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Consistency (e.g. scientific decisions taken by HMPC)
X Public statements or other decisions taken by HMPC
Ol Consistency with other monographs within the therapeutic area
X other

Availability of new information (i.e. likely to lead to a relevant change of the monograph)

Scientific data Yes

New non-clinical safety data likely to lead to a relevant change of the monograph

New clinical safety data likely to lead to a relevant change of the monograph

New data introducing a possibility of a new list entry

New clinical data regarding the paediatric population or the use during pregnancy
and lactation likely to lead to a relevant change of the monograph
New clinical studies introducing a possibility for new WEU indication/preparation
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New herbal substances/preparations with 30/15 years of TU

New herbal substances/preparations with 10 years of WEU

Other regulatory practices likely to lead to a relevant change of the monograph

Referrals likely to lead to a relevant change of the monograph
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New / Updated Ph. Eur. monograph likely to lead to a relevant change of the

monograph
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New or revised public statements or other HMPC decisions likely to lead to a
relevant change of the monograph

Relevantinconsistencies with other monographs within the therapeutic area that
reguire a change of the monograph

Other relevantinconsistencies that require a change of the monograph
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Summary and conclusions on the review

18 countries responded negatively to the request for a market overview on monoproducts containing
Origani dictamni herba.

According to the response from DE, since 1976 there had been 3 herbal teas with Origani dictamni
herba as only active substance on the German market. They disappeared from the marketin
December 1991 resp. in December 1992 because no application for marketing authorisation according
Section 109a in connection with/or Section 105 German Medicinal Products Act had been submitted.

During the review, 32 (Scopus) new references not yet available during the first/previous assessment
were identified.

No references were provided by Interested Parties during the Call for data.

Ten references were considered to be relevant for the assessment, among which four referred to
combination products marketed in Greece containing herbal preparations from Origanum dictamnus
and other plants such as Thymbra capitata (Pirintsos et al., 2020, Anastasaki et al., 2019, Tseliou et
al,. 2019, Duijker et al., 2015), so finally six remaining references focused on chemistry (mostly
phenolic content of water as well other polar extracts and essential oils) and on antioxidant as well as
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antimicrobial activities of preparations from Origanum dictamnus alone (Tair et al., 2014, Skotti et al.,
2014, Koutelidakis et al., 2016, Takis et al., 2016, Varsani et al., 2017, Paloukopoulou et al., 2021-
under press).

No revision is considered required because there are no new data/findings of relevance to justify a
revision of the monograph.
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b) References that justify the need for the revision of the monograph:
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Rapporteur’s proposal on revision
[ Revision needed, i.e. new data/findings of relevance for the content of the monograph

X No revision needed, i.e. no new data/findings of relevance for the content of the monograph

HMPC decision on revision
[ Revision needed, i.e. new data/findings of relevance for the content of the monograph
X No revision needed, i.e. no new data/findings of relevance for the content of the monograph

The HMPC agreed not to revise the monograph, assessment report and list of references on Origanum

dictamnus L., herba, by consensus.
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