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Public Statement on Chamomilla containing herbal medicinal products

Introduction

In 2002, the CPMP Herbal Medicinal Products Working Party (HMPWP) examined literature on the
risk of anaphylactic reactions associated with the consumption of herbal medicinal products
containing Chamomilla recutita (L.) Rauschert. Following consultation with the CPMP
Pharmacovigilance Working Party, the HMPWP prepared a proposal for the amendment of the
labelling of Chamomilla recutita containing herbal medicinal products to reflect recent findings.

Recommendation

The following amendment to the SPC of Chamomilla recutita containing herbal medicinal products is
proposed:

Under section 4.8 “Undesirable effects”

- Cutaneous preparations in semi-solid forms (cream, gel, ointment, etc.) for cutaneous use:

“Hypersensitivity reactions to German chamomile (e.g. contact dermatitis) are very rare. Cross
reactions may occur in people with allergy to compositae (e.g. artemisia/ mugwort)”.

- Oral preparations, oromucosal preparations or preparations for inhalation in liquid forms (oral
liquid, infusion, oromucosal spray or drops etc.) for internal use (oral use, inhalation use,
oromucosal use, vaginal/rectal use):

“Hypersensitivity reactions to (German) chamomile (e.g. contact dermatitis) are very rare. Cross
reactions may occur in people with allergy to compositae (e.g. artemisia/mugwort). Very rarely
severe allergic reactions (anaphylactic shock, asthma, facial oedema and urticaria) following
internal use have been reported”.
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