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Periodic Benefit-Risk Evaluation Report

for

Active Substance: etranacogene dezaparvovec

ATC-Code: B02BD16

Medicinal Products Covered:

Invented Name of 
the Medicinal 

Producta

Marketing 
Authorisation 

Numbers

Date of 
Authorisation

Marketing 
Authorisation 

Holderb

Hemgenix 125772/0 22 November 2022 CSL Behring LLC
a Data for product in country of IBD
b First Marketing Authorisation Holder, full list available in Section 2

Authorisation Procedure in the EU: Centralised

International Birth Date (IBD): 22 November 2022

European Union Reference Date (EURD): 22 November 2022

Interval Covered by this Report:

22 November 2023 to 21 May 2024

Date of this Report:

22 July 2024
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