EVNHEPWON OXETIKA ME TN XPNON NAEKTPOVIK®WV AITOEWV
(electronic Application Forms, eAF)

(English text follows below)

O1 ®apuakeuTIKEG YNNPEoieg evnuepwvouv OTI ano 1/1/2016 kaBioTaTal
UMOXPEWTIKA N KaTtabeon nAekTpovikwVv aitnocwv (eAF) vyia OAeC TIG
diadikaoieg (EOvikég, ApoiBaiag kalr ANOKEVTPWHEVNG) NMOU APOpouvV OTNnV
gyypagn, Tpononoinon Kdl avavewon Tn¢ adeiac KukAogopiac Twv
dappakeuTikwV MpoidvTwy yia avBpwnivn Xpnon.

OI NAEKTPOVIKEG QITHOEIC KABWG KAl OXETIKEG NANPOPOPIEC €ival OIAOETIYEG
oToVv IOTOXWPO ™G Eupwnaikng EmTponncg
http://esubmission.ema.europa.eu/eaf/index.html KabwG kal oTnv
IoToogAida www.youtube.com/watch?v=fIZ6 45bayc.

And Tnv 1/3/2016 kai peTd o1 KAK/AITOUVTEG €ival UMOXPEWMEVOI va
katabetouv otnv Apuddia Apxn HOVO TIG NAEKTPOVIKEG AITACEIG OTNV
ekdoToTe d1adikaaia.

Enionpavoeig kal AIEUKPIVIOEIG OXETIKA HE TN XpRion Twv eAF:

e EEZakoAouBei va anoTeAei unoxpewon Tou KAK/AITouvTa n katabeon
TV MAPWTOTUMNA UMNOYEYPAMUMEVWY KAAUNTIKWV EMNICTOA®V KAl
aITNoswV oTnV ekacToTe diadikaaia.

e O1 aiIThoelg NpEnel va €xouv KAeIdwOei and Tov KAK/AiTouvTa.

e AITAOEIC NOU £XOUV AMNOOTAAEI HEOW NAEKTPOVIKOU Taxudpopeiou dev
Ba yivovTal anodeKTEG.

e AnodekTeg dev Ba yivovtal oUTE aITNOEIC MOU €XOUV TUNwBEl Kal
capwbei (w¢ flat PDF).

e OI eAF npénel va napexovral Jovo o poppn PDF. O1 @opuec eAF
(XFA form PDF) eival cupBaTtec pe Adobe Reader v10 1} veoTepn.

e O1 airhoeig AeiroupyouUv pe Drop list menu


http://esubmission.ema.europa.eu/eaf/index.html
http://www.youtube.com/watch?v=fIZ6_45bayc

Information concerning the use of electronic Application
Forms (eAF)

The Pharmaceutical Services would like to inform you that as of the 1st of
January 2016 it is mandatory to submit the application forms, in the
electronical format (XFA form PDF), for all procedures (National, Mutual
and Decentralised), concerning the registration, the variation and the
renewal of Marketing Authorisations for Medicinal Products for Human
Use.

The Online Applications Forms and relevant information are available on
the  European Commission website at the following url:
esubmission.ema.europa.eu/eaf/index.html. A tutorial about the use and
completion of eAF can be found at the following youtube location:
www.youtube.com/watch?v=fIZ6 45bayc

From the 1st of March 2016, all Marketing Authorization Holders (MAH)
and/or Applicants are required to submit to the Competent Authorities
only electronic (eAF) application forms for the above mentioned
regulatory procedures.

Additional Clarifications regarding the use of eAFs

e The originally signed cover letters and application forms are still to
be submitted by mail until further notice.

e Applications must be locked by the MAH / Applicant.
¢ Applications that are sent by email will not be accepted.

e Applications that have been printed and scanned (as flat PDF) will
also not be accepted.

e The eAF should only be submitted as a PDF form. eAF forms (XFA
form PDF) are compatible only with Adobe Reader v10 or higher.
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