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Finasteride

Recommendations:
« Amendments to the Product Information

During the assessment of the information in the PSUR the following issue was considered:

A cumulative review of adverse events reported in non-interventional studies and
spontaneous reports.

It has been agreed that the following amendments to the Product Information are required:
SmPC wording
Section 4.8
Add under SOC Immune system disorders and frequency category not known, the
following side effect:
Angioedema (including swelling of lips, tongue, throat and face)
Leaflet wording
Section 4
Add under frequency category not known (cannot be estimated from available data)
the following side effect:
Stop using [product name] and immediately contact a doctor if you experience any of
the following symptoms (angiooedema): swelling of face, tongue or throat; difficulty

swallowing; hives and breathing difficulties.

The existing SmPC and package leaflet should be amended (insertion, replacement or
deletion of the text as appropriate) to reflect the wording as provided above.
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