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NOTIFICATION OF CANCELLING
A MARKETING AUTHORISATION/
REGISTRATION

The marketing authorisation or registration holder or a person or company authorised by
the holder should submit a written notification before the end of the authorisation year
if the authorisation is to be cancelled and the annual fee left unpaid.

The marketing authorisation/registration is to be cancelled starting from the following date
Year Month Day

Type of medicinal product/preparation
| Human medicine | | Veterinary medicine | Herbal medicinal product

| Parallelimported product

Product details

Marketing authorisation number/Registration number

Name of the medicinal product

Strength

Pharmaceutical form

Marketing authorisation holder/Registration holder

Contact details for the sender

Company name

Surname First name

Address

Phone

E-mail address

Other comments

If the prodict to be cancelled has Finland as the RMS, is the change of RMS pending?
f Yes No, Marketing Authorisation will be cancelled in all CMS countries
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If the medicinal productis for human use, the reasons for withdrawal are the ones given in
the Medicines Act, section 27, third paragraph?

" lYes  No

If you answer yes, this notification has to be accompanied with two separate reports

in English (cover letter and notification report table ’Notification of withdrawn products’)
and both of them have to be sent to both Fimea and EMA
(withdrawnproducts@ema.europa.eu).

Date and signature
Date Signature

NB. A single form can be used for the cancellation of several marketing authorisations,
provided that all the marketing authorisations listed in the form have the same
cancellation date.

The signed form should be submitted to registry@fimea.fi or by CESP-submission.

Finnish Medicines Agency Fimea 1/2016
P.O. Box 55, FI-00034 FIMEA, FINLAND (11/2025)

www.fimea.fi
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