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Dasatinib Taro is indicated for the treatment of adult patients with:

e Newly diagnosed Philadelphia chromosome positive (Ph+) chronic myelogenous
leukaemia (CML) in the chronic phase.

e Chronic, accelerated or blast phase CML with resistance or intolerance to prior therapy
including imatinib mesilate.

e Ph+ acute lymphoblastic leukaemia (ALL) and lymphoid blast CML with resistance or
intolerance to prior therapy.
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[...]
4.4 Special warnings and precautions for use

[...]

Fluid retention

[...]
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Cases of chylothorax have also been reported in patients presenting with pleural effusion
(see section 4.8).

[...]

4.8 Undesirable effects

[...]

Table 2: Tabulated summary of adverse reactions

[...]

Respiratory, thoracic and mediastinal disorders

Uncommon pulmonary arterial hypertension, bronchospasm, asthma, chylothorax*
* For additional details, see section "Description of selected adverse reactions"
[...]

Description of selected adverse reactions

[...]

Fluid retention

[...]

Cases of chylothorax have been reported in patients presenting with pleural effusion. Some
cases of chylothorax resolved upon dasatinib discontinuation, interruption, or dose reduction,
but most cases also required additional treatment.
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