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4.4 special warning and precautions for use

...Opioid use disorder...

Severe cutaneous adverse reactions (SCARs) - Acute generalized exanthematous
pustulosis (AGEP)

4.8 Undesirable effects

Frequency not known: pancreatitis, Acute generalised exanthematous pustulosis
(AGEP)

Drug dependence and withdrawal (abstinence) syndrome

Repeated use of M.I.R tablets 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).
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