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Date: May 22, 2023

&
To Whom It May Concern,

Wib@iok NG B THES PIBRA 25 BA 0 HERHTH 025451 K X BME K EHA
BAMER LB TREG AL R LT ¢

Please kindly be informed that the indication of Valdoxan film-coated tablets 25 mg (License No.
025451), has been updated and approved by Taiwan FDA as follows:

BRBE R RSN EREZAARA

Treatment of major depressive disorder and generalized anxiety disorder in adult patients
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The updated information has been published on the database of “Marketing authorization of
western drug, medical device and cosmetics” of TFDA’s official website. The new Chinese packages

insert will be implemented within 6 months following the approval date, in accordance with the
requirement of Pharmaceutical Affairs Act. The exact supply timeline will be provided later.

B ¥y ik 4o T ¢ https://mep.fda.gov.tw/im detail 1/47F % & F % 025451 3

The link to the most updated Chinese package insert is:
https://mcp.fda.gov.tw/im_detail 1/#7F % & ¥ % 025451 3%
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Please do not hesitate to contact us, should you require further information.

Thanks a lot for your kind attention.
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