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COD ACAMOLP 15/325
Contains: Paracetamol 325 mg, Codeine phosphate 15 mg
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Relief of mild to moderate pain.
Relief of fever and cough associated with fever.
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4.4 Special warnings and precautions for use

[..

[..

]

Tolerance and opioid use disorder (abuse and dependence)

[I_’hxsical dependence and psychological dependence will develop upon repeated administration of
opioids. Tolerance may develop upon repeated administration of opioids |
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Repeated use of Cod Acamol can lead to OUD. A higher dose and long
of opioid treatment can increase the risk of developing OUD. Abuse or
intentional misuse of Cod Acamol 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 aleohol 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).
y
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Hyperalgesia

Hyperalgesia may be diagnosed if the patient on long-term opioid therapy presents with increased pain.
This might be qualitatively and anatomically distinet from pain related to disease progression or to
breakthrough pain resulting from development of opioid tolerance. Pain associated with hyperalgesia
tends to be more diffuse than the pre-existing pain and less defined in quality. Symptoms of
hyperalgesia may resolve with a reduction of opioid dose. As with other opioids. in case of insufficient
pain control in response to an increased dose of codeine, the possibility of opioid-induced hyperalgesia
should be considered. A dose reduction or treatment review may be indicated.

Hepatobiliary disorders

Codeine may cause dysfunction and spasm of the sphincter of Oddi, thus increasing the

risk of biliary tract symptoms and pancreatitis. Therefore, codeine has to be
administered with caution in patients with pancreatitis and diseases of the biliarv tract.

Risk from concomitant use of sedative medicines such as benzodiazepines or related drugs:

Concomitant use of Cod Acamol and sedative medicines such as benzodiazepines or related drugs or
gabapentinoids (gabapentin and pregabalin) may result in profound sedation, respiratory depression,
hypotension. coma asd-or death. Because of these risks, concomitant prescribing with these sedative
medicines should be reserved for patients for whom alternative treatment options are not possible. If a

decision is made to prescribe Cod Acamol concomitantly with sedative medicines or gabapsniingids,
the lowest effective dose should be used, and the duration of treatment should be as short as possible.

[..]

Sleep-related breathing disorders

Opioids can cause sleep-related breathing disorders including central sleep apngea (CSA) and sleep-

related hypoxemia. Opioid use increases the risk of CSA in a dose-dependent fashion. In patients who
present with CSA. consider decreasing the total opioid dosage.

4.5 Interaction with other medicinal products and other forms of interaction

[..]
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Sedative medicines such as benzodiazepines or related drugs and Gabapentingids (gabapentin and

pregabalin):

The concomitant use of opioids with sedative medicines such as benzodiazepines or related drugs or
Gabapentingids (gabapentin and pregabalin) increases the risk of profound sedation, respiratory

depression, coma asd-or death because of additive CNS depressant effect. The dose and duration of

concomitant use should -be limited (see section 4.4).

4.8 Undesirable effects
[...]

[.]

Drug dependence

Gastrointestinal disorders | Common Nausea®
Vomiting®
Not known Constipation®,
Abdominal pain,
Pancreatitis
Hepatobiliary disorders Not known Liver damage® sphineter of Oddi dysfunction

Repeated use of Cod Acamol |e&ﬂl—lcad to drug dependence. even at therapeutic doses. The risk of dmg

dependence may vary depending on a patient's individual nisk factors. dosage. and duration of opioid

treatment (see section 4.4)
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