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Opinion

The HMPC, in accordance with Article 16h(3) of Directive 2001/83/EC, as amended, and as set out in
the appended assessment report, establishes by a majority of 25 out of 29 votes a European Union
herbal monograph on Serenoa repens (W. Bartram) Small, fructus which is set out in Annex |I.

The divergent positions are appended to this opinion.
The Norwegian HMPC member agrees with the above-mentioned recommendation of the HMPC.

This opinion is forwarded to Member States, to Iceland and Norway, together with its Annex | and
appendices.

The European Union herbal monograph and assessment report will be published on the European
Medicines Agency website.

London, 24 November 2015

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 m
Send a question via our website www.ema.europa.eu/contact An agency of the European Union

© European Medicines Agency, 2015. Reproduction is authorised provided the source is acknowledged.



Annex |: European Union herbal monograph
(EMA/HMPC/280079/2013)

Opinion of the HMPC on a European Union herbal monograph on Serenoa repens (W. Bartram) Small, fructus
EMA/HMPC/642021/2015 Page 2/5



Appendix I: Assessment report (EMA/HMPC/137250/2013)
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Appendix Il: Divergent positions

Opinion of the HMPC on a European Union herbal monograph on Serenoa repens (W. Bartram) Small, fructus
EMA/HMPC/642021/2015 Page 4/5



Four members of the HMPC mentioned below did not agree with the HMPC’s opinion for the following
reason:

We do not support the proposed European Union herbal monograph on Sabalis serrulatae fructus based
on the consideration reported below.

The evidence does not support the position of Sabalis serrulatae fructus as having well-established
medicinal use and recognised efficacy for the symptomatic treatment of benign prostatic hyperplasia as
required by Article 10a of Directive 2001/83/EC. The data are insufficient to support a well-established
use indication in accordance with Annex 1 of 2001/83/EC, as amended.

The efficacy of Sabalis serrulatae fructus has not been sufficiently and consistently proven.

Linda Anderson, HMPC member

Zsuzsanna Biréné Dr Sandor, HMPC member

Emiel van Galen, HMPC member

Annamarie O’Sullivan, HMPC member

London, 24 November 2015
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