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6.3 Postmarketing Experience
The following adverse reactions have been

identified during post-approval use of
ELELYSO in countries where it is marketed.
Because these reactions include those reported
voluntarily from a population of uncertain size
in addition to those from postmarketing studies,
it is not always possible to reliably estimate their
frequency or establish a causal relationship to
drug exposure.

Gastrointestinal disorders: Vomiting, diarrhea
General disorders and administration site
conditions: Fatigue

Immune system disorders: Anaphylaxis [see
Warning and Precautions (5.1)], Type HI
immune-mediated fixed drug eruption
Musculoskeletal and connective tissue
disorders: Back pain

6.3 Postmarketing Experience

The following adverse reactions have been
identified during post approval use of
ELELYSO in countries where it is marketed.
Because these reactions are reported
voluntarily from a population of uncertain
size, it is not always possible to reliably
estimate their frequency or establish a causal
relationship to drug exposure.

Immune system disorders: Anaphylaxis [see
Warning and Precautions (5.1)].
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