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Favoxil 50, Favoxil 100 100 7'0j7129 ,50 7'0j7129 'won oy

Fluvoxamine maleate 50 mg, Fluvoxamine maleate 100 mg_.7'vo wnin

For the treatment of affective disorders characterized by persistent low mood, :n'unn
impaired psychomotor atctivities and psychomatic complaints including symptoms of

depression. Treatment of obsessive compulsive disorders (OCD).
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4.4 Special warnings and precautions for use
i
Dermatological effects

Serious skin reactions, some of them fatal, including erythema multiforme, Stevens-
Johnson syndrome and toxic epidermal necrolysis, have been reported in
association with Fluvoxamine (see section 4.8). Patients appear to be at highest risk
of these reactions early in the course of therapy. If skin reactions occur, fluvoxamine
should be discontinued immediately, and the patient should be closely monitored.

I

4.8 Undesirable effects

i

Skin and subcutaneous tissue disorders:

Frequency unknown: Stevens-Johnson syndrome***/ Toxic Epidermal Necrolysis***,
Erythema multiforme***

*** Estimated frequency of post-marketing surveillance reported adverse reactions;
not observed in placebo-controlled clinical trials

Page 2 of 2



	4.4 Special warnings and precautions for use
	//
	//
	//
	Skin and subcutaneous tissue disorders:

