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Spravato, in combination with a SSRI or SNRI, is indicated for adults with
treatment-resistant Major Depressive Disorder, who have not responded to at
least two different treatments with antidepressants in the current moderate to
severe depressive episode
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4.4 Special warnings and precautions for use

... The effectiveness of Spravato in preventing suicide orin reducing suicidal ideation or behaviour has not
been demonstrated (see section5.1). Use of Spravato does not preclude the need for hospitalisation if
clinically warranted, even if patients experience improvement after an initial dose of Spravato.

4.8 Undesirable effects

System Organ Class Adverse Drug Reaction
Frequency
Verycommon Common Uncommon
Psychiatricdisorders ...confusionalstate... | psychomotor retardation,
emotional distress,
dysphoria
Nervous systemdisorders ...disturbancein nystagmus, psychomotor
attention hyperactivity
Respiratory, thoracicand mediastinal ...throat irritation,
disorders oropharyngeal pain...
Skin and subcutaneous tissuedisorders | ... cold sweat
General disorders and administration gaitdisturbance
site conditions
Investigations blood pressure
increased
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