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Seroquel XR 50 mg, 150 mg, 200 mg, 300 mg, 400 mg prolonged release tablets

2207
Quetiapine (As fumarate) 50 mg, 150 mg, 200 mg, 300 mg, 400 mg
ST

Seroquel XR is indicated for the treatment of Schizophrenia.

Seroquel XR is effective in preventing relapse in stable schizophrenic patients who have been
maintained on Seroquel XR.

Seroquel XR is indicated for the treatment of moderate to severe manic episodes associated with bipolar
disorder.

Seroquel XR is indicated for the treatment of major depressive episodes in bipolar disorder.

Treatment of acute mania associated with bipolar | disorder as monotherapy or in combination with
lithium or sodium valproate.

Seroquel XR is indicated for preventing recurrence in bipolar disorder in patients whose manic, mixed or
depressive episode has responded to quetiapine treatment, as monotherapy or in combination with
lithium or sodium valproate.

Seroquel XR is indicated for add-on treatment of major depressive episods in patients with Major
Depressive Disorder (MDD) who have had sub-optimal response to antidepressant monotherapy (see
section 5.1 Pharmacodynamic properties). Prior to initiating treatment, clinicians should consider the

safety profile of Seroquel XR (see section 4.4 Special warnings and precautions for use).
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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)-hewever,a-causalrelationship-te
cuctoninohospetbocaosinb shed, Trontmen e thauctaninoshenld boreassossod

i-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 syndrome

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

Drug reaction-Reaction with eesinephitia-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,
orexfoliative dermatitis, fever, lymphadenopathy and possible eosinophilia_or
neutrophilia. Most of these reactions occurred within 4 weeks after initiation of
guetiapine therapy, some DRESS reactions occurred within 6 weeks after initiation of
quetiapine 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

Common

Very
Rare

Not
known

Tachycardia ¢,
Palpitations?®

Cardiac
disorders

QT
prolongation
112,18

Bradycardia®

cardiomyopd

thy|

and myocard

itis

Skin and Angioede

mabd,
Stevens-
Johnson
syndrome®

subcutaneous
tissue disorders

Toxic

Epidermal
Necrolysis
Erythema

Multiforme,
Acute
Generalized

Exanthematgus

Pustulosis

(AGEP),

Drug Rash with

Eosinophilia

and Systemic

Symptoms
(DRESS)
Cutaneous
vasculitis
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