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4. Clinical particulars
[...]

4.4 Special warning and precautions for use
[...]

Severe cutaneous adverse reactions

Severe cutaneous adverse reactions (SCARs) including Stevens-Johnson syndrome
(SJS), toxic epidermal necrolysis (TEN), drug reaction with eosinophilia and systemic
symptoms (DRESS), bullous dermatitis and erythema multiforme, which can be life-
threatening or fatal, have been reported in association with mirtazapine treatment.

If signs and symptoms suggestive of these reactions appear, mirtazapine should be
withdrawn immediately.

If the patient has developed one of these reactions with the use of mirtazapine,
treatment with mirtazapine must not be restarted in this patient at any time.

[...]
4.8 Undesirable effects

Severe cutaneous adverse reactions (SCARS), including Stevens-Johnson
syndrome (SJS), toxic epidermal necrolysis (TEN), drug reaction with
eosinophilia and systemic symptoms (DRESS), bullous dermatitis and
erythema multiforme have been reported in association with mirtazapine
treatment (see section 4.4).

[...]

Table 1. Adverse reactions of mirtazapine

System organ |Very Common Uncommon Rare Frequency not known (cannot be
class common (>1/100 to (>1/1,000 to<1/100) {(>1/10,000 estimated from the available
(=1/10) <1/10) to data)
<1/1,000)
Nervous Somnolence# |Lethargy: Paraesthesia? Myoclonus Convulsions (insults) Serotonin

system Sedation* Dizziness Restless legs syndrome Oral paraesthesia
disorders Headache2 Tremor Syncope Dysarthria

Amnesia*
Skin and Exanthemaz Stevens- Johnson Syndrome
subcutaneous Dermatitis bullous Erythema
tissue multiforme Toxic epidermal
disorders necrolysis

Drug reaction with eosinophilia

and systemic symptoms (DRESS)

Reproductive

system and
breast

disorders

Priapism

* In most cases patients recovered after drug withdrawal.
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