL"). |

Adherence and addiction (see the section " How do I know if I'm addicted")

How do I know if I'm addicted
If you notice any of the following symptoms while using TRAMOSEL, this may be a sign that

you are addicted.

|
If you need to take the medicine for longer than prescribed by your prescribing doctor.

If you feel that you need to use more than the recommended dose. |
If you are using the medication for a purpose other than the prescribed one.
If you feel unwell when you stop taking the medication and you feel better when you take

the medication again.

If you notice any of these symptoms, it's important to talk to your doctor.

If you experience any side effect not mentioned in this patient information ‘leqﬂet, inform your
doctor or your pharmacist. 1
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Reporting of the side effects:

If you get any side effects listed or not listed in this leaflet, talk to your doctor, pharmacist or
nurse. Also, report the side effects you encounter to the Turkish Pharmacovigilance Center
(TUFAM) by clicking on the "Drug Side Effects Reporting" icon on www.titck.gov.tr or by
calling the side effect reporting line at 0 800 314 00 08. By reporting side effects, you can help
provide more information on the safety of this medicine.

5.Storage of TRAMOSEL

Keep TRAMOSEL out of the reach and sight of children and within its packaging.

Store at room temperature below 25 ° C.

Use in compliance with the expiry date.

Do not use TRAMOSEL afier the expiry date which is stated on the packaging.

Do not throw away expired or unused medicines! Give it to the collection system determined by

the Ministry of Environment, Urbanization and Climate Change.

Marketing Authorization Holder:
HAVER FARMA llag A.S.

Akbaba Mah. Maras Cad. No:52/2/1
Beykoz / ISTANBUL

Manufacturer:

Osel Ilag Sanayi ve Tic A.S.

Akbaba Mah. Maras Cad. No: 52 34820
Beykoz / ISTANBUL

This patient information leaflet approved in ../../ ...

Incompatibilities

TRAMOSEL 100 mg/2 mL solution for injection is incompatible with diclofenac, indomethacin,

phenylbutazone, diazepam, flunitrazepam, midazolam, glyceryltrinitrate injectable solutions.

Other instructions for use:
For moderate pain, half of TRAMOSEL 100 mg/2 mL solution for injection is administered as 1

mL (equivalent to 50 mg tramadol hydrochloride). If pain relief does not occur within 30-60
minutes, the other half is applied.

If more needs are needed in severe pain, TRAMOSEL 100 mg/2 mL of solution; for: injectiom(’
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mL) is administered as a whole.

In severe post-surgical pain, higher doses may also be needed. The 24-hour need is usually no

higher than the standard dose.

TRAMOSEL 100 mg/2 mL solution for injection is injected intravenously, intramuscularly or

subcutaneously.

Intravenous administration is performed in such a way that 1 mLL of TRAMOSEL is given in 1

minute.

Alternatively, TRAMOSEL 100 mg/2 mL solution for injection can also be given diluted with

appropriate solutions (0.9% NaCl or 5% glucose solution).
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