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Seroquel 25 mg, 100 mg, 200 mg, 300 mg film-coated tablets
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Quetiapine (As fumarate) 25 mg, 100 mg, 200 mg, 300 mg
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Seroquel is indicated for:
- Treatment of schizophrenia.
- Treatment of manic episodes associated with bipolar disorder.

- Treatment of major depressive episodes in bipolar disorder.
Seroquel is not indicated for the prevention of recurrence of manic or depressive episodes.
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4.4 Special warnings and precautions for use
Cardiomyopathy and myocarditis
Cardiomyopathy and myocarditis have been reported in clinical trials and during the

post-marketing experience (see section 4.8)-however-a-causalrelationship-to
cuctnslno-hasnetboon-osnblished, Troatmenbeithcuctianinoshaw d-boreassossed

in-In patients with suspected cardiomyopathy or myocarditis discontinuation of
guetiapine should be considered.

Severe Cutaneous Adverse Reactions

Severe cutaneous adverse reactions (SCARs), including Stevens-Johnson synédrome

Syndrome (SJS), texic-Toxic epidermal-Epidermal necrelysis-Necrolysis (TEN), Acute
Generalized Exanthematous Pustulosis (AGEP), Erythema Multiforme (EM) and drug

Drug reaction-Reaction with eesirephita-Eosinophilia and systemie-Systemic
symptoms-Symptoms (DRESS) which can be life-threatening or fatal have been
reported very rarely with quetiapine treatment.

SCARs commonly present with one or more as-a-cembination-of the following
symptoms: extensive cutaneous rash which may be pruritic or associated with pustules,
or-exfoliative dermatitis, fever, lymphadenopathy and possible eosinophilia or
neutrophilia. Most of these reactions occurred within 4 weeks after initiation of
quetiapine therapy, some DRESS reactions occurred within 6 weeks after initiation of




guetiapine therapy. If signs and symptoms suggestive of these severe skin reactions
appear, quetiapine should be withdrawn immediately and alternative treatment should
be considered.

4.8 Undesirable effects

Table 1 ADRs associated with quetiapine therapy

SOC Very Common Uncommon | Rare Very Not
Common Rare known
; P cardiomyopathy
C.ardlac Tachyce}rdla , QT . and mvocarditis
disorders Palpitations?® prolongation
1,12,18

Bradycardia®

Skin and Angioede
ma®,

subcutaneous Stevens-

tissue disorders Johnson
syndrome®

Toxic

Epidermal
Necrolysis
Erythema

Multiforme,
Acute
Generalized
Exanthematous
Pustulosis
(AGEP)

Drug Rash with

Eosinophilia
and Systemic
Symptoms
(DRESS)

Cutaneous
vasculitis
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