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3 3
3.1 +# {8 ¥$H % > T 4R (Pharmacovigilance Plan)

3.1.1 * ¥ (Package insert)
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Ziextenzo eheE & ¢ Fvh * (Important identified risks) % € & & # kb *& (Important potential risks) %
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» £ & ¢ 4rh *& Important identified risks

Capillary leak syndrome

Acute respiratory distress syndrome'

Sickle cell crisis in patients with sickle cell disease
Glomerulonephritis

! The broad important risk ‘serious pulmonary adverse events (including interstitial pneumonia and ARDS)* was narrowed to
acute respiratory distress syndrome.

> £ & Z7%h & Important potential risks

‘ Cytokine release syndrome

» X 4vh *& Missing Information
None
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+ 7 {87 2F # (Adverse Event Reporting)
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% > {4351 /B (Signal Detection)
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Targeted Follow-up Checklist
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R & 35 k& Targeted follow-up checklist #
R L Capillary leak syndrome Capillary Leak Syndrome TFU
(Important checklist

identified risks)

EREBELR G Cytokine release syndrome Cytokine release syndrome TFU
(Important checklist

potential risks)
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