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1. - 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 28 votes a
Community herbal monograph on Mentha x piperita L., aetheroleum which is'set out in
Annex L.

The divergent positions are appended to this opinion.

The Icelandic and the Norwegian HMPC membersdo agree with the above mentioned
recommendation of the HMPC.

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

The Community herbal monograph and assessment report will be published on the EMEA website.

London, tober 2007
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APPENDIX I: ASSESSMENT REPORT EME 5/2006






Th.ree members of the HMPC did not agree with the HMPC’s opinion for the fo]lowmg reason:

“We do not support the well- estabhshed cutaneous use indication for Mentha x pzperzta L.,
-aetheroleum :

“Herbal medlc_lnal product for the symptomatic relief of mild tension type‘headach'e.”
In our view the data provided to support this indication do not fulfil the requirements for well-
established use and recognised efficacy in accordance with Annex 1 of 2001/83/EC, as amended.

Specifically, the clinical and pharmacological data presented for this indication are weak, unclear, and
considered insufficient to.support the proposed well-established use indication.

London, 31 October 2007





