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Fenta 12, Fenta 25, Fenta 50, Fenta 75, Fenta 100- Transdermal patches
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W7 2" 12.5 nnanwni (Fentanyl) 71019 a"n 2.063 n7'on 12 avae 7w njpaTtn '
NYY7 2" 25 nanwni (Fentanyl) 71019 2"'n 4.125 n%'Dn 25 nvao 7w nppatn ‘D
N7 2" 50 nnnwni (Fentanyl) 71019 1"n 8.25 n'7'on 50 nvas Yw npa 7
N7 2"m 75 nnnwni (Fentanyl) 71019 2"n 12.375 n'7'on 75 avae 7w njpam '
.NYw7 2" 100 nanwni (Fentanyl) 71019 2"n 16.5 n%7'on 100 Avae 7w n7aTN ‘D
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Management of chronic pain and intractable pain requiring opioid analgesia.
Fenta should only be used in patients who are already receiving opioid therapy, who have
demonstrated opioid tolerance.
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4.2 Posology and method of administration

Treatment duration and goals

Before initiating treatment with Fenta TDP, a treatment strategy including treatment duration and treatment goals, and a plan
for end of the treatment, should be agreed together with the patient, in accordance with pain management guidelines. During
treatment, there should be frequent contact between the physician and the patient to evaluate the need for continued
treatment, consider discontinuation and to adjust dosages if needed. In absence of adequate pain control, the possibility of
hyperalgesia, tolerance and progression of underlying disease should be considered (see section 4.4).

4.4 Special warnings and precautions for use

Long-term treatment effects and tolerance
In all patients, tolerance to the analgesic effects, hyperalgesia, physical dependence, and psychological dependence may develop
upon repeated administration of opioids, whereas incomplete tolerance is developed for some side effects like opioid induced
constipation. Particularly in patients with chronic non cancer pain, it has been reported that they may not experience a meaningful
amelioration in pain intensity from continuous opioid treatment in the long term. During treatment, there should be frequent contact
(see section 4.2). iisrecommended-tore-
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decided that there is no benefit for continuation, gradual down titration should be applied to address withdrawal symptoms.

Opioid use disorder (abuse and dependence)

Repeated use of Fenta TDP may lead to Opioid use disorder (OUD). A higher dose and longer duration of opioid treatment
can increase the risk of developing OUD. Abuse or intentional misuse of Fenta TDP may result in overdose and/or death. The
risk of developing OUD is increased in patients with a personal or a family history (parents or siblings) of substance use
disorders (including alcohol use disorder), in current tobacco users or in patients with a personal history of other mental health
disorders (e.g. major depression, anxiety and personality disorders).

Before initiating treatment with Fenta TDP and during the treatment, treatment goals and a discontinuation plan should be
agreed with the patient (see section 4.2). Before and during treatment the patient should also be informed about the risks and
signs of OUD. If these signs occur, patients should be advised to contact their physician.

Patients treated with opioid medications should be monitored for signs of OUD, such as drug-seeking behaviour (e.g. too early
requests for refills), particularly with patients at increased risk. This includes the review of concomitant opioids and psycho-
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active drugs (like benzodiazepines). For patients with signs and symptoms of OUD, consultation with an addiction specialist
should be considered. If opioid discontinuation is to occur see section 4.4.

Endocrine effects

Opioids such as fentanyl may influence the hypothalamic-pituitary-adrenal or — gonadal axes, especially after long-term use.
Some changes that can be seen include an increase in serum prolactin, and decreases in plasma cortisol and testosterone.

Clinical signs and symptoms may manifest from these hormonal changes. If an endocrine effect such as hyperprolactinaemia
or adrenal insufficiency is suspected, appropriate laboratory testing is recommended and discontinuation of treatment with
Fenta TDP should be considered.

4.8 Undesirable effects

Table 5: Adverse reactions in adult and paediatric patients

Addition of the detailing of the following undesirable effects with Not known frequency:
Psychiatric disorders: Dependence

General disorders and administration site conditions: Drug tolerance

Tolerance

Tolerance physical-dependence,—and-psychological-dependence can develop on repeated use of Fenta-TDP (see

Drug dependence
Repeated use of Fenta TDP can lead to drug dependence, even at therapeutic doses. The risk of drug dependence
may vary depending on a patient's individual risk factors, dosage, and duration of opioid treatment (see section 4.4).

4.9 Overdose

Symptoms and signs
The manifestations of fentanyl overdose are an extension of its pharmacologic actions, the most serious effect being
respiratory depression. Toxic leukoencephalopathy has also been observed with fentanyl overdose.
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