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English Text Follows

Ipog ohovg tovg: Katdyovs Adswdv Kuvkhogopiag (KAK) Qapuakevtikdv TTpoidviov wo
Tomkovg Avimpoosdnoug

Oépa: ‘Eyypoaga mov ararrovvrar yia tnv Metagopd Adesiag Kvkhogopiag

EmBopd vo avopepdid o1o mo néve BEpa ko va oo mAnpoeopiom 61t o Zopupodiio Papudkav oe
covedpia Tov nuepopnvieg 01/11/2017 anopdolse To akdAOVO:

- Tnv avoBedpnon tov anapaitntov SIKOOAOYNTIKOV OV OTUITEITOL Vo GUVOSEHOVY pid
aitnon yo peta@opd ddewg KukAOQoping EVOS QUPUUKEVTIKOD TPOIdVIOg o6& vEO KATOYO
aderag wkvkhogopiag. INlapokodeicbe ommg avatpéfete oTg Mo KAt oeAldeg yo Tig
avabsmpnuéveg anmmoels. Avtég aviikabfiotodv Tov Katdroyo mov dnuoociedfnke Tov
lavovépio Tov 2013.

(,/f7/

E. Movpokopddtov
‘Epopog Zupfoviriov Dapuakav
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Tel.No : 22-608618
Fax No: 22-608639
Email: emavrokordatou@phs.moh.gov.cy

Via Electronic mail

To: Marketing Authorisation Holders and Local Representatives
Subject: List of documents required for Marketing Authorisation Transfer

With regards to the above mentioned subject, please note that the Drug Council during its meeting
dated 01/11/2017 has decided the following:

- The revision of the necessary documentation required to accompany an application for the
transfer of a marketing authorisation of a medicinal product to a new marketing authorisation
holder. Please refer to the following pages for the updated requirements. These are in
replacement of the list published on January 2013.
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NECESSARY DOCUMENTATION REQUIRED TO ACCOMPANY AN APPLICATION
FOR THE TRANSFER OF A MARKETING AUTHORISATION OF A MEDICINAL

PRODUCT TO NEW MARKETING AUTHORISATION HOLDER

This variation should be submitted under classification A.z as Type IL

Implementation date: after a valid approval.

All the submitted documentation should include on the filename the number of the document as
indicated below,

1. Application form for a Variation, fully completed, explicitly stating the name of the medicinal
product, the number and the date of issue of the marketing authorisation and complete contact
details of the current and future marketing authorisation holder. The Application for a Variation
is to be completed by the current marketing authorisation holder.

2. A statement by the current or the new marketing authorisation holder attesting to that a fully
completed dossier of the medicinal product is in possession or at the disposal of the new
marketing authorisation holder.

3. A statement from the new marketing authorisation holder affirming his intention and competence
to undertake the marketing authorisation from a specified date onwards.

The necessary documentation attesting to that the new marketing authorisation holder is

competent to undertake the marketing authorisation and all the responsibilities it carries e.g.

a.

b.

Certificate of founding of the company from the Registrar of Companies - Proof of
establishment of the new Marketing Authorisation Holder within the EEA.

A document identifying the contact details of the person responsible for
Pharmacovigilance in Cyprus (full documentation needs to be appended) (see number 6)
including the name, address, telephone, fax and email address, together with his/her
Curriculum Vitae.

A document identifying the contact details of the person responsible for Scientific
Service in Cyprus including the name, address, telephone, fax and email address, together
with his/her Curriculum Vitae.

A document identifying the contact details of the person responsible for Defects &
Recalls including the name, address, telephone, fax and email address.

A document identifying the contact details of the person authorised for communication
with the authorities on behalf of the new Marketing Authorisation Holder including the
name, address, telephone, fax and email address.

A document identifying the contact details of the local representative including the name,
address, telephone, fax and email address. If a local representative is not available, a
declaration letter indicating that should be submitted.

Documentation for the size, personnel and organisation of the company.

Pharmaceutical Services Ministry of Health 1475 Nicosia
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5. The SPC, PIL & Labelling (working documents — clean version & track changes version as well
as in electronic format) in accordance to the legislation, updated to include the new marketing
authorisation holder should be submitted.

Mock-ups (primary and secondary packaging) in accordance to the legislation, updated to include
the new marketing authorisation holder should be submitted in electronic format.
Mock-ups (primary and secondary packaging) concerning all the registered pack-sizes should be
submitted. In case the applicant is not able to submit mock-ups for all the registered pack-sizes in
Cyprus at the time of the application, it is possible to submit mock-ups only for the marketed
pack-sizes in Cyprus.
At the same time, a signed declaration letter must be submitted indicating the following:

e The marketed pack-sizes in Cyprus.

e The mock-ups submitted with this variation concerning only the marketed pack-sizes.

¢ Committing that mock ups will be submitted via relevant notifications if the Marketing

Authorisation Holder wish to market a new but already registered pack size.

Marketed pack sizes are considered those pack sizes which have a price in Cyprus, regardless if
they are actually on the market at present.

Please note that for those pack-sizes for which mock-ups have not been submitted, a price cannot
be obtained. In case a price is required in the future concerning a registered pack-size for which a
mock-up has not been submitted, a notification along with the mock-ups should be submitted
before the price application.

6. A document identifying the qualified person responsible for Pharmacovigilance (QPPV) within
the meaning of Article 23 of Regulation (EC) No 726/2004, together with his/her Curriculum
Vitae stating home address, email address, telephone and fax number. The qualified person
responsible for Pharmacovigilance must be permanently and continuously at the disposal of the
Transferee and must be established (reside) within the European Economic Area.

7. A copy of the agreement between the two marketing authorisation holders for the transfer of the
marketing authorisation.

8. The name, address, and responsibility of each manufacturer, including contractors, and each
production site or facility involved in manufacturing and testing should be provided (e.g.
manufacturer responsible for the intermediate product, manufacturer responsible for the finished
product, manufacturer responsible for batch control, manufacturer responsible for batch release,
manufacturer responsible for primary packing, manufacturer responsible for secondary
packaging).

9. The relevant fees need to accompany the application.
10. A statement from the current or new marketing authorisation holder attesting that the original

marketing authorisation of the medicinal product is in possession of the new marketing
authorisation holder.
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