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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.

Spravato, co-administered with oral antidepressant therapy, is indicated in adults with a
moderate to severe episode of Major Depressive Disorder, as acute short-term treatment, for
the rapid reduction of depressive symptoms, which according to clinical judgement constitute
a psychiatric emergency.

Limitations of Use: The effectiveness of Spravato in preventing suicide or in reducing suicidal
ideation or behavior has not been demonstrated. Use of Spravato does not preclude the
need for hospitalization if clinically warranted, even if patients experience improvement after
an initial dose of Spravato.
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4.8 Undesirable effects

Johnson&dJohnson
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List of adverse reactions Table 4:
System Organ Adverse Drug Reaction
Class Frequency
Very common Common Uncommon Rare
Vascular disorders hypertension hypotension

:02'N P8 MHya DMDTYN

N9NN12 vIn'wn 194%.2

NnIrnsinn | nnnn/m'xpmm'x

72 7V 190 ,NITN '90IN1 DY X77 NIDNN 7715 NNNKR NI9DINN ,NINNKT? NNRY DX IX ,NPI7 NNX DX

:NPI7 NNXR DX TNIM2 .NPNYT IX KONY7

,(D"UN'DIN ,D'OTN'TITIA :nmrr‘7) O'PTh 0O'AND] 219'07 IN NNN 2¥N2 NIYI9N2 719'07 NIDINN °

AR ISAR PR HERHD AR

2IN12'7X1 N'NY ,|ITNI IVANTD0

NIN97 N7RN YyIN'n7 W' NIRENI NI7'Nan 71207 0717V 10AX1D0] D'YNNYNN D'7910NNN 77N
2012 120 DX XOIN7 190 .N9NNA win'wn 197 NnipT 30 NIN97 n'mwn yan'ni 719'0n 197 nUnyw

JIND7XR 0Y7'ONN NIRPYA IR NIDINN

?791NN2 YNNYN 1D .3

AURYHITR

219197107 RURAYY-THRDZ- ZINT{IN-THNFAH-RIFRA-B17210-19ANIDO- BV RY-BIWANAA- 7R

SHIANADEA-HDIYA-IDT-RIRT-30-THADIT- PRI IN—EANIDOD

X117 niyoin .4

(100 y1mn 1 wnnwn Ty Y'aIin? Ni717y) NINDY [2'XY 'XI'7 DIYSIN

71 0T YNY °




