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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 a revised Community herbal monograph on Primula veris
L. and Primula elatior (L.) Hill, flos which is set out in Annex I.

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 I and
appendix.

The revised Community herbal monograph and assessment report will be published on the European
Medicines Agency website. They replace those published on 7 September 2007.

London, 24 September 2012
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Annex I: Community herbal monograph
(EMA/HMPC/136582/2012)
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Appendix I: Assessment report (EMA/HMPC/136583/2012)
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