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4.4 Special warnings and precautions for use
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Primary graft dysfunction (PGD) post cardiac transplant: In retrospective studies, amiodarone use in the
transplant recipient prior to heart transplant has been associated with an increased risk of PGD. PGD is a
life-threatening complication of heart transplantation that presents as left, right or biventricular dysfunction
occurring within the first 24 hours of transplant surgery for which there is no identifiable secondary cause
(see section 4.8). Severe PGD may be irreversible. For patients who are on the heart transplant waiting list,
consideration should be given to use an alternative antiarrhythmic drug as early as possible before

transplant.

4.8 Undesirable effects
Blood and lymphatic system disorders:

Not Known':
e neutropenia

e agranulocytosis

Injury. poisoning and procedural complications

Not known:

e Primary graft dysfunction post cardiac transplant (see section 4.4)

SINCE 1921



Psychiatric disorders:

Common:
e libido decreased

Not known:
e confusional state/delirium
e hallucination
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